EXHIBIT A



DOCKET NO.: CV-14-6025333-S : COMPLEX DOCKET

ROBIN SHERWOOD and
GREG HOELSCHER : J.D. OF WATERBURY

V. : AT WATERBURY
STAMFORD HEALTH SYSTEM, INC.
D/B/A STAMFORD HOSPITAL : June 1, 2015

DEFENDANT STAMFORD HOSPITAL’S
ANSWER AND SPECIAL DEFENSES TO COMPLAINT

The defendant, Stamford Health System, Inc., d/b/a Stamford Hospital (hereinafter
“Stamford Hospital”), hereby responds to the plaintiff’s Complaint dated August 13, 2014 as
follows:

FIRST COUNT:

1. The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 1 and, therefore, leaves plaintiff to her proof.

2. The defendant admits that, Stamford Health System, Inc., d/b/a Stamford Hospital
is a hospital located at 30 Shelburne Road, Stamford, Connecticut 06902. The remaining
allegations of Paragraph 2 are denied.

3. Denied.

4, Denied.

1. BACKGROUND OF PELVIC MESH PRODUCTS SOLD, DISTRIBUTED

AND/OR MANUFACTURED BY THE DEFENDANT STAMFORD HOSPITAL
A. Johnson & Johnson

5. The defendant lacks knowledge or information sufficient to form a belief as to the

truth of the allegations set forth in paragraph 5 and, therefore, leaves plaintiff to her proof.



6. The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 6 and, therefore, leaves plaintiff to her proof .

7. The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 7 and, therefore, leaves plaintiff to her proof.

8. The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 8 and, therefore, leaves plaintiff to her proof. The
defendant notes that the paragraph is nonsensical because none of these entities are defendants in
this case even though they have been labeled as defendants.

9. The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 9 and, therefore, leaves plaintiff to her proof.

10.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 10 and, therefore, leaves plaintiff to her proof.

11.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 11 and, therefore, leaves plaintiff to her proof.

12.  The defendant denies that Johnson & Johnson/Ethicon marketed Prolift without
clearance or approval from the FDA. The defendant lacks knowledge or information sufficient
to form a belief as to the truth of the balance of the allegations set forth in paragraph 12 and,
therefore, leaves plaintiff to her proof.

13.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 13 and, therefore, leaves plaintiff to her proof.

14.  The defendant lacks knowledge or information sufficient to form a belief as to the

truth of the allegations set forth in paragraph 14 and, therefore, leaves plaintiff to her proof.



15.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 15 and, therefore, leaves plaintiff to her proof.

16.  The defendant denies the allegations set forth in paragraph 16.

17.  The defendant denies the allegations in paragraph 17.

18.  Paragraph 18 labels certain terms and collectively defines them so no response is
required. To the extent a response is required, the defendant lacks knowledge or information
sufficient to form a belief as to the truth of the allegations set forth in paragraph 18 and,
therefore, leaves plaintiff to her proof.

B. AMS

19.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 19 and, therefore, leaves plaintiff to her proof.

20.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 20 and, therefore, leaves plaintiff to her proof.

21.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 21 and, therefore, leaves plaintiff to her proof.

C. STAMFORD HOSPITAL

22.  The defendant denies the allegations in paragraph 22 and avers that under
Connecticut Product Liability Act, including the section plaintiff cites in paragraph 22, Stanford
Hospital cannot be a “Product Seller” for a medical device that is implanted during a patient’s
surgery in one of its operating rooms.

23. Denied.



24.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in paragraph 24 and, therefore, leaves plaintiff to her proof.
25. Denied.

26.  Denied. Stanford Hospital avers that plaintiff has mischaracterized FDA

regulations.
27.  Denied.
28. Denied.
29.  Denied

1.  FACTUAL BACKGROUND

30. Denied.
31. Denied.
32. Denied.

33.  The defendant denies the allegations in paragraph 33. With respect to the
allegations regarding a “study” in paragraph 33, the defendant lacks knowledge or information
sufficient to form a belief as to the truth of these allegations and, therefore, leaves plaintiff to her
proof.

34. Denied.

35. Denied.

36.  Denied except that Stamford Hospital admits that the FDA issued notices
regarding this type of product in 2008 and 2010, which speak for themselves.

37.  The defendant admits that on October 20, 2008, the Food and Drug

Administration (“FDA”) issued a Public Health Notification, which speaks for itself. With



regard to the remainder of Paragraph 37, defendant lacks knowledge or information sufficient to
form a belief as to the truth of the allegations and, therefore, leaves plaintiff to her proof.

38. Denied.

39. Denied.

40.  The defendant lacks knowledge or information sufficient to form a belief as to the
truth of the allegations set forth in Paragraph 40 and, therefore, leaves plaintiff to her proof.

41.  With regard to the allegations in Paragraph 41, the defendant lacks knowledge or
information sufficient to form a belief as to the truth of these allegations, namely whether on a
worldwide bases the “Defendant’s Pelvic Mesh Products,” most of which were not even used in
Ms. Sherwood’s surgery, “were at all times utilized and implanted in a manner foreseeable to the

Defendant” and the defendant, therefore, leaves plaintiff to her proof.

42, Denied.
43. Denied.
44, Denied.
45, Denied.
46. Denied.
47. Denied.

48.  The defendant denies that any act or omission on its part caused any injuries to
plaintiff. The defendant lacks knowledge or information sufficient to form a belief as to the truth

of the remaining allegations set forth in Paragraph 48 and, therefore, leaves plaintiff to her proof.



49.  The defendant denies that any act or omission on its part caused any injuries to
plaintiff. The defendant lacks knowledge or information sufficient to form a belief as to the truth
of the remaining allegations set forth in Paragraph 49 and, therefore, leaves plaintiff to her proof.

50.  The defendant denies that any act or omission on its part caused any injuries to
plaintiff. The defendant lacks knowledge or information sufficient to form a belief as to the truth
of the remaining allegations set forth in Paragraph 50 and, therefore, leaves plaintiff to her proof.

51.  The defendant denies that any act or omission on its part caused any injuries to
plaintiff. The defendant lacks knowledge or information sufficient to form a belief as to the truth
of the remaining allegations set forth in Paragraph 51 and, therefore, leaves plaintiff to her proof.

52.  The defendant denies that any act or omission on its part caused any injuries to
plaintiff. The defendant lacks knowledge or information sufficient to form a belief as to the truth
of the remaining allegations set forth in Paragraph 52 and, therefore, leaves plaintiff to her proof.

53. Denied.

54. Denied.

55.  The defendant lacks knowledge or information sufficient to form a belief as to the

truth of the allegations set forth in Paragraph 55 and, therefore, leaves plaintiff to her proof.

56. Denied.
57. Denied.
58. Denied.
59. Denied.

60.  The defendant lacks knowledge or information sufficient to form a belief as to the

truth of the allegations set forth in Paragraph 60 and, therefore, leaves plaintiff to her proof.



61-81. The allegations contained in Paragraphs 61-81 are denied.

FIRST SPECIAL DEFENSE

1. Plaintiff’s claims against Stamford Hospital are barred by the applicable statute of

limitations as the surgery allegedly occurred in 2006 and this action was commenced at the end

of 2014.
2. Plaintiff’s claims are barred by the doctrine of laches.
3. Plaintiff’s claims are barred because she has engaged in impermissible claim

splitting by maintaining actions for the same relief in two different lawsuits.
4. Plaintiff’s claims are barred by the doctrine of waiver in that she already
commenced an action against the product manufacturer and elected not to pursue Stamford

Hospital in that action.

THE DEFENDANT,
STAMFORD HEALTH SYSTEMS, INC,,
D/B/A STAMFORD HOSPITAL

/s/ Simon |. Allentuch
SIMON I. ALLENTUCH
NEUBERT, PEPE & MONTEITH, P.C.
195 Church Street, 13th Floor
New Haven, CT 06510
Tel. (203) 821-2000
Juris No. 407996




CERTIFICATION

THIS IS TO CERTIFY THAT a copy of the foregoing was emailed this 1st day of June,

2015, to the following counsel:

Brenden P. Leydon, Esq.
Jackie Fusco, Esqg.

Tooher, Wocl & Leydon, LLC
80 Fourth Street

Stamford, CT 06905

/s/ Simon |. Allentuch
SIMON I. ALLENTUCH
NEUBERT, PEPE & MONTEITH, P.C.




EXHIBIT B



MARY BETH FARRELL VS. JOHNSON & JOHNSON
Hines, M.D., Brian on 03/25/2014 Page 1

STATE OF CONNECTI CUT

JUDI Cl AL DI STRI CT OF WATERBURY AT WATERBURY

________________________________ X
MARY BETH FARRELL, ET AL,
Plaintiffs
VS. : NO Uw-CV11-6014102-S
JOHNSON & JOHNSON, ET AL,
Def endant s
________________________________ X

DEPOSI TI ON

THE DEPOSI TI ON OF BRIAN J. H NES, M D.
t aken on behalf of the Plaintiffs, before Deborah R
Ponponi o, RVR, RPR, Licensed Shorthand Reporter,
License No. 79, and Notary Public within the State
of Connecticut, on the 25th day of March, 2014, at
10: 05 a.m, at the offices of Heidell, Pittoni,
Mur phy & Bach, LLP, 855 Main Street, Suite 1100,

Bri dgeport, Connecti cut.

GOLDFARB AND AJELLO LLC
24 East Avenue #1372
New Canaan, Connecticut 06840
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Page 2 Page 4
APPEARANCES STIPULATI ONS
FOR THE PLAINTIFFS: I T I'S HEREBY STI PULATED AND AGREED by and bet ween
TOOHER, WOCL & LEYDON, LLC
80 Fourth Street counsel for the parties that the proof of the official
Stanford, Connecticut 06905 . . . S
BY: BRENDEN P. LEYDON, ESQUI RE authority of the Notary Public before whomthis deposition
- and- is taken is waived;
JACQUELI NE E. FUSCO, ESQUI RE _
FOR THE DEFENDANT, JOHNSON & JOHNSON, ETH OON. | NC. | I'T I'S FURTHER STI PULATED AND AGREED that the reading
ETH CON WOMEN S HEALTH & UROLOGY, GYNECARE and signing of the deposition is not waived;
A DIVISION OF ETH CON, INC.:
SHI PVAN & GOCDW N, LLP IT I'S FURTHER STI PULATED AND AGREED that notice of the
One Constitution Plaza time and place of the taking of the deposition is waived;
Hartford, Connecticut 06103-1919
BY: ROBERT R S| MPSON, ESOU RE IT I'S FURTHER STI PULATED AND AGREED that al |
- and- obj ections, except as to the formof the question, are
M CHELLE L. QUERI JERO, ESQUI RE
- and- reserved until the time of trial.
TUCKER ELLIS, LLP x s
950 Main Avenue, Suite 1100
Cl evel and, Chio 44113-7213
BY: RITA A MA MBOURG ESQUI RE
FOR THE DEFENDANT, STAMFORD HEALTH SYSTEM I NC.
D/ B/ A STAVFORD HOSPI TAL:
NEUBERT, PEPE & MONTEI TH, PC
195 Church Street, 13th Fl oor
New Haven, Connecticut 06510
BY: SIMON ALLENTUCH, ESQUI RE
Page 3 o o Page 5
APPEARANCES (Cont.d 1 (Plaintiff's Exhibits 1 and 2
FOR THE DEFENDANT, AMERI CAN MEDI CAL SYSTEMS, |NC.: 2 marked for identification.)
HALLORAN & SAGE 3 MR GLANO Vé're going to reserve
4 reading a signing too.
315 Post Road Vést 5 THE CORT REPRTER  Usual sti pul ati ons,
Westport, Connecticut 06880 6 wth read and si gn’?
BY: THOWAS P. O DEA, JR, ESQUI RE 7 V5. QLANQ Yes, please.
8 BRIANJ HINES MD,
- and- . .
o 9 1351 Véishi ngton Boul evard, Stanford, Conmecticut,
REED SMTH LLP 10 called as a witness, after having been duly sworn, was
Three Logan Square 1 examned and testified as fol | ovs:
1717 Arch Street, Suite 3100 %g BY ’\R |_ D FECT EXAM NA\THN
Phi | adel phi a, Pennsylvania 19103 14 Q God norni ng, doctor. M, nane is Brenden
BY: LOUS W SCHACK, ESQUIRE 15 Leydon. | represent the plaintiffs in this natter,
FOR THE DEFENDANTS, BRI AN J. HINES, MD AND 16 M. and Ms. Farrell.
i Have you ever been deposed bef ore?
UROGYNECOLOGY & PELVI C SURGERY, LLC: 18 A | have
HEIDELL, PITTONI, MURPHY & BACH LLP 19 Q  And your attorney's probahly instructed
855 Main Street. Suite 1100 20 you of this, but the way it works is, the court
o g \ oommecti cut 06604 21 reporter is here taking us down. She can only take
Il eport, nnecticu .
9ep 22 down one person at atine. So, please, allowme to
BY: HED M CLANO ESQURE 23 finish ny question, and | wll, Iikew se, allowyou
24 to finish your answer. If for some reason | cut you
25 off inyour answer, you haven't finished, please |et
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Page 30 Page 32
1 that the government was sort of slowto get onboard. | 1 presented information that shoul d have caused her to
2 | think that -- | don't remenber when it was, what 2 believe that this mesh was defective?
3 nmonth it was, but | remenber feeling, you know what, | 3 MR ALLENTUCH  (oj ecti on.
4 ot only have | known these things, but |'ve 4 THE WTNESS: | don't believe that the
5 actually been -- ny practice has evolved, and |'ve 5 mesh that was inplanted in Mry Beth Farrell
6 been counselling patients based on these things 6 was def ecti ve.
7 before the FDA released their -- their statenents. 7 BY MR LEYDON
8 Q Didit concern you that the FDA was 8 Q So then you certainly woul d not contend
9 looking into this product as something that had 9 that My Beth Farrell should have known at any
10  probl ens? 10 point intime that the mesh was defective, correct?
11 MR SCHAK (bject to the form 11 M. OLANO (bject to the form
12 M. OLANO (bject to the formas well. 12 M ALLENTUCH  (bj ecti on.
13 THE WTNESS: | was concerned about 13 THE WTNESS: | think |'ve said that |
14 certain issues with the use of vaginal mesh, 14 don't believe that the nesh that was inplanted
15 not based upon what the FDA said, but based 15 in Mry Beth Farrel | was defective.
16 upon ny experi ences. 16 BY MR LEYDON
17 BY MR LEYDON 17 Q Asaresult of that, and your prior
18 Q  Wat experiences were those? 18 testinony, therefore, you certainly coul d not
19 A An experience |ike what occurred with 19 contend that Mary Beth Farrell should have known
20 M. Farrell, experiences of -- of seeing nesh 20 that the nmesh was defective, correct?
21 exposure, mesh erosion. 21 M ALLENTUCH  (bj ecti on.
22 Q Did you ever have any suspicion that the |22 M. OQLANO  (bject to the form
23 mesh itself mght be a defective product? 23 THE WTNESS:  Correct.
24 M5. MAIMBORG  (bjection as to form 24 BY MR LEYDON
25 M5, QLANO  (bject to the form 25 Q@ Do you have any recollection of the
Page 31 Page 33
1 MR SCHAXK: The same objection. 1 informed consent discussion that you had with Mry
2 THE WTNESS:  No. 2 Beth Farrell?
3 BY MR LEYDON 3 A | don't have a specific recollection of
4 Q@ And, sitting here right now do you have 4 the -- of the neeting that | had with her.
5 any suspicion that the mesh mght be a defective 5 M LEYDON You can mark that as -- what
6 product? 6 are we up to -- five.
7 M SCHAK  (bj ecti on. 7 (Plaintiff's Exhibit 5 marked
8 M. OQLANO (bject to the form 8 for identification.)
9 THE WTNESS:  No. 9 BYM LEYDON
10 BY MR LEYDON 10 Q@ (Handing.) Doctor, show ng you what's
11 Q Gven those answers, you, obviously, 11 marked as Plaintiff's Exhibit 5 have you seen that
12 never comunicated to Mary Beth Farrell that there |12 before?
13 mght be a defect in the mesh, correct? 13 A Yes.
14 A Conmuni cate that there mght have been a |14 Q@ And what is that?
15 defect? 15 A This was a page copied off of our -- what
16 Q Correct. 16 used to be our website.
17 A N. 17 Q@  And have you changed that at all?
18 Q Wuldit be fair to say, fromyour 18 A The practice doesn't exist any |onger, so
19  perspective, Mary Beth Farrell was never presented |19 the website is -- no longer exists. [t shouldn't
20 any information to cause her to believe that this 20 anyway. | don't think it does.
21 mesh product was defective? 21 Q But thisis afair and accurate
22 M5, O LANO By whon? 22 representation of what was on your website
23  BY MR LEYDON 23 previously?
24 Q By any know edge you have -- do you have |24 A Yes.
25 any know edge of when Miry Beth Farrell was 25 MR LEYDON Mark that next.
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1 mesh placed at the time of this procedure? And | 1 exposure that had sort of garnered all of the -- you
2 think that it's basically trying to weigh the risk 2 know, all the attention as the -- the main
3 of recurrence of prolapse in a young wonan who, you | 3 conplication, if you wll, associated with the use
4 know, has young children and | eads an active life, 4 of vaginal mesh, that that really wasn't the
5 when the repair woul d be done with her autol ogous 5 conplication that -- that | was aware of and
6 tissue verse arisk of five or 10 percent of vaginal | 6 concerned about. It was contraction and tightening
7 mesh exposure, which in ny experience, at that time, | 7 of vaginal mesh, which happened to M. Farrell, that
8 often was asynptomatic, and, if synptomatic, could 8 changed how | would -- how | woul d place vaginal
9 be dealt with fairly successfully. And therisk at | 9 mesh, the age of the patient that | would place
10 that time, as it was understood, of a repair of a 10 vaginal mesh, and -- and whether or not | woul d
11  cystocel e done with sonebody' s own tissue -- the 11  place vaginal mesh in opposite conpartnents in the
12 risk of that recurring over the first two or three |12 vagina, as was done for M. Farrell.
13 years was sonewhere in the bal I park of 40 percent. 13 Q Soif M. Farrell was to come to you
14 That would be a -- an approximate of |14 today, is it fair to say you would not have done
15 the type of conversation that | would have had with |15 this procedure the way you did it?
16 M. Farrell. 16 A That's correct.
17 Q kay. But you don't have any particular |17 Q Isthat in part because of what happened
18 recollection of the discussion you had with her; is |18 to M. Farrell?
19 that correct? 19 A M hesitancy is -- are you asking the
20 A N 20 question specifically about Mary Beth Farrell as an
21 Q@ Andinterns of your discussion wth 21 individual, if she were to cone in today, or a
22 patients and informed consent, is it any different 22 generic person?
23 nowthan it was at the tine you were talking wth 23 Q No. M first question was if someone |ike
24 M. Farrell? 24 her cane in today.
25 M. OLANQ For this particular surgery? |25 A Yeah.
Page 47 Page 49
1 M LEYDON  Yes. 1 Q@ | believe your answer was you woul d not
2 THE WTNESS: Wl I, | don't do this 2 have done the sane procedure you did with her.
3 surgery now 3 A That's correct.
4  BY MR LEYDON 4 Q@ And ny fol | owup question was: s the
5 Q Wat do you nean when you say you don't do | 5 reason for that, at least in part, because of your
6 this surgery now? 6 personal experience in what happened to M. Farrell?
7 M5. OLANO He doesn't do this surgery 7 A That's correct.
8 now, 8 Q@ Andis that also because of further
9 MR LEYDON | think he can explain. 9 information that's come out about problenms with this
10 M. OLANO (bjection. He's answered it. |10 type of mesh and its use in that way?
11 You can answer again that you don't do 11 M SCHAK: (bjection to form
12 this surgery now. 12 THE WTNESS:  No.
13 M LEYDON QO however you want to answer |13 BY MR LEYDON
14 it 14 Q@ Wat are the other reasons for it, or is
15 THE WTNESS:  So no -- first of all, the |15 it solely because of what happened to M. Farrell?
16 product that we used in M. Farrell doesn't 16 A M. Farrell was the first of two or three
17 exist on the market any longer, so we don't do |17 patients that | had operated on that, unfortunately,
18 that. And subsequent to M. Farrell's surgery, |18 had this problemwith contracted mesh and pain.
19 and, you know, the experience over, you know, 19 I'm-- I'min business to try and hel p women. | can
20 nonths, years after that, | changed ny practice |20 deal with certain types of risk associated with
21 how and in what patients | woul d use 21 surgery. Surgery has risk. After -- after
22 transvagi nal nesh. 22 witnessing just in ny own practice what coul d
23 BY MR LEYDON 23 happen, though rarely, but what coul d happen to a
24 Q Hwso? 24 patient like M. Farrell, | changed how | was using
25 A | becane aware that the -- that the mesh |25 vaginal nesh.
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1 Q  And how did you change it? 1 M CGLANO Is this agood tine for a
2 A So understand -- ny understanding of the 2 restroom break?
3 type of problemthat M. Farrell experienced as it 3 M LEYDON Sure.
4 related to a-- to a contraction of a vaginal mesh 4 (Recess: 11:24 am until 11:31
5 made ne very reluctant to use mesh in -- in our 5 a.m)
6 younger group of patients. | alnost entirely 6 BY M LEYDON
7 stopped using mesh on both the anterior and 7 Q Doctor, one of the alternatives you
8 posterior vaginal walls. Wen you use a mesh for a | 8 described to using the nmesh would be a surgery using
9 prolapse repair, the efficacy in terns of 9 the patient's own tissue. | believe you described
10 anatomcally correcting the prolapse is outstanding. |10 autologous tissue. Is that correct?
11 The vagina, if examned, |ooks straight. Wat we 11 A CQorrect.
12 subsequent!y began to understand was that the vagina |12 Q Isthat a procedure you al so do?
13 doesn't need to be rigid and straight, and that by |13 A Yes.
14 adopting a different way of using mesh, by perhaps |14 Q Prior to your operating on M. Farrell was
15 using it on one wall and allowng for the elasticity |15 there any type of controversy in the nedical
16  of the other wall and the apex to remain, may be a |16 community about the efficacy and safety of
17 way to dimnish the risk of this type of problem 17 transvaginal nesh?
18 but continue to enjoy the -- the added efficacy of 18 MR SCHACK:  (bj ection.
19  nesh used vaginally. 19 M5, MAMBOURG  (bjection as to the form
20 Q Adsoif amnufacturer had advised you |20 MR ALLENTUCH  (bj ecti on.
21 of that risk, because it was sonething they knewor |21 M. QLANO I'Il object to the formas
22 should have, prior to M. Farrell, isit fair to say |22 well.
23 you woul d have not done the procedure at M. Farrell |23 THE WTNESS: | can't remenber that many
24 at that time? 24 years ago what conversation was happeni ng or
25 M5, MALMBORG  (oj ecti on. 25 when.
Page 51 Page 53
1 MR SCHACK:  (bj ection. 1 BY MR LEYDON
2 THE WTNESS:  Not necessarily. 2 Q Are there any periodicals that you
3 BY MR LEYDON 3 regularly subscribe to in terns of your business or
4 Q@ Wyisthat? 4 professional practice?
5 A I'mnot sure | understand what you're 5 A Yes.
6 saying the manufacturer woul d have said to ne. 6 Q@  And what are those?
7 Q That this very risk we're discussing, 7 A | look at what are called the "Geen
8 which is the reason you would not use this type of 8 Journal" and the "Gay Journal,"” which are
9 procedure on Ms. Farrell, was a known and 9 obstetrics and gynecol ogy, and the "Journal of
10 significant risk, if the manufacturer had advi sed 10  (bstetrics and Gnecology.” | also look at -- the
11 you of that prior to that, so, rather than first 11 name has changed a coupl e of times, but it's the
12 experiencing with M. Farrell, you had outside 12 "Journal of the Uogynecol ogic Association," and
13 information that this could happen, wouldn't that 13 that specific title of the journal has changed over
14 have changed your practice prior to that? 14 the years. | don't knowwhat it was called then.
15 MR SCHACK  (bj ecti on. 15 Q  "Anrerican Journal of Cobstetrics and
16 M5, MAMBOURG  (bjection as to form 16  Gynecol ogy," are you famliar with that?
17 THE WTNESS:  Yeah. | think you have to |17 A | think | mentioned that one, didn't I?
18 be careful, you know taking any one source 18 Q That was one of the ones that was
19 and -- and changing your practice, changing 19 nentioned. Ckay.
20 your |ife based upon any one piece of 20 And then are you famliar with the
21 informtion. Qearly, if | had gotten that 21 "International U ogynecol ogic Journal "?
22 type of information that was really 22 A That was the third one | was referring to.
23 specifically referring to what happened to 23 Qe (kay.
24 M. Farrell, | would have had to examine that |24 M LEYDON Mrk that.
25 careful ly. 25 (Plaintiff's Exhibit 7 marked
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1 was on the shelf. | wouldn't know that. !
2 MR LEYDON |'mjust about winding up, z
3 actually. | just want to check ny notes. And | ° ' BRIANJ. HINES, MD., have read the
4 |f we COUld take a five'mnute break . 4 foregoi ng pages, and find the answers to the questions
5 -I-I_E WT'\ESS SJre. 5 therein contained to be true and correct, with the exception
6 (F@Cess: 12 13 p m Until 12 40 6 of changes, if any, as may be noted on the Correction Page.
7 p.m) !
8 M LEYDON | have no further questions. | ®
9 MR SIMPSON  What timeisit? It's °
10 alnost time for |unch. 10 Dated BRIAN J. HINES. MD.
11 Can | chat with you for a second? t
12 '\R LEYIIN ere. 12 Subscri bed and sworn to before ne this____day
13 (Brief interruptionin the v 204
14 proceedi ngs.) 1
15 M SIMPSON  During the break | talked to | *°
16 Attorney Leydon. And, given the fact that he |*°
17 iswllingto-- heis done with his v
18 questioning, and there is a pending notion for |*°
19 sunmary judgnent with Dr. Hnes, at this point, |*° Kot ary PublITC
20 for Johnson & Johnson and Ethicon, we're going |*°
21 to suspend the deposition, and have the 2 W Commssion Bxpires:
22 opportunity, if needed, to call Dr. Hnes at a |*
23 later date, but that we're not going to-- so |*
24 vwe're going to |eave the deposition open for a |
25 period of tine. %
Page 79 Page 81
1 | think Attorney Glano wanted to say 1 STATE OF comectiour )
2 sonething on the record. 2 Ny rammEp ) o e
3 IVB G LA'\D R ght |tl S ny Under St andi ng 3 |, Deborah R Ponponio, a Registered Merit Reporter
4 that the pl ai ntlffS have Coerl eted their 4 and Notary Public within and for the State of Connecticut,
5 queSti Oni ng Of D H nes. CorreCt? 5 do hereby certify that the within deposition of BRIAN J.
6 M:\). LEleN That iS Co”ect. 6 H NES, M D. was held before ne on the 25th day of March,
7 M5. OLANO  Ckay. And you're prepared to T
8 gOforV\ard nOWOﬂthe m)tion for Summry 8 | further certify that the witness was first sworn by
9 judgn.ent:) 9 me to tell the truth, the whole truth and nothing but the
10 M:\). LEYm\t Yes. 10 truth, and was exanm ned by counsel, and his testinony was
11 '\B CI LA'\D O(ay A|| ri ght Thatn S 11 recorded stenographically by nme, it was reduced to
12 fl ne. 12 typewiting under ny supervision, and | hereby subnit that
13 '\B '\/AI IVBClRG D)eS anybody el se V\ﬂnt tO 13 the within contents of said deposition are true and accurate
14 nake a St at enent? 14 to the best of nmy ability.
15 '\R SG_ACK | V\DUld jUSt jOin in Counsel 15 | further certify that | amnot a relative of nor an
16 for Ethl con Wth their Statenent for the 16 attorney for any of the parties connected with the aforesaid
17 SUSpenSi on 0.|: the depOSiti on. 17 exam nation, nor otherwise interested in the testinony of
18 M5. CLANQ Ckay. W're all the set. 18 the witness.
19 (Tl ne nOt ed: 12 51 p m) 19 Dat ed at Danbury, Connecticut, the 27th day of March,
20 % % % 20 2014.
21 21
22 2 Deborah R Ponponi o, RWR
23 2 CT Li Cgkr?tszrl}:b?uglgl ¢
24
24 25 (My Commi ssion expires January 31, 2015.)
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D.N. UWY-CV14-6025333-S : SUPERIOR COURT/CLD

ROBIN SHERWOOD, ET AL : J.D. OF WATERBURY
V. AT WATERBURY
STAMFORD HOSPITAL : OCTOBER 31, 2016

AFFIDAVIT OF ROBIN SHERWOOD

Personally appeared, Robin Sherwood, who made oath to the

following:

1.

2.

I am over the age of 18 and understand the obligations of an oath;

The matters attested to herein are of my own personal knowledge and
belief;

In April of 2006 Dr. Hines convinced me to undergo a surgical
procedure to implant various mesh products into me;

Dr. Hines was the Director of Urogynecology at Stamford Hospital, a
teaching hospital, and he recommended the implant surgery be
performed there;

I relied upon the integrity of Stamford Hospital, and Dr. Hines
affiliation with them, in proceeding to go forward with the surgery.

Dr. Hines never told me about the experimental nature of the Prolift;

Despite his knowledge about complications related to the Prolift
mesh at no time did Dr. Hines suggest that my problems were related
to a defect in the mesh itself.

I did not know at the time I agreed to have the surgery at Stamford
Hospital that doctors affiliated with Stamford Hospital were
conducting studies on the Prolift as well as seeking compensation to



10.

11.

12.

13.

14.

15.

16.

17.

18.

promote it.

I did not know at the time I agreed to have the Prolift implant that
Stamford Hospital had approved its purchase from J&J/Ethicon and
its resale to me without proper clearance from the FDA and
supporting long term studies regarding the long term complications
associated with it.

Had I known about the experimental nature of the Prolift I would not
have had it implanted in me.

If I had been properly informed regarding these matters I would not
have gone through with the mesh implants.

At the time I filed my lawsuit against Johnson & Johnson in the
MDL in April of 2013 I did not know that Stamford Hospital’s
conduct caused my injuries.

At the time I filed my lawsuit against Johnson & Johnson in the
MDL in April of 2013 I did not know that Stamford Hospital’s
conduct had caused injuries and that I had suffered actionable harm.

I did not know until some point after my surgery in June of 2014
that Stamford Hospital’s conduct caused my injuries.

At no point during or after my treatment with Dr. Hines and
Stamford Hospital did either, or anyone on their behalf, provide me
with information relating to issues with this product.

At no point did Stamford Hospital inform me that there were no long
term studies about the safety and efficacy of the Prolift when it was
approved for use at Stamford Hospital.

At no point did Stamford Hospital inform me that it had conducted a
study on vaginal paravaginal pelvic organ prolapse repairs using
polypropylene mesh and concluded that the mesh caused
dyspareunia in 27% of the women.

At no point did Stamford Hospital inform me that it conducted a
study in 2008 and concluded that there was a lack of risk benefit



19.

20.

21.

22.

23.

information regarding the Prolift such that proper informed consent
could not be obtained.

At no point did Stamford Hospital inform me that it had received a
Public Health Notification in 2008 that warned of numerous
complications associated with transvaginal placement of mesh like
the Prolift.

At no point did Stamford Hospital inform me that Dr. Hines
concluded in 2009 that the Prolift product was unsafe.

At no point did Stamford Hospital inform me that the FDA warned
in 2011 that complications from the pelvic organ prolapse products
like the Prolift implanted into me produced serious complications
that were not rare and that mesh used in transvaginal POP repair
introduced risks not present in traditional non-mesh surgery for POP
repair.

At no point did Stamford Hospital inform me that in 2012 J&J pulled
the dangerous Prolift products from the market.

Although I was having issues after the implant surgery I did not
know that the issues were caused by 1) a defect in the product; 2) by
Stamford Hospital’s conduct; or 3) that they constituted actionable
harm by Stamford Hospital.

Robifi Sherwood

Subscribed and sworn to before me

This 31" day 16
f

Notary Public / Gomunissionci-ofihe-Superor-Coitm

My Commission Expires:

2= My Commission Expires November 30, 2017

JULIO |. CARDENAS
Notary Public, State of Connecticut
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Food Frequency Questionnaire focuses on folate-rich foods
consumed by urban, reproductive-aged Latina women. It
correlates well with the “gold standard” Willett Food Fre-
quency Questionnaire; however, the short Food Frequency
Questionnaire seems to be more sensitive. A short Food
Frequency Questionnaire focusing on folate-rich foods is
easier for patients to complete and may provide a better
estimate of their folate intake.

An Evaluation of Lamotrigine
on Mood in Women With
Epilepsy and Comorbid
Depressive Symptoms

James M. Miller, pharmD
GlaxoSmithKline, Research Triangle Park, NC

Anne E. Hammer, BS, Robert P. Kustra, PharmD, and
Jouko 1. Isojarvi, mp

OBJECTIVE: This analysis evaluated the effects of the anti-
epileptic drug lamotrigine on mood in a subset of women
with epilepsy and comorbid depressive symptoms from a
larger study.

METHODS: In this multicenter open-label study, lam-
otrigine was added onto a stable antiepileptic drug regimen
in the adjunctive phase and became a single agent in the
monotherapy phase. Patients were eligible if they had
epilepsy, exhibited at least minimal depressive symptoms
(Center for Epidemiological Studies Depression Scale 12 or
greater) but excluded if they had major depression deter-
mined by a Mini International Neuropsychiatric Interview.
Patients were evaluated using the Beck Depression Inven-
tory-1I, Center for Epidemiological Studies Depression
Scale, and Profile of Mood States at baseline, end of
adjunctive phase (week 19) and end of monotherapy phase
(week 36).

RESULTS: A total of 102 women (mean age 38.6 years)
were evaluated of a total population of 159. Sixty-six
patients completed the adjunctive phase, and 46 completed
the monotherapy phase. Mild or moderate depression was
present at baseline, which improved to mild or minimal
after lamotrigine therapy. Mean baseline, end of adjunctive,
and monotherapy scores for the Beck Depression Invento-
ry-II were: 18.3, 12.5, and 8.1, respectively; for the Center
for Epidemiological Studies Depression Scale, 25.7, 16.3,
and 12.3, respectively; and for total Profile of Mood States
were 57.7, 39.1, and 24.1, respectively. All change scores
from baseline were highly significant at P < .001. The most
common adverse events were headache, dizziness, nausea,
insomnia, and back pain. These results were consistent with
those of the entire study population.

CONCLUSION: The addition of lamotrigine to antiepilep-
tic drug therapy demonstrated antidepressant activity in this
subgroup of women with epilepsy.

VOL. 107, NO. 4 (SUPPLEMENT), APRIL 2006

UROGYNECOLOGY

“Wound Infections in Patients

With Interstim Sacral Nerve
Stimulators

Ron Dinsmore Jr, mp
Stamford Hospital, Stamford, CT

Blair Washington, mp, and Brian Hines, Mp

OBJECTIVE: To identify risk factors for the development of
wound infections in patients with an Interstim sacral nerve
stimulator and to describe the management of these infec-
tions.

METHODS: The charts of 53 patients who underwent
Interstim implantation were reviewed. Regression analysis
was performed and odds ratios were calculated to identify
variables that were associated with the development of
wound infection.

RESULTS: Wound infections developed in 9.4% (5/53) of
patients. The interval between implantation and the devel-
opment of symptoms was 2-44 weeks, with a median of 6
weeks. All patients were initially managed conservatively
with antibiotics for 3-5 weeks, and then all patients had the
implant removed. Wound cultures were obtained. All 5
patients underwent reimplantation of the implant on the
contralateral side. Body mass index more than 35 was
significantly associated with the development of a wound
infection, odds ratio 2.7, 95% confidence interval 1.1-4.3.

CONCLUSION: Patients with a body mass index more
than 35 are at increased risk for wound infection after
Interstim implantation. Wound infections may present re-
mote from the initial surgery. Most infections require
removal of the neurostimulator.

Vaginal Paravaginal Repair With
a Polypropylene Mesh Graft

Blair B. Washington, mp
Stamford Hospital, Stamford, CT

Ronald S. Dinsmore Jr, Mp, and Brian Hines, MD

OBJECTIVE: The objective of this study was to describe
outcomes of a technique of vaginal paravaginal repair using
a polypropylene mesh graft in patients with recurrent stage
III/IV anterior vaginal wall prolapse.

METHODS: This was an observational study. Twenty-four
women underwent a vaginal paravaginal repair using a
polypropylene graft. The same surgeon performed all of the
repairs. Pelvic organ prolapse was staged according to the
pelvic organ prolapse quantification system. Outcomes
measured included recurrence of prolapse, changes in
functional status, and surgical complications. Risk factors
for recurrent anterior wall prolapse were evaluated.

RESULTS: The mean age was 71.2 years, and all patients
had previously undergone a standard anterior colporrhaphy
and now had either stage III or IV prolapse. Patients were
evaluated at 6-month intervals, and the median length of
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follow-up was 18 months. Postoperatively, 4 women had
asymptomatic stage II anterior wall prolapse, for a failure
rate of 18%. No risk factors for recurrent anterior wall
prolapse were identified. Pelvic pressure resolved in 20 of
23, urinary frequency resolved in 17 of 23, and urgency
resolved in 18 of 23 (P < .05, 2-tailed Fisher exact test).
Eleven women were sexually active preoperatively, and 3
reported postoperative dyspareunia. Complications in-
cluded 2 erosions of the mesh into the vagina.

CONCLUSION: Vaginal paravaginal repair with a
polypropylene mesh graft is associated with very good
anatomic cure rate, significant improvements in functional
status, and a low rate of complications.

Predicting Voiding Dysfunction
After Incontinence Surgery

Terry S. Dunn, up
Denver Health Medical Center, Denver, CO

Leslie C. Hurt, Mp, and B. J. Hessler

OBJECTIVE: To determine whether age, body mass index
{BMI) or ethnicity affected length of catheterization after
incontinence surgery or affected postoperative complica-
tions.

METHODS: This was a retrospective study of 134 women
who underwent incontinence procedures between January
2003 and April 2005. All patients who underwent inconti-
nence surgery and had complete medical records available
for review were included. Type of surgery, age, ethnicity,
BMI, days of postoperative catheterization, and complica-
tions were analyzed. Statistical analysis was performed with
a variance type of modeling performed in a stepwise
fashion. A subanalysis was also performed using logistic
regression on patients who had postoperative complica-
tions.

RESULTS:. A total of 134 patients were reviewed. There was
no assocjation between age (P = .271), ethnicity (P = 9.70),
or BMI and length of catheterization. There was a slight
association between surgery types and days of catheteriza-
tion (P = .05); however, this became nonsignificant when
controlling for age. The postoperative complications in-
cluded 7% with a urinary tract infection, 13% with urinary
retention, .8% wound separation, 3% cuff abscess, and 2%
with takedown of the incontinence procedure. Logistic
regression revealed no correlation between age, ethnicity,
or BMI and complications. There was an association be-
tween complications and more extensive surgery.
CONCLUSION: There was no correlation between age,
BMLI, or ethnicity and length of catheterization and compli-
cations. There was an association between type of surgery
(additional procedures) and complications.
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Urethral Diverticulum,
Vesicovaginal, and Rectovagina
Fistula Repairs Using a
Xenograft

Neena Agarwala, mse, MD
University of Nebraska Medical Center, Omaha, NE

Amber Cohn, mMp

BACKGROUND: Urogenital and rectovaginal fistulae are:
significant, although uncommon, complications of gyneco-
logic surgery, and fistula repair can be a challenging surgery
for even the most experienced gynecologist. An interpo
tion xenograft (acellular bovine collagen matrix), derived:
from bovine pericardium, has been used to accomplish
successful repairs.

CASE: The first patient developed a vesicovaginal fistula
after an abdominal hysterectomy, and a successful laparo-
scopic repair was accomplished using an interposition xeno-
graft. The second patient presented with a vesicovaginal
fistula after a transvaginal tape procedure, the third patient -
presented with a urethral diverticulum resulting in a ure-
throvaginal fistula, and both had a successful transvaginal
repair with an interposition xenograft. The fourth patient -
presented with a rectovaginal fistnla as well as vaginal vault -
prolapse and a long history of a pessary use, and the fifth
patient developed a rectovaginal fistula 17 years after a -
forceps delivery. After 2 previous unsuccessful repairs, a
successful transvaginal repair was accomplished in both -
using an interposition xenograft.
CONCLUSION: Using an interposition xenograft may be a
successful option in urogenital and rectovaginal fistula
repair.

A Randomized Comparison of
GYNECARE TVT and Boston

Scientific Lynx Suprapubis Mid-
Urethral Sling

Neena Agarwala, msc, MD
University of Nebraska Medical Center, Omaha, NE

Jennifer Griffin, Mp

OBJECTIVE: A randomized prospective comparison of 2
synthetic slings was undertaken to evaluate efficacy, com-
plication rates, and training of residents.

METHODS: Eighty-three women with stress urinary incon-
tinence were consecutively assigned to GYNECARE TVT
tension-free vaginal tape or Lynx Suprapubis Mid-Urethal
Sling between January 2004 and August 2005. Intraopera-
tive complications, ease of trocar placement, postoperative :
voiding difficulties, subjective and objective cure rates, and
postoperative interventions were assessed.

RESULTS: Both groups were similar in mean age, parity,
weight, preoperative post-void residual, cystometric capac-
ity, flow rate, and urethral closure pressures. Postmeno-
pausal status and previous surgery rate was also compara-
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FDA held regulatory meetings via telephone with the following device user facilities to address significant deviations from the Medical Device Reporting Regulation (21 CFR Part 803) for which we
determined the facility had not provided an adequate response.

Inspection .
User Facility P Form FDA 483 Observations™* Form FDA 483
Completed
Advocate Lutheran General 01/11/2016 1. The user facility did not submit FDA Form 3500A or electronic equivalent to FDA and the device manufacturer within ten link]
Hospital working days after becoming aware of information that reasonably suggests that a device has or may have caused or
Park Ridge, IL contributed to death of a patient of the facility.

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer with 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

3. An MDR adverse event report was submitted on a form other than FDA Form 3500A (MEDWATCH form) or an approved
electronic equivalent.

4. MDR event files do not contain or reference all adverse event information in the possession of the reporting entity,
including documentation of the deliberations and decision making process used to determine if an event was or was not
reportable.

5. The user facility report submitted on FDA Form 3500A did not include all information reasonably known.

6. The written MDR procedure does not include documentation and recordkeeping requirements for all Medical Device
Reports and information submitted to FDA and device manufacturers.

7. Written MDR procedures have not been developed.

1 Form FDA 483, Inspectional Observations lists observations made by the FDA representative(s) during the inspection of a facility. They are inspectional observations and do not represent a final Agency determination regarding
the facility’s compliance.

2 MedSun hospitals are asked to submit all mandatory and voluntary reports to FDA though the MedSun reporting system. FDA sends a copy of reports received through MedSun to the appropriate device manufacturer on behalf
of the hospital, which fulfills any applicable requirement for hospitals to submit medical device reports for those events to the manufacturers.



{8 Inspection 12
User Facility Form FDA 483 Observations Form FDA 483

Completed

Cedars-Sinai Medical Center 12/07/2015 1. Written MDR procedures have not been developed. link]

Los Angeles, CA
2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10

working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient in the facility.

Huntington Memorial Hospital 12/11/2015 1. The user facility did not submit FDA Form 3500A or electronic equivalent to FDA and the device manufacturer within ten link
Pasadena, CA working days after becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to the death of a patient of the facility

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

3. Written MDR procedures have not been implemented.

Indiana University Hospital 02/03/2016 1. The written MDR Procedure does not include an internal system which provides for the timely and effective link
Indianapolis, IN identification, communication and evaluation of events that may be subject to medical device reporting requirements.

2. MDR event files have not been established and maintained.

New York Presbyterian Hospital 12/10/2015 1. The user facility did not submit FDA Form 3500A or electronic equivalent to FDA within ten working days after becoming link
New York, NY aware of information that reasonably suggests that a device has or may have caused or contributed to the death of a
patient of the facility.

2. Written MDR procedures have not been developed, maintained, and implemented.
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Inspection

User Facility Form FDA 483 Observations™* Form FDA 483
Completed

Reading Hospital and Medical 12/16/2015 1. The user facility did not submit FDA Form 3500A or electronic equivalent to within ten working days after becoming link

Center aware of information that reasonably suggests that a device has or may have caused or contributed to the death of a

West Reading, PA patient of the facility.

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the within 10 working days of becoming
aware of information that reasonably suggests that a device has or may have caused or contributed to a serious injury
to a patient of the facility.

3. The written MDR procedure does not include an internal system which provides for a standardized review
process/procedure for determining when an event meets the criteria for reporting.

4. The written MDR procedure does not include documentation and recordkeeping requirements for all information
that was evaluated to determine if an event was reportable.

5. MDR event files have not been established and maintained.

Rochester General Hospital 12/09/2015 1. Written MDR procedures have not been implemented. link
Rochester, NY

University of Rochester Medical 01/29/2016 1. The written MDR procedure does not include documentation and recordkeeping requirements for systems that link]
Center ensure access to information that facilitates timely follow-up and inspection by FDA.
Rochester, NY
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For the following inspected device user facilities, FDA determined there were no significant deviations from the Medical Device Reporting Regulation (21 CFR Part 803) or that the response the facility

provided was adequate.

Inspection
User Facility P Form FDA 483 Observations™* Form FDA 483
Completed
Allegheny General Hospital 12/17/2015 1. The user facility did not submit FDA Form 3500A or electronic equivalent to FDA and the device manufacturer within ten [link]
Pittsburgh, PA working days after becoming aware of information that reasonably suggests that a device has or may have caused or

contributed to the death of a patient of the facility.

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

3. Written MDR procedures have not been implemented.

4. MDR event files do not contain or reference all adverse event information in the possession of the reporting entity,
including documentation of the deliberations and decision making process used to determine if an event was or was
not reportable.

5. The user facility report submitted on FDA form 3500A did not include all information reasonably known.

6. The written MDR procedure does not include an internal system which provides for timely transmission of complete
medical device reports to FDA and manufacturers.

3 Form FDA 483, Inspectional Observations lists observations made by the FDA representative(s) during the inspection of a facility. They are inspectional observations and do not represent a final Agency determination regarding
the facility’s compliance.

4 MedSun hospitals are asked to submit all mandatory and voluntary reports to FDA though the MedSun reporting system. FDA sends a copy of reports received through MedSun to the appropriate device manufacturer on behalf
of the hospital, which fulfills any applicable requirement for hospitals to submit medical device reports for those events to the manufacturers.
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Inspection

User Facility Form FDA 483 Observations™* Form FDA 483
Completed

Brigham and Women’s Hospital 12/10/2015 1. The user facility did not submit FDA Form 3500A or electronic equivalent to within ten working days after becoming link

Boston, MA aware of information that reasonably suggests that a device has or may have caused or contributed to the death of a

patient of the facility.

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

3. Written MDR procedures have not been developed and maintained and implemented.

4. MDR event files have not been established and maintained.

Carolinas Medical Center 12/11/2015 No 483 Issued N/A
Charlotte, NC

Dartmouth-Hitchcock Medical 12/17/2015 1. Written MDR procedures have not been developed and maintained and implemented. [link
Center

Laliaiai Ni 2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10

working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

3. MDR event files have not been established and maintained.

Froedtert Hospital 12/16/2015 No 483 Issued N/A
Milwaukee, WI
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: Inspection Sibg
User Facility Completed Form FDA 483 Observations Form FDA 483

General Hospital Corporation 12/18/2015 . Written MDR procedures have not been developed and maintained and implemented.
Boston, MA

2. The user facility did not submit FDA Form 3500A or electronic equivalent to FDA within ten working days after becoming
aware of information that reasonably suggests that a device has or may have caused or contributed to the death of a
patient of the facility.

3. The user facility did not submit FDA Form 3500A or electronic equivalent to the FDA, because the device manufacturer
was unknown, within 10 working days of becoming aware of information that reasonably suggests that a device has or
may have caused or contributed to a serious injury to a patient of the facility.

4. MDR event files do not contain or reference all adverse event information in the possession of the reporting entity,
including documentation of the deliberations and decision making process used to determine if an event was or was
not reportable.

UCLA Ronald Reagan Medical 12/18/2015 1. The user facility failed to provide all information concerning individual adverse event reports that is reasonably known [link
Center to them, including information found in documents in possession of the user facility.

Los Angeles, CA e . . . ) .
2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10

working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.

UMass Memorial Medical 12/11/2015 1. The written MDR Procedure does not include an internal system which provides for the timely and effective [link
Center identification and communication and evaluation of events that may be subject to medical device reporting
Worcester, MA requirements.

2. MDR event files have not been established and maintained.

3. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of the facility.
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Inspection
Form FDA 483

Completed

Form FDA 483 Observations™’

User Facility

04/15/2016 1. MBDR event files do not contain or reference all adverse event information in the possession of the reporting entity, [link

Virginia Mason Medical Center
including documentation of the deliberations and decision making process used to determine if an event was or was

Seattle, WA
not reportable.

2. The user facility did not submit FDA Form 3500A or electronic equivalent to the known device manufacturer within 10
working days of becoming aware of information that reasonably suggests that a device has or may have caused or

contributed to a serious injury to a patient of the facility.

3. An authorized FDA employee was not permitted to copy MDR required records during reasonable times.

4. Written MDR procedures have not been implemented.
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DANA LEMAY VS. JOHNSON & JOHNSON, ET AL
Silard, Kathleen on 10/27/2015

STATE OF CONNECTI CUT

JUDI Cl AL DI STRI CT OF WATERBURY AT WATERBURY

________________________________ X
DANA LEMAY, ET AL,
Plaintiffs
VS. : NO Uwy- Cv13-6022061-S
JOHNSON & JOHNSON, ET AL,
Def endant s
________________________________ X

DEPOSI TI1I ON

THE DEPCSI TI ON OF KATHLEEN SI LARD,
t aken on behalf of the Plaintiffs, before Deborah R
Ponponi o, RVR, RPR, Licensed Shorthand Reporter,
Li cense No. 79, and Notary Public within the State
of Connecticut, on the 27th day of October, 2015, at
10: 05 a.m, at the Stanford Hospital, MAWDB
Conf erence Room 30 Shel burne Road, Stanford,

Connecti cut.

GOLDFARB AND AJELLO, LLC
24 East Avenue #1372
New Canaan, Connecti cut 06840
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APPEARANCES STI PULATI ONS
FOR THE PLAI NTI FFS:
TOOHER, WOCL & LEYDON, LLC I T IS HEREBY STI PULATED AND AGREED by and between

80 Fourth Street
Stanford, Connecticut 06905 counsel for the parties that the proof of the official
BY: BRENDEN P. LEYDON, ESQUI RE
FOR THE DEFENDANTS, JOHNSON & JOHNSON, ETHI CON, | NC.,
ETH CON WOMVEN S HEALTH & UROLOGY, GYNECARE
A DIVISION OF ETH CON, |INC. :
SHI PMAN & GOCDW N, LLP
One Constitution Plaza
Hartford, Connecticut 06103-1919
BY: CHRI STOPHER DRURY, ESQUI RE
FOR THE DEFENDANTS, STAMFORD HEALTH SYSTEM | NC.
D/ Bl A STAMFORD HOSPI TAL; UROGYNECOLOGY & PELVI C

authority of the Notary Public before whomthis deposition

is taken is waived;

IT I'S FURTHER STI PULATED AND AGREED t hat the reading

and signing of the deposition is not waived;

IT I'S FURTHER STI PULATED AND AGREED t hat notice of the

SURGERY, LLC: time and place of the taking of the deposition is waived;
NEUBERT, PEPE & MONTEI TH, PC
195 Church Street, 13th Fl oor I T IS FURTHER STI PULATED AND AGREED t hat all
New Haven, Connecticut 06510
BY: SIMON |. ALLENTUCH, ESQU RE obj ections, except as to the formof the question, are
FOR THE DEFENDANT, AMERI CAN MEDI CAL SYSTEMS, | NC.:
DI SERIO, MARTIN, O CONNOR & CASTI GLIONI, LLP reserved until the time of trial.
One Atlantic Street
Stanford, Connecticut 06901 e
-not present-
Page 3 Page 5
APPEARANCES (Cont.d) 1 (Plaintiff's Exhibit 1 marked
2 for identification.)
3 THE COURT REPCRTER  Wsual stipul ati ons,
4 with read and sign?
5 MR ALLENTUCH  Yes.
6 M LEYDON That's fine.
7 KATHLEEN SI LARD
8 6 Intrieri Lane, Geenwch, Connecticut 06830,
9 called as a witness, after having been duly sworn, was
10 examned and testified as fol | ows:
1 D RECT EXAM NATI ON
12 BY MR LEYDON
FOR THE DEFENDANT, BRIAN J. HINES, MD: 13 Q@ Good morning, M. Slard. M nameis
14 Brenden Leydon. | represent the plaintiffs inthis
15 action.
16 Have you ever had your deposition
17 taken before?
18 A Yes.
SACHNER & O CONNOR, LLC 19 Q  Approxinmately how nany tines?
20 A Hilf a dozen.
21 Q Soyou're probably well aware of this,
THE CROSSROADS VEST 22 but, just so the record is clear, | amgoing to set
23 forth the ground rules. As you know ['Il be asking
24 questions that you wll then answer. Please et ne
765 Straits Tur npi ke 25 finish ny question before you answer, even if you

Building 2, Suite 2000
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1 you had information about these various topics on 1 topic here the Prolift? Because that's -- or
2 behalf of Stanford Hospital. Are you famliar 2 isit --
3 with-- let ne -- have you seen this deposition 3 MR LEYDON | nean, it's -- | think
4 Dpefore? 4 Prolift and Plus Mare going to be ny focus.
5 A Yes. 5 But certainly the Prolift is atopic that I'm
6 Q kay. And when was the first tine you saw | 6 asking about.
7 it? 7 MR ALLENTUCH Ckay. Al right.
8 A \WlI, counsel provided it to ne. [|'mnot 8 Do you understand what he's saying, that
9 sure of the date, but recently. 9 he's talking about two different -- two
10 Q WII, weoriginally -- your deposition was |10 different products, one in LeMay, which is the
11  noticed for early Septenber. So it probably woul d 11 Prolift Plus M--
12 have been sonetine prior to that for the designation |12 THE WTNESS: R ght.
13 of topics; correct? 13 MR ALLENTUCH -- versus the Farrell
14 A Could be, yeah. 14 case, which is the Prolift? Just so you know
15 Q  And what know edge do you have regarding 15 he's talking about different products.
16 the operating margin as generated by the sale and 16 THE WTNESS. Ckay. Vel |, that's why |
17 inplenentation of pelvic mesh products at Stanford 17 said generally --
18 Hospital ? 18 MR LEYDON Yeah, that's fine.
19 A | don't have know edge of specific 19 THE WTNESS:  -- how products get
20 operating nargins related to know edge a specific 20 approved. | wasn't speaking specifically about
21 procedure at the hospital. VWe're a $500 mllion 21 one product. | would not have that know edge.
22 corporation. So |l don't monitor the specific profit |22 MR LEYDON Understood. And | will get
23 margin fromthe specific procedure. 23 nore specific later. | was looking for a
24 Q kay. |Is there any particular know edge 24 general overview.
25 you have with regards to pelvic nesh and the 25 MR ALLENTUCH Ckay. Thank you.
Page 11 Page 13
1 operating margin? 1 MR LEYDON And it is understood the
2 A No. | do not knowthe operating nargin 2 questions may relate to the Farrell case. And
3 for a specific procedure such as the pelvic nmesh. 3 I'mnot |ooking to, you know duplicate
4 Q The next topic is surgical mesh products 4 efforts, which is why we're doing this.
5 and pel vic mesh products approval process from 2002 5 MR ALLENTUCH Sure.
6 tothe present. Do you have any know edge on that 6 BY MR LEYDON
7 topic? 7 Q And you said presently there are various
8 A Generally speaking, when a product -- | do | 8 conmttees that have specific product categories
9 not have specific know edge about this product. 9 they would likely be approved by; is that correct?
10 But, generally speaking, when a product woul d be 10 A Value anal ysis teans, yes.
11  brought into the hospital, a physician would nake a |11 Q kay. And do you know how | ong t hat
12 recommendation for the purchase of a product 12 process has been in place with the specific VAT
13 relative to a procedure, and that woul d be brought 13 teans?
14 to naterial s managenent, and then they would -- they |14 A It got reinvigorated sonetinme between 2009
15 woul d purchase the product for the physician to be 15 and 2010. And it sort of evol ved over that period
16 used in a procedure. 16  of time, where, you know, | think nowit's much nore
17 Q (kay. And are there committees that are 17 formal.
18 involved in that type of decision? 18 Q Ckay. And prior to 2009 there still was
19 A There are established coomttees now A |19 sonething called a "VAT conmttee” or sone committee
20 thetinme it was very ad hoc. 20 of that nature?
21 MR ALLENTUCH Brenden, let ne just ask 21 A Periodically there were neetings with
22 you, because we have two cases, different 22 regard to products and purchase of services. It's
23 products -- | knowthis is noticed in LeMy, 23 not just products, services.
24 but there's been some discussion and briefing 24 Q kay. The Prolift product which was
25 about Farrell. Are you asking her or is the 25 inplanted into Mary Beth Farrell, do you have any
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1 know edge as to how that product cane to be at 1 managenent has a coupl e hundred people working in
2 Sanford Hospital ? 2 it. Sothere could have been many peopl e invol ved
3 A | do not. 3 init.
4 Q Do you know who night have any know edge 4 Q Materials managenent are peopl e invol ved
5 as to howthat product came to be approved at 5 insort of stocking the shelves; correct?
6 Stanford Hospital ? 6 A They have various roles. It could be from
7 A | would not knowat the tinme who or howit | 7 negotiating a price, or it could be from devel opi ng
8 was approved. As | nentioned, generally speaking, 8 acontract and then purchasing it and then
9 the physician woul d speak with naterial s managenent 9 deliveringit.
10 or the operating roomstaff and |et them know that 10 Q So, inadditionto the people in naterials
11 they were interested in bringing a product in for a |11 nanagement, at the tine of the Plus Mthat was
12 particular patient or procedure, and it would be 12 inplanted in M. LeMiy, wasn't there clearly
13 procured through that process. 13 established at that point a process where the
14 Q And were there any forns during that tine |14 department head at |east and other people on a VAT
15 period for when an itemsuch as the Prolift were 15 committee approved those products?
16  approved by Stanford Hospital ? 16 MR ALLENTUCH (bjection to form
17 A There night have been. |'mnot sure. 17 It mght be helpful -- | nean, it's upto
18 They mght have -- the physician mght have 18 you -- to tell her when the Prolift Plus M
19 conpleted a formto request the product. 19 was -- was marketed, or when it cane into
20 Q  And do you know what has been done to try |20 exi stence. You're asking her about a specific
21 to attenpt to get any such forns or docunents 21 product that she says she doesn't know about.
22 regarding a Prolift? 22 So if you give her a tine period you' re going
23 MR ALLENTUCH (bjection to form 23 to get a real answer versus wthout a tine
24 THE WTNESS: | amnot understanding the 24 peri od.
25 question. Has there been anything done to get |25
Page 15 Page 17
1 a forn? 1 BY MR LEYDON
2 BY MR LEYDON 2 Q kay. Do you have any know edge yoursel f
3 Q  Yeah. Has there been any inquiry or 3 as to when the Prolift Plus Mcame to Stanford
4 process to attenpt to find what forns are out there 4  Hospital ?
5 that relate to howthe Prolift got approved at 5 A | was not personally involved in that.
6 Sanford Hospital ? 6 Fromreading sone docurents, | -- | have an idea
7 A | have not been involved in securing 7 when it was -- when Dr. Hnes requested the product.
8 forns. 8 Q And the docunents seemto suggest in 2009.
9 Q Do you have any know edge as to anyone 9 Does that refresh your recol | ection?
10 that mght have been or what process was invol ved? 10 A Yes. Around then, yes. | don't have a
11 A | amnot aware of that. 11 specific date.
12 Q The Prolift Pus Mthat was inplanted in 12 Q So, during that tineframe, isn't it
13 M. LeMay, do you know how that product came to be 13 correct that there was a nore established process, a
14 approved at Stanford Hospital ? 14 Dr. Bruck, who was the departnent head, had to sign
15 A |, again, was not famliar or amnot 15  off on those, and there was a conmttee that did so?
16 famliar with the specifics around that product. 16 A A that point intine we don't have
17 But, generally speaking, if a product is to be 17  evidence of continued VAT analysis. It was ad hoc
18 requested by a physician, it would go to the 18 still. It was just getting started up and
19 operating roomor to material s managerment and 19  reinvigorated.
20 request the product for a particular patient or for |20 Q There were forns at that time though, were
21 a procedure. 21 there not?
22 Q@  And were there other people involved in 22 A Cenerally speaking. | have not seen
23 that process, say the department head or other 23 the -- the process for that -- the conpletion of
24 people at Stanford Hospital ? 24 forns, but | woul d inagine there was.
25 A WlI, the operating roomand naterial s 25 Q But the specific formrelating to the
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1 the present tense. Did that policy exist going back | 1 STATE Gk CONNECTIQUT )
2 to, say, 2005 at |east? 2 ) SS DANBLRY
3 A Yes. CONTY CF FARFIELD )
$ @ Thankyou L and vtary Rl o i hin and Tor the Sate of Comect o,
2 $ gﬁ I,\bhave np further  questions. 5 do hereby certify that the within deposition of KATH.EEN
' ques.t| ons. 6 S LARD was held before ne on the 27th day of Qctober, 2015.
7 M DRRY. No questions. 7 | further certify that the wtness was first sworn by
8 MR ALLENTUCH  Thanks. 8 netotell the truth, the whole truth and nothing but the
9 (Time noted: 11:25 a.m) 9 truth, and was exanined by counsel, and his testinony was
10 ok ox 10 recorded stenographical ly by me, it wes reduced to
11 11 typewiting under ny supervision, and | hereby subnt that
12 12 the within contents of said deposition are true and accurate
13 13 to the best of ny ability.
14 14 | further certify that | amnot a relative of nor an
15 attorney for any of the parties connected with the aforesaid
15 16 examnation, nor otherwise interested in the testimony of
16 17 the witness.
17 18 Dated at Danbury, Connecticut, the 27th day of
18 19  Cctober, 2015.
19 20
20 21
21 Deborah R Ponponio, R\R
29 22 Notary Public
CT License No. 79
23 23
24 24 (M Commissi on expires January 31, 2020.)
25 25
Page 51 Page 53
1 1 | NDEX
2 2 WTNESS: DRECT (R®BS REDRECT RECRCSS
3 |, KATH.EEN SILARD, have read the foregoing 3 KATHLEEN S LARD
4 pages, and find the answers to the questions therein 4 by M. Leydon: 5 49
5 contained to be true and correct, with the exception of 5 by M. Alentuch: 45
6 changes, if any, as may be noted on the Correction Page. 6
; 7 BHBITS (for identification) PACE
9 8
9 PLANIFFSBEHBTS
10 Dated KATHLEEN S LARD 10 1 Re-Notice of Deposition, 10/23/15........... 5
1 1 2 Linkedin Profile................ooooiiiin, 7
12 Subscribed and sworn to before me this__ day |12 3 Email....ooooo 34
13 of , 2015 13 4 FOrm . 40
14 14 5 Lot 41
15 15 *x k%
16 16
17 17
13 18
Notary Public 19
20 20
21 M Commission Expires: 21
23 23
2 24
25 25
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CLuNICcAL MANAGEMENT GUIDELINES FOR
OBSTETRICIAN—GYNECOLOGISTS

NUMBER 79, FEBRUARY 2007

I Pelvic Organ Prolapse

This Practice Bulletin was
developed by the ACOG Com-
mittee on Practice Bulletins—
Gynecology with the assistance
of Scott W. Smilen, MD, and
Anne M. Weber, MD, MS. The
information is designed to aid
practitioners in making deci-
sions about appropriate obste-
tric and gynecologic care. These
guidelines should not be con-
strued as dictating an exclusive
course of treatment or proce-
dure. Variations in practice
may be warranted based on the
needs of the individual patient,
resources, and limitations
unique to the institution or type
of practice.
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With the advancing age of the U.S. population, obstetrician—gynecologists are
likely to encounter women with pelvic organ prolapse with greater frequency.
The lifetime risk (to age 80 years) for undergoing surgery for prolapse or uri-
nary incontinence has been estimated at 11% (1). Approximately 200,000 inpa-
tient procedures for prolapse are performed annually in the United States (2).
The most common indication for hysterectomy in women aged 55 years and
older in the United States is prolapse (3). The purpose of this document is to
review current treatment options.

Background

Pelvic organ prolapse occurs with descent of one or more pelvic structures: the
uterine cervix or vaginal apex, anterior vagina (usually with bladder, cystocele),
posterior vagina (usually with rectum, rectocele), or peritoneum of the cul-de-
sac (usually with small intestine, enterocele). However, a specific definition of
what constitutes clinically significant prolapse remains elusive. Although
almost half of parous women can be identified as having prolapse by physical
examination criteria, most are not clinically affected (4); the finding of prolapse
on physical examination is not well correlated with specific pelvic symptoms.
Possible risk factors for pelvic organ prolapse include genetic predisposi-
tion, parity (particularly vaginal birth [5]), menopause, advancing age, prior
pelvic surgery, connective tissue disorders, and factors associated with elevated
intraabdominal pressure (eg, obesity, chronic constipation with excessive
straining) (6, 7). Whether hysterectomy for conditions other than prolapse is a
risk factor for subsequent prolapse is still controversial. Until recently, advo-
cates of supracervical (or subtotal) hysterectomy claimed that preservation of
the cervix (and, more important, the upper vagina and its pelvic attachments
through the cardinal-uterosacral ligament complex) would prevent the devel-
opment of subsequent prolapse. However, evidence from randomized trials
comparing supracervical hysterectomy with total hysterectomy has shown no
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difference in vaginal support with short-term follow-up
after hysterectomy, regardless of cervical preservation or
removal (8, 9).

Evaluation

Each woman’s condition should be thoroughly evaluated
to ascertain the nature and severity of her symptoms
along with the extent of prolapse. Many patients with
prolapse are asymptomatic and seek only reassurance or
a better understanding of their condition. Women with
asymptomatic or mildly symptomatic prolapse can be
counseled that treatment is appropriate only when symp-
toms warrant it. It cannot be assumed that nonspecific
symptoms, such as pelvic pressure or back pain, will
be alleviated with prolapse treatment. The most specific
symptom of prolapse is when the woman can see or
feel a bulge of tissue that protrudes to or past the vaginal
opening. Because prolapse is a dynamic condition respon-
sive to the effects of gravity when women are in an erect
position, some women may experience little or no
bulging early in the day with progressively more protru-
sion as the day goes on, especially after long periods of
physical exertion, such as lifting or standing.

Patients with prolapse, perhaps particularly anterior
vaginal prolapse, may experience difficulty voiding or
incomplete bladder emptying; however, symptoms of uri-
nary urgency or frequency or urge incontinence are not
related to prolapse severity. Women with advanced pro-
lapse may recall symptoms of stress incontinence in the
past that gradually improved and even resolved as the
prolapse became worse. Some women with severe pro-
lapse discover they can void more completely when the
prolapse is reduced. Similarly, some women with poste-
rior vaginal prolapse use manual pressure applied to the
perineum or posterior vagina to assist defecation.
Because many women will not volunteer such informa-
tion, it is critically important that clinicians ask specific
questions to assess voiding and defecating.

The maximum degree of descent may be observed
on physical examination with the patient supine in heel
stirrups, performing a Valsalva maneuver. If the patient
suggests that her prolapse is not being seen at its worst
extent, she can be asked to strain while in the standing
position. Efficiency of bladder emptying should be eval-
uated by measuring the patient’s voided volume when
she has a comfortably full bladder, followed by assess-
ment of postvoid residual urine volume by catheteriza-
tion or bladder ultrasonography. Valsalva and cough
stress testing can be performed with the prolapse reduced
to determine if a subjectively stress-continent patient has
occult (or potential) stress incontinence; however, cur-
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rently, there is no consensus on how to best reduce pro-
lapse for stress testing nor on how to use information
from stress testing with and without prolapse reduction in
making recommendations for care.

Several systems have been developed to classify
pelvic organ prolapse. The Baden—Walker system (or
some modification) is in widespread clinical use (see box,
“Baden—-Walker System for the Evaluation of Pelvic
Organ Prolapse on Physical Examination”); the Pelvic
Organ Prolapse Quantification (POP-Q) system (10) was
introduced for use in clinical practice and research. Some
have argued that the nine points of the POP-Q system may
be more detailed than necessary for clinical practice, and
the full POP-Q system may be better suited for clinical
research purposes. The Baden—Walker system is probably
adequate for clinical practice as long as descent or protru-
sion affecting all pelvic compartments (anterior, apical,
and posterior) is assessed. It often is useful to include an
estimation or measurement of the extent of protrusion rel-
ative to the hymen, as in the POP-Q system, to better
assess change over time (see box, “Stages of Pelvic Organ
Prolapse™).

Clinical Considerations and
Recommendations

P Are effective nonsurgical treatments available
for women with pelvic organ prolapse?

The option of nonsurgical management should be dis-
cussed with all women with prolapse. Although pessary
use is the only specific nonsurgical treatment, pelvic
floor muscle rehabilitation and symptom-directed ther-
apy may be offered, despite the lack of data supporting
their use to prevent prolapse progression (11, 12).

Baden-Walker System for the Evaluation
of Pelvic Organ Prolapse on Physical
Examination

Grade posterior urethral descent, lowest part other
sites

Grade 0: Normal position for each respective site
Grade 1: Descent halfway to the hymen

Grade 2: Descent to the hymen

Grade 3: Descent halfway past the hymen

Grade 4: Maximum possible descent for each site
Baden WF, Walker T. Fundamentals, symptoms and classification. In:

Baden WF, Walker T, editors. Surgical repair of vaginal defects.
Philadelphia (PA): J.B. Lippincott; 1992. p. 14.
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Symptom-directed therapy with observation of prolapse
(watchful waiting) can be recommended for women with
low-stage prolapse (ie, stage 1 and stage II, especially
when descent is still above the hymen) and nonspecific
symptoms. The POP-Q stages of pelvic organ prolapse
are shown in the box. Women with prolapse who are
asymptomatic or mildly symptomatic can be observed at
regular intervals, which can be conveniently combined
with annual well-woman care unless new bothersome
symptoms develop between visits. Although estrogen
receptors are plentiful throughout the pelvis, their role in
pelvic support is not fully understood, and there is no
evidence currently to support the pharmacologic use of
estrogen to prevent or treat prolapse.

Stages of Pelvic Organ Prolapse

Stages are based on the maximal extent of prolapse
relative to the hymen, in one or more compartments.

Stage 0: No prolapse; anterior and posterior points are
all -3 cm, and C (cervix) or D (posterior fornix) is
between -TVL (total vaginal length) and -(TVL - 2) cm.

Stage I: The criteria for stage O are not met, and the
most distal prolapse is more than 1 cm above the
level of the hymen (less than -1 cm).

Stage II: The most distal prolapse is between 1 cm
above and 1 cm below the hymen (at least one point
is-1,0, or +1).

Stage IIl: The most distal prolapse is more than 1 cm
below the hymen but no further than 2 cm less than TVL.

Stage IV: Represents complete procidentia or vault
eversion; the most distal prolapse protrudes to at least
(TVL - 2) cm.

Pelvic Organ Prolapse Quantification System

Six vaginal sites used in staging prolapse:

Points Aa and Ba anteriorly

Points Ap and Bp posteriorly

Point C for the cervix or vaginal apex

Point D for the posterior fornix (not measured after
hysterectomy)

Three additional measurements:
GH - genital hiatus

PB - perineal body

TVL - total vaginal length

Bump RC, Mattiasson A, Bo K, Brubaker LP, DeLancey JO, Klarskov
P, et al. The standardization of terminology of female pelvic organ
prolapse and pelvic floor dysfunction. Am J Obstet Gynecol
1996;175:10-7.
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Pessaries

Traditional indications for pessary treatment include preg-
nancy and specific medical contraindications to surgery in
elderly and debilitated patients; however, pessaries also
can be used in all circumstances when women prefer a
nonsurgical alternative. Pessaries can be fitted in most
women with prolapse, regardless of prolapse stage or site
of predominant prolapse, and are used by 75% of uro-
gynecologists as first-line therapy for prolapse (13).
Pessary devices are available in various shapes and sizes,
and can be categorized as supportive (such as a ring pes-
sary) or space-occupying (such as a donut pessary).
Pessaries commonly used for prolapse include ring pes-
saries (with and without support) and Gellhorn, donut, and
cube pessaries.

In most patients (range, 50-73%), an appropriately
sized pessary can be fitted successfully in one or two
office visits; however, a lower percentage (range,
41-67%) maintain pessary use after fitting (14-19).
Although some clinicians use pessaries less frequently
for advanced prolapse, recent studies have not found an
association between prolapse stage and the outcome of a
pessary trial (16, 19). Other factors related to successful
pessary fitting or continued pessary use are not consis-
tent across studies (Tables 1 and 2). However, the type of
pessary that can be fitted is probably related to the sever-
ity of prolapse. In one study protocol, ring pessaries
were inserted first, followed by Gellhorn pessaries if the
rings did not stay in place. Ring pessaries were used
more successfully with stage II (100%) and stage III
(71%) prolapse, and stage IV prolapse more frequently
required Gellhorn pessaries (64%) (16). For women who
can be fitted and whose pelvic organ support can be
maintained with a pessary, treatment has a high likeli-
hood of benefit. In one study, 2 months after successful
fitting, 92% of patients were satisfied with pessary man-
agement, nearly all prolapse symptoms had resolved,
and 50% of urinary problems were reduced (17). Neither
stage of prolapse (19) nor sexual activity (18) con-
traindicates pessary use. Clinicians should discuss the
option of pessary use with all women who have prolapse
that warrants treatment based on symptoms. In particu-
lar, pessary use should be considered before surgical
intervention in women with symptomatic prolapse.

Symptom-Directed Therapy

Therapy may include weight loss and exercise, in addi-
tion to therapy targeted at specific symptoms. Although
weight loss and exercises (either aerobic exercise or
pelvic floor muscle exercises) have not been proved ben-
eficial specifically for prolapse treatment or prevention,
such recommendations are appropriate as general health
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Table 1. Factors Affecting Pessary Fitting for Pelvic Organ Prolapse

Author
Percent of Study Population

With Successful Pessary Fit Pessary Fitting

Factors Associated With Successful

Factors Not Associated With
Successful Pessary Fitting

Clemons et al, 2004*:
73 of 100 women (73%)
finger-breadths)

Mutone et al, 2005%: 288 of
407 women (71%)

(not stated)

Longer vaginal length (more than 7 cm) Age
Narrower vaginal introitus (less than four Parity

Estrogen use

Sexually active

Previous hysterectomy

Previous prolapse surgery

Pelvic organ prolapse stage
Predominant prolapse compartment
Genital hiatus size

(not stated)

*Clemons L, Aguilar VC, Tillinghast TA, Jackson ND, Myers DL. Risk factors associated with an unsuccessful pessary fitting trial in women

with pelvic organ prolapse. Am | Obstet Gynecol 2004;190:345-50.

TMutone MF, Terry C, Hale D, Benson |T. Factors which influence the short-term success of pessary management of pelvic organ prolapse.

Am | Obstet Gynecol 2005:193:89-94.

Table 2. Factors Affecting Continued Pessary Use for Pelvic Organ Prolapse

Author
Percent of Study Population

Factors Associated With Continued

Factors Not Associated With

With Continued Pessary Use Pessary Use Continued Pessary Use
Brincat et al, 2004*: Sexually active (vs not sexually active) Age
82 of 136 women (60%) Pessary use for prolapse (vs for stress Parity

incontinence) Menopausal status

Mutone et al, 2005
168 of 407 women (41%)

No previous hysterectomy
No previous surgery for prolapse
Normal weight (vs obesity)

Surgical history

Age

Levator ani strength

Pelvic organ prolapse stage
Predominant prolapse compartment
Genital hiatus size

Perineal body length

Total vaginal length

*Brincat C, Kenton K, Fitzgerald MP, Brubaker L. Sexual activity predicts continued pessary use. Am ] Obstet Gynecol 2004;191:198-200.

TMutone MF, Terry C, Hale D, Benson |T. Factors which influence the short-term success of pessary management of pelvic organ prolapse.

Am | Obstet Gynecol 2005:193:89-94.

guidelines. In addition, symptoms related to altered void-
ing or defecatory habits should be addressed. For example,
patients with defecatory problems, such as incomplete
emptying and straining, often benefit from behavior
training (such as establishing a scheduled time to facili-
tate regular bowel habits), dietary modification (such as
increased dietary fiber or fiber supplements as needed),
and splinting or laxative or enema use to permit evacua-
tion without straining. Women with urinary incontinence
as their primary symptom can be treated with behavior
modification (timed voiding), fluid intake alterations,
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pelvic muscle training and exercise (see the following
section), and medication as first steps.

Pelvic Floor Muscle Rehabilitation

Pelvic muscle training (Kegel exercises) is a simple, non-
invasive intervention that may improve pelvic function.
Whether Kegel exercises can resolve prolapse has not
been studied since Kegel’s original articles (20).
Nevertheless, the benefit of pelvic floor muscle training
has been clearly demonstrated for women with urinary or
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fecal symptoms, especially incontinence. It is commonly
recommended as adjunct therapy for women with pro-
lapse and associated symptoms, often with symptom-
directed therapy.

P What are effective surgical treatments for
uterine or vaginal vault prolapse?

Hysterectomy is often the traditional surgical approach
for women with uterine or uterovaginal prolapse.
However, because the uterus plays only a passive role
in prolapse, hysterectomy alone or hysterectomy with
anterior or posterior colporrhaphy does not address the
underlying problem of deficient apical support. When
hysterectomy is performed for uterine prolapse, attention
must be directed toward restoration of apical support
once the uterus is removed. Surgical options for patients
with apical prolapse (when hysterectomy has been per-
formed remotely or as part of the current procedure)
include abdominal sacral colpopexy and transvaginal
suspension procedures using pelvic structures for fixa-
tion, such as the sacrospinous ligament(s), uterosacral
ligaments, and iliococcygeus fascia or muscle.

Multiple case series on vaginal and abdominal
approaches to apical prolapse have been summarized in
extensive reviews (21, 22). These predominantly retro-
spective studies demonstrate a wide range of effectiveness
for surgical treatment of prolapse at the vaginal apex, with
failure rates ranging from 0% to 20% for each type of pro-
cedure (sacrospinous ligament fixation, uterosacral liga-
ment suspension, endopelvic fascial suspension by
vaginal approach, or abdominal sacral colpopexy by open
or laparoscopic approach). Whether abdominal sacral
colpopexy offers advantages in outcomes over vaginal
approaches to prolapse repair is controversial.

A 2005 Cochrane review (6) of surgical manage-
ment of prolapse concluded that, based on a synthesis of
three randomized trials (23-25), compared with vaginal
sacrospinous ligament fixation, abdominal sacral col-
popexy has less apical failure and less postoperative dys-
pareunia and stress incontinence, but is also associated
with more complications. The reported recurrence for
vault prolapse was 3 in 84 abdominal sacral colpopexies
versus 13 in 85 vaginal surgeries (relative risk [RR], 0.23;
95% confidence interval [CI], 0.07-0.77). However, oper-
ating time and patient recovery was longer with abdomi-
nal sacral colpopexy compared with vaginal sacrospinous
ligament fixation. Short-term and long-term complica-
tions, particularly related to intraabdominal adhesions
and small-bowel obstruction, may be more frequent after
abdominal sacral colpopexy compared with vaginal pro-
lapse repair. Therefore, clinicians should carefully consid-
er each patient’s risk for complications and potential for
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recurrent prolapse, along with the patient’s preferences,
when making recommendations for abdominal sacral
colpopexy or vaginal sacrospinous ligament fixation.

Whether results are superior with uterosacral versus
sacrospinous ligament suspension is unknown; the two
procedures have never been compared in a controlled or
randomized trial. From case series of sacrospinous and
uterosacral ligament vaginal suspensions, risks common
to surgery in general are similar probably because the
two procedures share the vaginal approach. However,
some risks are specific to each procedure. Ureteral injury
rates as high as 11% have been reported with uterosacral
ligament suspension (26). Cystoscopy should be per-
formed intraoperatively to assess for bladder or ureteral
damage after all prolapse or incontinence procedures
during which the bladder or ureters may be at risk of
injury. If promptly identified and treated, such injury usu-
ally requires only suture release and replacement to avoid
serious morbidity. However, ureteral injury occasionally
requires reimplantation, particularly if recognition of the
injury is delayed. Hemorrhage from pudendal vessels
injured in sacrospinous ligament suspension is rare but
can be life-threatening and is technically challenging to
address. Buttock pain after sacrospinous suspension
occurs infrequently and usually is self-limited but may
require reoperation for suture removal to resolve persist-
ent pain.

Outcomes of laparoscopic sacral colpopexy have
been reported in case series (27-29) and one comparative
cohort study (30). Recurrent apical prolapse occurred in
only 4-7%, but anterior or posterior vaginal prolapse
recurred in up to 32%. Without randomized trials, it is not
possible to draw conclusions of similar efficacy com-
pared with abdominal sacral colpopexy, but it does seem
that for surgeons with advanced laparoscopic skills,
sacral colpopexy can be accomplished, thereby avoiding
laparotomy. However, even in the hands of experienced
laparoscopists, a protracted learning curve is described
for laparoscopic sacral colpopexy (28), and average oper-
ative times are almost an hour longer than for open sacral
colpopexy (30), although postoperative recovery may be
shorter.

Reviews of several case series of uterosacral liga-
ment suspension describe recurrent prolapse in 4-18% of
patients after relatively short follow-up (up to 4 years),
although conclusions are limited by the inherent weak-
nesses of uncontrolled studies (26, 31-35). In one study
of 168 women, 11 (6.5%) had recurrent prolapse at fol-
low-up from 6 months to 3 years (34). In 72 of those
women monitored for a mean of 5.1 years (range, 3.5-7.5
years), 11 (15.3%) experienced symptomatic recurrent
prolapse of stage II or greater, although only two women
(3%) had apical prolapse (36). Alternative sites for apical
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support, such as sacrospinous ligament(s) or iliococ-
cygeus fascia, can be used when the uterosacral liga-
ments are not easily accessible or are attenuated and
unable to provide adequate support. Use of the iliococ-
cygeus fascia during vaginal surgery has been reported in
case series (37, 38).

» What management options are recommended
for women who are poor surgical candidates
and who present with complete eversion of
the vagina, with or without a uterus?

In some cases, including women who are at such high
risk of surgical or anesthetic complications that surgery
is contraindicated, nonsurgical treatment will be first-line
therapy. Expectant management, nonsurgical therapy, and
surgery have not been directly compared for any patient
population, including older or medically compromised
women with advanced prolapse. In general, perioperative
risk is increased in patients with concomitant medical
problems. However, if surgery becomes necessary, limit-
ed data support its relative safety; morbidity occurs fre-
quently but mortality is rare.

In 267 women aged 75 years or older, after primarily
vaginal urogynecologic surgery, 26% had perioperative
complications, most commonly blood loss, pulmonary
edema, and congestive heart failure (39). In a study
reviewing an administrative database of inpatient urogy-
necologic procedures in 264,340 women (40), mortality
was increased in a nonlinear pattern with each decade of
life: 1 in 10,000 for women younger than 60 years; 5 in
10,000 for women aged 60-69 years; 9 in 10,000 for
those aged 70-79 years; and 28 per 10,000 for women
aged 80 years and older. Complications were more fre-
quent in women aged 80 years and older and in women
who had reconstructive rather than obliterative surgery.

Colpocleisis (or colpectomy) can be offered to
women who are at high risk for complications with
reconstructive procedures and who do not desire vaginal
intercourse. In a recent review, colpocleisis was reported
as successful for prolapse repair in close to 100% of
patients in modern retrospective series (41). However, the
rate of reoperation for stress incontinence or recurrent
prolapse after colpocleisis is unknown. Although compli-
cations are relatively common in this group of predomi-
nantly older patients, serious morbidity or mortality is
uncommon. Concomitant hysterectomy is associated
with increased blood loss, blood transfusion, and length
of hospital stay, without known benefit. Few studies sys-
tematically assess pelvic symptoms, either before or after
surgery. The Manchester procedure (amputation of the
cervix combined with anterior and posterior colporrha-
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phy) has been considered another option for older, frail
women with prolapse, but it has been little used since the
mid-1970s.

P Are effective surgical treatments available
for a woman with pelvic organ prolapse who
prefers to avoid hysterectomy?

For women who choose surgical management and who
prefer uterine conservation (which may or may not
include interest in further childbearing), the same proce-
dures performed for vaginal suspension (after either
remote or concomitant hysterectomy) can be performed
without hysterectomy: uterosacral or sacrospinous liga-
ment fixation by the vaginal approach, or sacral hys-
teropexy by the abdominal approach. Limited data on
pregnancy outcomes (42, 43) and even fewer data on
prolapse outcomes are available. Ideally, childbearing
should be complete before considering surgery for pro-
lapse to avoid the theoretical but plausible risk of recur-
rent prolapse after subsequent pregnancy and delivery.
For women who become pregnant after prolapse repair,
decisions regarding mode of delivery should be made on
a case-by-case basis; evidence to guide such decisions is
lacking.

Hysteropexy

In retrospective series review, prolapse recurrence
ranges from 6.6% to 23.5% after sacral hysteropexy or
sacral colpopexy (abdominal attachment of the lower
uterus or upper vagina to the sacral promontory with
synthetic mesh) (44, 45), and up to 30% for sacrospinous
hysteropexy (43, 46). Complications include hemor-
rhage, hematoma, wound infection, small-bowel
obstruction, incisional hernia, and mesh erosion. The
laparoscopic approach has been used for hysteropexy,
but data are limited (47, 48). Hysteropexy should not be
performed by using the ventral abdominal wall for sup-
port because of the high risk for recurrent prolapse, par-
ticularly enterocele.

Round Ligament Suspension

Round ligament suspension is not effective in treating
uterine or vaginal prolapse. A retrospective case series
review on laparoscopic suspension to the round ligament
found that 90% of patients had already experienced
recurrent prolapse by 3 months postoperatively (49).

Colpocleisis

Some patients do not desire vaginal function for sexual
activity or future childbearing and prefer to avoid hys-
terectomy. For these women, colpocleisis is an option.
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P Are effective surgical treatments available for
a woman with anterior or posterior vaginal
prolapse or both (ie, cystocele or rectocele or
both)?

Anterior vaginal prolapse (cystocele) may be repaired
with traditional midline anterior colporrhaphy, with or
without the addition of mesh or graft material, or by
paravaginal repair, which can be accomplished vaginally
or retropubically by open or laparoscopic access. No
data are available on the effectiveness of laparoscopic
paravaginal repair primarily for prolapse. Retrospective
case series review regarding open retropubic and vaginal
paravaginal repairs (in combination with other proce-
dures for prolapse and often stress incontinence) show
recurrent prolapse in 15-37% with relatively short fol-
low-up up to 3 years (50-53). Controlled studies com-
paring open retropubic repair with vaginal paravaginal
repair or studies comparing paravaginal repair by any
approach with anterior colporrhaphy are lacking.

Posterior vaginal prolapse (rectocele) has tradition-
ally been treated surgically by posterior colporrhaphy,
with midline plication of the subepithelial vaginal tissue.
Although in the past plication of the medial portion of
the levator ani often was performed as an adjunct to pos-
terior repair, its use has been largely abandoned because
of postoperative dyspareunia except when postoperative
sexual activity is not anticipated. Site-specific repair
also can be accomplished, in which a specific “defect”
in the vaginal muscularis or adventitia is visualized and
repaired. Abdominal and laparoscopic approaches also
have been suggested, usually in conjunction with sacral
colpopexy, where mesh is placed along the posterior
vagina, sometimes all the way to the perineal body
(sacral colpoperineopexy).

No randomized trials compare posterior colporrhaphy
with site-specific defect repairs; in one uncontrolled com-
parison (54), after site-specific repairs, prolapse recurred
more frequently (33%) than after traditional midline plica-
tion (14%) within 1 year of follow-up. Dyspareunia re-
mains a frequent and difficult postoperative problem, even
when introital narrowing is avoided (55).

Colorectal surgeons have advocated the transanal
approach to rectocele repair, with plication of redundant
rectal mucosa and anterior rectal muscle. However, in a
trial comparing transanal and transvaginal approaches
(6, 56), transvaginal repair was more effective for sub-
jective symptom relief and objective recurrence of pos-
terior vaginal prolapse (rectocele and enterocele). The
vaginal approach was associated with a smaller mean
rectocele depth determined by defecography, and post-
operative enterocele was less common, compared with

VOL. 109, NO. 2, PART 1, FEBRUARY 2007

the transanal approach (6). Therefore, transvaginal pos-
terior colporrhaphy is recommended over transanal
repair for posterior vaginal prolapse.

» What can be recommended regarding
currently available graft materials for use
in prolapse surgery?

Biologic and synthetic graft materials have been used to
augment traditional prolapse repairs, such as anterior
and posterior colporrhaphy, as a substitute or reinforce-
ment for the original vaginal tissue. For apical prolapse,
new techniques use materials mounted on trocars to
bypass native supportive structures (eg, uterosacral—car-
dinal ligament complex) in order to provide vaginal sup-
port. Despite the lack of risk—benefit information, many
new techniques and products are being incorporated rap-
idly into clinical practice, even while continuous modifi-
cations are taking place in an attempt to reduce
complications, particularly those related to mesh ero-
sion, contraction (resulting in vaginal shortening and
narrowing), and fistula. Given the pace of change with
new techniques and products, any publication attempting
to provide a comprehensive list will be outdated even
before publication. Clinicians should follow the emerg-
ing literature closely to remain knowledgeable about
which techniques and products should be avoided and
which are ultimately proved to be of benefit to patients.
The topic of graft materials is well covered in a review
by Silva and Karram (57).

Although synthetic mesh used in early reports of
abdominal sacral colpopexy was associated with good
prolapse outcomes, mesh erosion occurred in some
cases. Most cases of mesh erosion can be managed suc-
cessfully with limited vaginal excision, incurring mini-
mal morbidity; however, in rare cases, the entire mesh
must be removed via laparotomy, often in the setting of
refractory peritoneal infection, severe adhesions, and
high likelihood of bowel complications. In an effort to
reduce the risk of mesh erosion, some surgeons switched
from synthetic mesh to allograft (cadaveric) fascia for
abdominal sacral colpopexy. However, high rates of pro-
lapse recurrence after abdominal sacral colpopexy using
cadaveric fascia were initially reported in case series
review (58-60), followed by randomized trial evidence
(61). The use of cadaveric fascia for abdominal sacral
colpopexy should be abandoned.

When choosing the best material for specific proce-
dures, it is critically important that surgeons understand
how certain characteristics of materials play a key role in
the risk—benefit ratio for various types of surgery. Pore
size in surgical mesh is one of the most important factors
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in determining risk of postoperative infection. In addi-
tion, chemical coatings of materials can markedly influence
the risk of complications. For example, silicone-coated
synthetic mesh was used in sacral colpopexy with an
unacceptably high rate of erosion, 24% (62), even after
high erosion rates were reported in slings of similar
material (63). It should be noted that some synthetic
materials when used in abdominal surgery, such as
abdominal sacral colpopexy, have a low rate of compli-
cations such as erosion, compared with their use in vagi-
nal surgery, where the complication rate may be higher.

Following the success of the new generation of
midurethral slings (in which synthetic material, mounted
on trocars, was put in place through tiny incisions with
minimal dissection), several new products have been
introduced to augment or replace traditional prolapse
procedures. Analogous to abdominal sacral colpopexy in
which synthetic material is used to bypass native sup-
ports, products designed for use in treating apical pro-
lapse are intended to replace deficient apical support
with synthetic or biologic material.

In 2001, investigators reported 75 cases of infracoc-
cygeal sacropexy (also known as posterior intravaginal
slingplasty), a technique that initially used nylon mesh
inserted via the ischiorectal fossa into the posterior vagi-
nal fornices, to treat vaginal vault prolapse (64). Despite
encouraging initial results reported by the inventor, sub-
sequent case series review has shown high rates of recur-
rent prolapse (65) and mesh complications (66) even
after the material was changed to polypropylene.

Other devices for the placement of mesh to provide
apical support have been developed and are currently
being marketed in the United States. Long-term data are
insufficient to make recommendations concerning these
products.

Other products have been introduced for use with
repair of anterior and posterior vaginal prolapse.
Biologic graft material (xenograft or allograft) or syn-
thetic material (absorbable or permanent) can be used in
place of or in addition to traditional colporrhaphy (67).
However, as with apical support materials, data are
insufficient to determine risks or benefits. In one study of
312 patients undergoing vaginal surgery for prolapse
repair, 98 (31.4%) with graft use did not have better pro-
lapse outcomes than those without graft use, but compli-
cations (such as vaginal or graft infection) occurred
much more frequently (68). A high rate of early failures
has been reported after vaginal prolapse repair with
porcine xenograft (69, 70). Although several studies
have evaluated anterior colporrhaphy with and without
mesh or graft materials of different types (71-79),
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because of heterogeneity of material studied, small sam-
ple sizes, and short-term follow-up, it is not possible to
draw definitive conclusions about the risk versus the
benefit of absorbable or permanent synthetic materials in
anterior colporrhaphy.

Given the limited data and frequent changes in the
marketed products (particularly with regard to type of
mesh material itself, which is most closely associated
with several of the postoperative risks, especially mesh
erosion), the procedures should be considered experi-
mental and patients should consent to surgery with that
understanding.

B Can the occurrence of stress urinary inconti-
nence after surgery for pelvic organ prolapse
be anticipated and avoided?

Many women with advanced prolapse, particularly pro-
lapse involving the anterior vagina, will not have symp-
toms of stress urinary incontinence, either because the
urethral sphincteric mechanism is in fact competent or
because the advanced prolapse kinks the urethra, causing
obstruction. Some of these stress-continent women will
become stress incontinent after prolapse surgery.
Subjectively stress-continent women with positive
reduction stress test results (prolapse reduced) more fre-
quently have stress urinary incontinence after prolapse
repair if no antiincontinence procedure is performed; in
small case series review, this ranges widely, from 8% to
60%. Until recently, clinicians were faced with a dilem-
ma in trying to balance potential risks of an antiinconti-
nence procedure without strong evidence of benefit.
However, randomized trial evidence is now available to
guide management decisions for apparently stress-conti-
nent women with prolapse.

In two randomized trials of women undergoing pro-
lapse repair, postoperative stress incontinence was
reduced significantly by the inclusion of an antiinconti-
nence procedure. Improvement in stress incontinence
was obtained without a concomitant worsening of void-
ing symptoms or impaired bladder emptying. In one trial
of 50 women with a positive stress test result with pro-
lapse reduction, tension-free vaginal tape (TVT) or sub-
urethral plication was added to vaginal prolapse repair
(80). With median follow-up of approximately 2 years,
the TVT group had less stress incontinence, both subjec-
tively (96% versus 64%) and objectively (92% versus
56%). For women with positive prolapse reduction stress
test results who are planning vaginal prolapse repair, the
TVT midurethral sling (rather than suburethral fascial
plication) appears to offer better prevention from post-
operative stress incontinence.
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In the second trial, the Colpopexy and Urinary
Reduction Efforts (CARE) trial, 322 women were ran-
domly assigned to undergo either the Burch procedure or
no antiincontinence procedure at the time of abdominal
sacral colpopexy (81). Three months after surgery, fewer
women in the Burch group (23.8%) had stress inconti-
nence than in the no-Burch group (44.1%). In addition,
among women with stress incontinence after surgery,
fewer women in the Burch group were bothered (6.1%)
by their symptoms, compared with 24.5% of women in
the no-Burch group.

Although long-term data are not yet available, it
seems evident that subjectively stress-continent women
with positive stress test results (with prolapse reduced)
benefit from the addition of an antiincontinence proce-
dure at the time of prolapse repair. In making recom-
mendations to women planning prolapse repair,
clinicians should discuss the potential risks and bene-
fits of adding an antiincontinence procedure, keeping in
mind that prophylaxis against postoperative stress
incontinence is not perfectly effective (just as anti-
incontinence procedures used for treatment are not
perfectly effective). Even when antiincontinence proce-
dures are performed, some women continue to have
incontinence symptoms (both stress and urge) after sur-
gery. Further study is needed to determine how to bet-
ter prevent incontinence symptoms after prolapse
repair, and whether more selective application of anti-
incontinence procedures will improve the risk—benefit
ratio.

Women with negative stress test results despite pro-
lapse reduction also may benefit from the addition of an
antiincontinence procedure at the time of prolapse repair.
In the CARE trial, women with negative stress test
results (prolapse reduced) benefited from the addition of
Burch colposuspension (20.8% with stress incontinence
3 months after surgery in the Burch group, compared
with 38.2% in the no-Burch group). However, a smaller
trial of women undergoing vaginal prolapse repair did
not show a benefit from the addition of pubourethral lig-
ament plication (82). Including only women with nega-
tive stress test results (prolapse reduced), 102 patients
were randomly assigned to receive vaginal prolapse
repair with or without pubourethral ligament plication.
After 1 year, the proportion of women with stress incon-
tinence was the same in both groups (8%). Until further
data become available, clinicians should discuss with
women the potential advantages and disadvantages of
adding an antiincontinence procedure to prolapse repair
when results of preoperative prolapse reduction stress
testing are negative.
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Summary of
Recommendations and
Conclusions

The following recommendations and conclusions
are based on good and consistent scientific evi-
dence (Level A):

P The only symptom specific to prolapse is the aware-
ness of a vaginal bulge or protrusion. For all other
pelvic symptoms, resolution with prolapse treat-
ment cannot be assumed.

P Pessaries can be fitted in most women with pro-
lapse, regardless of prolapse stage or site of pre-
dominant prolapse.

P» Cadaveric fascia should not be used as graft materi-
al for abdominal sacral colpopexy because of a sub-
stantially higher risk of recurrent prolapse than with
synthetic mesh.

P Stress-continent women with positive stress test
results (prolapse reduced) are at higher risk for
developing postoperative stress incontinence after
prolapse repair alone compared with women with
negative stress test results (prolapse reduced).

P For stress-continent women planning abdominal
sacral colpopexy, regardless of the results of preop-
erative stress testing, the addition of the Burch pro-
cedure substantially reduces the likelihood of
postoperative stress incontinence without increasing
urgency symptoms or obstructed voiding.

» For women with positive prolapse reduction stress
test results who are planning vaginal prolapse repair,
TVT midurethral sling (rather than suburethral fas-
cial plication) appears to offer better prevention
from postoperative stress incontinence.

The following recommendations and conclusions
are based on limited or inconsistent scientific evi-
dence (Level B):

P Clinicians should discuss the option of pessary use
with all women who have prolapse that warrants
treatment based on symptoms. In particular, pessary
use should be considered before surgical interven-
Llion in women with symptlomaltic prolapse.

P Alternative operations for uterine preservation in
women with prolapse include uterosacral or
sacrospinous ligament fixation by the vaginal
approach, or sacral hysteropexy by the abdominal
approach.
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P Hysteropexy should not be performed by using the
ventral abdominal wall for support because of the
high risk for recurrent prolapse, particularly enter-
ocele.

P Round ligament suspension is not effective in treat-
ing uterine or vaginal prolapse.

P Compared with vaginal sacrospinous ligament fixa-
tion, abdominal sacral colpopexy has less apical
failure and less postoperative dyspareunia and stress
incontinence, but is also associated with more com-
plications.

P Transvaginal posterior colporrhaphy is recom-
mended over transanal repair for posterior vaginal
prolapse.

The following recommendations are based prima-
rily on consensus and expert opinion (Level C):

p Clinicians should discuss with women the potential
risks and benefits in performing a prophylactic anti-
incontinence procedure at the time of prolapse repair.

P Women with prolapse who are asymptomatic or
mildly symptomatic can be observed at regular inter-
vals, unless new bothersome symptoms develop.

P For women who are at high risk for complications
with reconstructive procedures and who no longer
desire vaginal intercourse, colpocleisis can be offered.

P Cystoscopy should be performed intraoperatively to
assess for bladder or ureteral damage after all pro-
lapse or incontinence procedures during which the
bladder or ureters may be at risk of injury.

Proposed Performance
Measure

The percentage of women with diagnosed symptomatic
pelvic organ prolapse who are offered pessary use as
first-line treatment
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The MEDLINE database, the Cochrane Library, and
ACOG’s own internal resources and documents were used
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lished between January 1985 and August 2006. The search
was restricted to articles published in the English language.
Priority was given to articles reporting results of original
research, although review articles and commentaries also
were consulted. Abstracts of research presented at sympo-
sia and scientific conferences were not considered adequate
for inclusion in this document. Guidelines published by or-
ganizations or institutions such as the National Institutes of
Health and the American College of Obstetricians and
Gynecologists were reviewed, and additional studies were
located by reviewing bibliographies of identified articles.
When reliable research was not available, expert opinions
from obstetrician—gynecologists were used.

Studies were reviewed and evaluated for quality according
to the method outlined by the U.S. Preventive Services Task
Force:

I Evidence obtained from at least one properly de-
signed randomized controlled trial.

II-1 Evidence obtained from well-designed controlled
trials without randomization.

II-2 Evidence obtained from well-designed cohort or
case—control analytic studies, preferably from more
than one center or research group.

II-3 Evidence obtained from multiple time series with or
without the intervention. Dramatic results in uncon-
trolled experiments also could be regarded as this
type of evidence.

IIT  Opinions of respected authorities, based on clinical
experience, descriptive studies, or reports of expert
committees.

Based on the highest level of evidence found in the data,
recommendations are provided and graded according to the
following categories:

Level A—Recommendations are based on good and consis-
tent scientific evidence.

Level B—Recommendations are based on limited or incon-
sistent scientific evidence.

Level C—Recommendations are based primarily on con-
sensus and expert opinion.
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Methods: A retrospective chart review of patients undergoing
treatment of pelvic organ prolapse with placement of the Perigee and
Apogee system from January 2005 to July 2007. The data analyzed
outcomes and complications.

Results: A total of forty-one patients with a mean age of 61 (41-79)
underwent the procedure. Twenty-two patients had placement of
Perigee with Apogee repair, eighteen had Perigee alone, and one
patient has Apogee performed. Follow-up ranged from 1 month to 15
months (mean = 5). The presenting symptoms were stress urinary
incontinence (SUD 34(83%), urge urinary incontinence (UUD) 4(10%),
and mixed urinary incontinence (MUD) 3(7%). Four patients (10%) had
intraoperative bladder perforations from passage of the trocar and
were treated with primary repair and extended foley catheter
placement. Four patients (10%) experienced urinary retention
immediately following the procedure requiring clean intermittent
catheterization. Denovo detrusor instability at two weeks follow-up
was seen in eight patients (20%) all were treated with
anticholinergics. Dyspareunia was noted in three patients (7%) post-
operatively. Pudendal neuropathy, was seen in three patients (7%) at 2
months follow-up, however at 9 months only one patient had
occasional symptoms of pudendal neuropathy with the other two
cases completely resolving. Two patients required excision of mesh,
one patient had exposed mesh, the second patient had pain due to an
Apogee web causing dyspareunia and postcoital bleeding. Symptoms
resolved in both patients after excision. Two patients had interstim
sacral nerve stimulators placed for severe frequency and urgency.
Conclusion: The use of the Perigee and Apogee systems for anterior and
posterior repair is a safe, minimally invasive technique and is well tolerated.
Detrussor instability, pudendal neuropathy, and dyspareunia were the most
frequent post-operative complaints. Long-term results are needed to assess
durability and efficacy, but initial findings are promising.

Disclosures: J.A. Califano, None; G. Slobodov, None; D.J. Culkin,
None.

Presentation Number: Poster 24
Two Year Anatomical Outcome after Pelvic Organ Prolapse
Repair with Prolift Transvaginal Mesh

E. Kulwa, B. Hines, and A. Yitzhack Stamford Hospital, Stamford, CT
Category: Vaginal Prolapse Repairs with Grafts.

Objective: To investigate long term (two year) anatomical outcomes
after pelvic organ prolapse repair with prolift.

Methods: A retrospective chart review of 50 patients who underwent
Prolift for repair of anterior and posterior compartments pelvic organ
prolapse at one instituition between May 2005 and April 2006 with 2
years of follow up was done. Pre- op and post-op POP Q scores were
obtained for each patient at 6 week, 6 month, 1 year and 2 year follow
up periods. The Pre op and 2 yr post-op POPQ scores were analyzed.
Wilcoxon matched pairs signed rank test was used to compare the pre
and 2 year post-op POP Q scores at points Aa, Ba, C, Ap, Bp and D.
Results: Prolift use was associated with statistically significant
improvement in POP Q scores 2 years post-op at points Aa, Ba, Ap
and Bp (Wilcoxon matched pair signed rank test p value <0.05).
There was no difference in pre and post op POP Q scores at 2 year
follow up at points C and D (Wilcoxon matched pair signed rank test
p value > 0.05).

Conclusions: Prolift leads to good control of anterior and posterior
prolapse in the long term but does not seem to have any effect on
apical or uterine prolapse in the long term.

Disclosures: E. Kulwa, None; B. Hines, None; A. Yitzhack, None.
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Presentation Number: Poster 25

Bilateral, Graft-Augmented Sacrospinous Hysteropexy: 1-Year
Anatomical and Functional Outcomes Following Surgery for
Uterine Preservation

T. L. Gamble* S. O. Aschkenazi,* A. Nguyen,* Y. A. Liuf J.
Beaumont,t S. M. Botros,* P. K. Sand,* and R. P. Goldberg* *Evanston
Northwestern Healthcare/Northwestern University Feinberg School
of Medicine, Evanston, IL, fNorthwestern University, Evanston, IL,
fCenter for QOutcomes Research and Education/ Evanston
Northwestern Healthcare, Evanston, IL

Category: Vaginal Prolapse Repairs with Grafts.

Objective: To evaluate the 1 year anatomic and functional outcomes
of a bilateral “anterior approach” sacrospinous hysteropexy with
allograft-reinforcement for uterovaginal prolapse.

Methods: 39 consecutive women with Stage =2 uterine prolapse
underwent a bilateral ’anterior approach’ sacrospinous hysteropexy
with acellular dermal graft reinforcement to the anterior and apical
compartments. Subjects self-selected uterine preservation as an
alternative to vaginal hysterectomy. Surgical technique: Through a
vertical anterior vaginal incision, and limited dissection within the
paravaginal space, the ischial spine and sacrospinous ligament were
identified by palpation. Single permanent 00 Gore Tex sutures were
placed 1.5 cm medial to the ischial spines on both the right and left
sacrospinous ligament (SSL), using a push and catch suturing device
(Capio, Boston Scientific Corporation, Marlborough MA). Each SSL
suture was secured to an acellular allograft (4-5 cm X 7-10 cm) sized
to patients’ dimensions. ‘Arcus to arcus’ paravaginal support and
reinforcement of the anterior colporraphy was obtained by securing
the graft at three levels along the arcus tendineus fascia pelvis. These
sutures were then secured to a fixation point on the ipsilateral vaginal
apex located 1 cm lateral to the cervix on both sides. Once tied, these
SSL sutures establish apical fixation of the graft and both vaginal
apices. Anterior and posterior colporrhaphy repairs were performed
in the usual fashion. Changes in pre- and post-operative POPQ staging
were assessed using McNemar’s test. Paired t-tests were used to
compare pre and post surgery PFDI and PISQ.

Results: Mean age was 57(range) yvears (36 -78), BMI 27 (18-39), and
mean parity 3.0 (1-8). Mean operative time and estimated blood loss
were 146 minutes and 203 ml (range: 75-400) respectively. All 39
women had anterior colporrhaphy, 97% had posterior repair and 85%
had concurrent midurethral slings. Mean interval of 13.8 (5-25)
months was obtained in 33/39 (83%) of subjects. No erosions or
significant complications were observed. POPQ staging was improved
for all compartments (p << 0.05) : Aa —3.1, Ba —3.1, C —4.1, Ap
—1.8, Bp —1.7, D —3.0. The risk of recurrent uterine prolapse as
defined as Baden-Walker stage 3-4 after one year was: uterine
prolapse 2.6%, cystocele 4% and, rectocele 4.3%. Post-operative mean
total PFDI scores were significantly improved (259 vs. 77.1,
P = 0.043). Dyspareunia as measured by Likert scale {21% vs. 22%
(P = 0.706)} and mean total PISQ scores {27.9 vs 29.1 (p = 0.732)}
were not statistically different before and after surgery.

Conclusion: Bilateral sacrospinous hysteropexy with anterior graft-
augmentation provides effective support and improved self-reported
QOL without adverse effects on female sexual function at one year
among women who desire uterine preservation.

Disclosures: T.L. Gamble, None; S.O. Aschkenazi, None; A. Nguyen,
None; Y.A. Liu, None; J. Beaumont, None; S.M. Botros, None; P.K.
Sand, Watson Pharmaceuticals,Inc;Indevus; Ortho-McNeil; Allergan,
Grant/Research Support; Watson Pharmaceuticals,Inc;Indevus;
Ortho-McNeil; Allergan, Consultant; Indevus; Ortho-McNeil;, Speaker’s
Bureau; R.P. Goldberg, Boston Scientific, Consultant.
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November 28, 2008
Ema Kulwa, M.D.
OB/GYN Department
Stamford Hospital

Stamford, Connecticut 06904

Re:  Research Project: Efficacy and safety of prolift prolapse repair system in
patients operated on in the year 2005 with a three year follow up.

Dear Dr. Kulwa:

The Institutional Review Board of the Stamford Hospital met on November 21, 2008, to
review your letter dated October 31, 2008, along with a revised protocol dated November
3, 2008, asking for expansion of the original study plan.

After discussion about how this revision would change the study, including proposed
telephone calls to patients, the IRB feels that such changes constitute a new study. The
IRB requests that you submit this as a new protocol. Please note that this study will
expire on February 28, 2009.

Thank you.

Sincerely,

27

Michael F. Parry, M.D., Chairman
Institutional Review Board

MFP;jo

cc Lance Bruck, M.D,

CONFIDENTIAL



RECEIVED

TSH IRB
T
Stamford Hospital RB L=
30 Shelburne Rd
Stamford, CT, 06901
10/31/2008

Ema Kulwa, MD, MPH
30 Shelburne Rd
Stamford, CT, 06901

Dear Sir/Madam

REF: Research project: Efficacy and safety of prolift prolapse repair system in patients
operated on in the year 2005 with a three year follow up.

I would like to reopen the project “Efficacy and Safety of prolift prolapse repair system
in patients operated on in the year 2005 with a two year follow up” with a continuation of
the study extending to a three year follow up. As previously detailed in the closure letter,
this was a retrospective chart review of patients who underwent ant/post Prolift prolape
repair (with/out concomitant SUI incontinence procedures) between May 2005 and May
2006 at Stamford hospital with 2 year follow up. Demographic data, complications and
Pelvic Organ Prolapse Quantification (POP-Q) values at preoperative and postop periods
(2 wk, 6 wk, 6 months, 1 year and 2 year post-op) were obtained. Mean POP Q scores
and Wilcoxon signed matched pairs tests were used for comparison of pre- and post
operative POP-Q data. The results showed that in patients who underwent anterior
repair, the mean preop Ap and Bp were both 1, while post op the mean values were -3, -3
and -3 at 6 months, 1 yr and 2 yrs respectively. For patients who underwent posterior
repair the mean preop C was -3.8, an -6, -4.5 and -2 at 6 months, 1 year and 2 years
postoperatively. In patients who underwent anterior and posterior prolapse repair the
mean preop Aa, Ba, Ap an Bp was 1, while it was -2.5, -3 and -3 at 6 months, 1 year
and 2 years postoperatively respectively. After anterior repair, the 1 yr post op Aa and
Ba was signifcantly different from preop Aa and Ba values (Wilcoxon mached pairs
signed rank test p<0.01) but not in 2 yrs (p<0.1) . After posterior repair, the post op Ap
and Bp in 1 year were significantly different from the preop values (p<0.01) but not
statistically different in 2 yrs (p<0.01). Prolift is associated with a low risk of
complication: 4% rate of febrile morbidity, 6.1% UTI, 2% hematoma, 2% perineal
laceration, 2% vaginal scar tissue formation and 4% mesh erosion. The conclusions of
the study was that Prolift has excellent anatomical outcomes in 1 yr but not in 2 yrs in our
study. The second conclusion was that Prolift was associated with low complication
rates.

A major problem in this study was the poor follow up of patients with less than 10
patients available for analysis available at the 2 year follow up. In order to improve

patient follow up in the study, I will make telephone calls to patients who have not yet

presented for their third year follow up and ask them to present for follow up and
physical exam at Dr. Hines office. Letters requesting follow up with Dr. Hines will be

mailed out to patients who are unreachable by telephone. The patients will be examined
by Dr. Hines at the office and POP-Q value assigned from the physical exams.
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As in the parent study, the information that I will mainly extract from the charts will be
the 3 year post-op stage of prolapse, intraop and post op complications such as damage to
surrounding organs such as bladder and rectum, excessive blood loss and UTI. I will also
look at the anatomical cure rate, rate of prolapse recurrence, rate of pre and post op
dyspareunia. Iwill also assess how many patients who had recurrence of prolapse
underwent repeat surgery. These patients are usually followed up at 2 weeks, 6 weeks, 6
month, 1 year and subsequently continyed u(?,h:i its. This new study will therefore
show longer post op follow up (3 &M& ldrger number of participants and also
have the advantage of having been done in one center under one main surgeon.

These results will be presented during the Ob-GYN department Schiffer Day in May
2009 and subsequently to OB/GYN journals for publication.

This is an important area to investigate as the use of transvaginal polypropylene mesh for
prolapse repair is relatively new and has not been extensively studied. Transvaginal
polypropylene mesh prolapse repair developed partly due to dissatisfaction with the
traditional methods of repair such as anterior and posterior colporrhaphy, abdominal
sacrocolpopexy and uterosacral ligament fixation. These traditional methods have been
associated with a high rate of prolapse recurrence.

There have been no rigorous controlled trials comparing the transvaginal mesh kits with

the traditional methods. Most of the studies done have been retrospective chart reviews

or prospective non-randomized studies. For example, de Tayrac et al (2007) conducted a
prospective multicenter study that looked at 1 year functional and anatomical outcome in
patients who underwent prolapse repair with polypropylene mesh. The anatomic success
rate ranged from 75-100%, but there was also a high rate of mesh erosion (13%) and post
op dyspareunia (de Tayrac et al, 2007). This study involved 230 women from 13 centers.

Below, please see the protocol that I will use for the current study that is very similar to
the parent protocol. Please let me know if there is any more information needed.

Thank you,
Sincerely,
. B&,{w{ #3350
Ema Kulwa .
Reference:
De Tayrac R, Devoldere G, Renaudie J, Villard P, Guilbaud O, Eglin G. Prolapse repair by
vaginal route using a new protected low-weight polypropylene mesh: 1-year functionai

and anatomical outcome in a prospective multicentre study. Int Urogynecol J Pelvic Floor
Dysfunct. 2007,;18:251-256.
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Protocol:

For this research project I will look at the medical record charts for the year 2005 of all
the patients that Dr. Hines operated on. These records are available on HPF and also in
the charts in Dr. Hines’ private office. A list of patients that Dr. Hines operated on in
2005 will be obtained from his billing company and from medical records. The reason I
will be using a list from the billing company is that they have a complete list of all the
patients that Dr. Hines operated on. Getting a list of patients from medical records was
the other option but I am convinced that the yield from this approach would be
suboptimal secondary to inconsistent diagnosis and procedures coding.

1 will then identify the cases that specifically involved repair of anterior or posterior
prolapse using Prolift polypropylene mesh. I will collect data on the patients from the
pre-op History and physical and then the progress notes written at the 2 week, 6 week, 6
month, 1 year, 2 year and 3 year follow up periods. Information that I will mainly focus
on are the pre and post op stage of prolapse, intraop and post op complications such as
damage to surrounding organs such as bladder and recturn, excessive blood loss and UTI.
I will also look at the anatomical cure rate, rate of prolapse recurrence, rate of pre and
post op dyspareunia. Below, please see a list of the other variables that I will be using
below. Iwill also assess how many patients who had recurrence of prolapse underwent
repeat surgery. Statistical analysis that I will use include the chi-squares and Fisher’s
exact test for categorical variables and t tests for continuous variables. These results will
then be presented at the OB-GYn Schiffer Reasearch day in 2009 and then submitted to
journals for publication.

Other variables that I will use in data collection are:

Age

Parity

Preop diagnosis

Prior prolapsed/incontinence surgery

Procedure done

Operation time

Number of days in the hospital

Pre-op POP Q score

Post-op POP Q scores at 6 weeks, 6 months, 1 year and 2 years.

Preop complaints such as urge, stress incontinence, constipation, anal incontinence,
urgency.

Post op complaints based on the above preop complaints
Preop urodynamics
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Post op urodynamics

Preop dyspareunia, sexual activity (are they sexually active/ effect of prolapsed on
acivity?)

Postop dyspareunia, sexual activity (are they sexually active/ effect of prolapsed on
acivity?)

Intra op complications

Post op complications

Recurrence of symptoms

Need for reoperation

Patient satisfaction/dissatisfaction with the procedure

Ema Kulwa
| W

ll/oz]m‘z
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Stamford Hospital IRB Continuing DB/Chart Review Request

Date of Initial IRB Approval:
Date of Last Approval:
Date of Expiration:

Study ID:

| Protocol #:

Principal Investigator (please complete all items)
Nome: Ema Kulwa
E-mail (required): ekulwa@stamhealth.org

Research Project Title
Efficacy and Safety of Prolift Prolapse Repair System in Patients Operated on in 2005 with
three year follow up.

Status of Chart or Database Review Research
|| Request or search for records not initiated/ Data collection NOT started
D Initial data from db, registry, medical records, or charts made but no review has
begun
Data collection ongoing
[] Data collection completed and in analysis

Changes in Study Plan

Any change to project? ’ﬂ( No
O Yes — changes must be submitted
to IRB
Any change to data being collected? L No
O Yes— changes must be submitted
to IRB
Has the time period of data collection O No
changed? {ex.- records from 1/1/01 - 12/31/02) /( Yes — changes must be submitted
toIRB () ’ j-—L)!O[%n!un
Persons accessing/reviewing/collecting data (please /ist new) DX No Change
1. Name: Ema Kulwa | Phone: 646-251-6857
GCP Training: Y/N: YES Year: 2006  Program Name:CITI
2. Name: l Phone:
GCP Training:  Y/N: NO Year: Pregram Name:
3/20/08 Page 1 of 3
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Stamford Hospital IRB Continuing DB/Chart Review Request

Study ID:

Research Coordinator (please complete all items)

Is there a research coordinator? I:_I Yes, complete below E No
Name:

E-mail (required):

Activity Summary for Chart or Database Review
This Reporting Period | Total Since IRB Approval

# Records Identified 49 49
# Records Reviewed 49 49
Unanticipated Problems (UAP's) (not previously reported) X None

UAP's are those events that involve risks to subjects or others (such as confidentiality).

Reports that occurred during this reporting period or not previously reported:

Date Event

New Information (p/ease attach as needed) IZI None

L] Manuscript or publication

[] Revised Protacol (versiondate: __/ /)
|:| Revised Data Collection Tool (versiondate: __ / [/ )

Risk benefit assessment
Are there any changes or new information that might change BN -

the risk/benefit assessment from last IRB review? O VYes

{please summarize below)
Comments / Supplemental Information None
3/20/08 Page 2 of 3
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Stamford Hospital IRB Continuing DB/Chart Review Request

Study ID:

I certify that the information provided in this application is complete and accurate. I
understand that as the Principal Investigator I have the ultimate responsibility for the
protection of the rights and welfare of human subjects, and the strict adherence to any
study specific requirements imposed by the approving IRB. I agree o comply with all IRB
and Institutional policies and procedures, as well as all applicable federal, state, and local

lows and re.gulntio?in the conduct of clinical research.
,; Date ;

Signature o?'l’rincipal 'Invesﬁga'tor at Stamford Hospital

IRB / Privacy Board Continuing Review Approval - For IRB Use Only

Continuing approval for the above research activity has been granted by the Stamford

Hospital IRB for the following time period: to
Signature of IRB Chair (or Authorized Agent) Date
3/20/08 Page 3 of 3
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FARRELL v. MICHELLE IRVIN

JOHNSON & JOHNSON, ET AL October 21, 2015
Page 41 Page 43
1 MS. MAIMBOURG: We have them. They 1 A. It could only be purchased through --
2 were part of the production today. 2 MR. ALLENTUCH: Objection to form.
3 BY MR. LEYDON: 3 A. --afacility that was authorized, which
4 Q. Okay. And | was asking about 4 could include a hospital, potentially a surgery
5 documents starting in 08256521, which is an emalil 5 center. So, it would be a health care facility
6 from Michael Dill to C. Alvarez dated July 13th, 6 performing surgery.
7 2012, and appears to have an attachment as well. 7 Q. A individual doctor with a regular
8 My first question is: Was 522 and 523, do those 8 office would not be able to directly purchase
9 go with that? Was that the attachment to 5217 9 that, it would have to be either through a
10 A. Yes, 523 would be what was pasted into the 10 hospital or an authorized surgery facility,
11 email, and then 522 would be what was attached. |11 correct?
12 Q. Okay. So, the box that's under 12 A. Correct. Offices were not authorized to
13 purchases as of February 1, is what's in 5237 13 purchase the Prolift procedure kits.
14 A. Correct. Yes. 14 Q. And why is that?
15 Q. And, so, Ethicon, we can see from 15 A. The Prolift products were not an office
16 this, kept track of the use and sales of its 16 based procedure. They were procedures that were
17 product at Stamford Hospital, correct? 17 performed in an operating room setting.
18 MR. ALLENTUCH: Objection to form. 18 Q. So then hospitals, by definition,
19 A. Correct. We would know how much they 19 were part of the process any time Prolift would
20 ordered and when they ordered the product. 20 have to be implanted?
21 Q. And is that -- that's been something 21 MR. ALLENTUCH: Objection to form.
22 that they've had in their system for some time. 22 A. Correct. The order would come through,
23 So, monthly sales data, or however it's done, 23 typically the purchasing department, through our
24 quarterly, by Stamford Hospital of Prolift, would 24 company.
25 be information available to Ethicon? 25 Q. Thisis an email, and then the power
Page 42 Page 44
1 A. Correct. Prolift was a direct purchase 1 point that goes with it.
2 product only. So, as soon as the order was placed | 2 A. Are we done with this?
3 with Ethicon it would be known within an hour that | 3 Q. Yes. That was her's.
4 they had placed the order. 4 MS. MAIMBOURG: | don't see
5 Q. And those records are maintained by 5 Dr. Hines's name on here. Oh, there he is. Did
6 Ethicon? 6 you identify the document numbers already?
7 A. To my understanding, yes, we had a portal 7 MR. LEYDON: | did not, no.
8 that we could go to, to pull up the information of | 8 MS. MAIMBOURG: 1152074243 and 44.
9 when sales were done. 9 So, | have 143. Then the other document he handed
10 Q. Now, when you say direct -- I'm 10 her was a power point. It's native tissue.
11 sorry, what did you say, direct, what was the 11 Format 11520747, is the cover page and it looks
12 phrase you used there? 12 like this.
13 A. It's adirect purchase. So, it cannot -- 13 Q. So, | guess the first question |
14 these products cannot be purchased through a |14 justwant to verify is --
15 distributor. So, if a product is bought through a |15 MS. CILANO: I'm sorry, please give
16 distributor, we don't get the exact order date and |16 me a minute. | don't have a 243. | have a 242.
17 time necessarily. We are just given data by the |17 MS. MAIMBOURG: You want to see 243?
18 distributor, and it depends on the distributor of |18 MS. CILANO: Please.
19 what was purchased. So, since these were a direct |19 MS. MAIMBOURG: How about, do you
20 order, Johnson & Johnson Health Care Systems would |20 have 447
21 have an accurate representation of when it was |21 MS. CILANO: 20743. Okay.
22 physically placed. 22 BY MR. LEYDON:
23 Q. Allright. Now, specifically with 23 Q. So, my first question is: That
24  regards to the Prolift, that could only be 24 power point is the one that goes with that email,
25 purchased through a hospital, correct? 25 correct?
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JOHNSON & JOHNSON, ET AL October 21, 2015
Page 69 Page 71
1 MS. CILANO: Objection. 1 symbol. It says, per MBR reporting requirement,
2 A. So, it says at the bottom, attached is 2 and cites federal regulation, do you see that?
3 some complication data for Prolift, looks like 3 A. Correct.
4 Jeff Potcol mentions malpractice consulting, butl | 4 Q. So, these are setting forth the
5 don't see anything from Dr. Hines specifying what | 5 complications that are required to be reported
6 itis. So, | would go off what Jeff put, but that 6 under that federal regulation, correct?
7 would be an assumption. 7 MS. MAIMBOURG: Objection.
8 Q. Inany case, this was clearly sent 8 A. ldon't know what all that means MVR, CFR,
9 toDr. Hines. 9 I'm not privy to that legal terminology, but it is
10 A. Correct. Yup. He received it. 10 some sort of reporting requirement, but | don't
11 Q. And he wrote back "thanks" in reply 11 know what that means.
12 to that, in the middle? 12 Q. Inany case, it lists the
13 A. Correct. Yup. Yup. So, heis confirming 13 complications that were deemed most significant to
14 that he received it. 14 be reported, correct?
15 Q. And these complaint reporting 15 A. Correct.
16 statements, are those things that you had seen 16 MS. MAIMBOURG: Obijection.
17 before this? 17 Q. And likewise, 59 takes it through
18 A. | had seen these documents in review 18 the 4th quarter of 2006, and at that point notes
19 yesterday. | can't confirm, when | was a sales 19 that the 63,000 procedures with the university
20 representative this is something | specifically 20 this was drawn from, correct?
21 seen, but I did review it yesterday. 21 A. Correct. Yup. Seems like the same data
22 Q. You think it's likely you might have 22 base but just extending it three more months.
23 seen something like this and don't recall, or do 23 Q. And, again, listing most significant
24 you have any recollection whatsoever? 24 complications that ought to be reported with
25 A. lknow that in our training decks we would 25 regards to the Prolift?
Page 70 Page 72
1 usein Prolift training, we would cover 1 A. Correct. As the document says, most
2 complications. I don't know if | specifically saw | 2 significantly reported.
3 this format, and I'm not quite sure exactly where | 3 Q. To your knowledge, did Dr. Hines
4 all this information came from. 4 himself ever report a complication to Ethicon?
5 Q. When you say "all this information" 5 MR. ALLENTUCH: Objection to form.
6 you mean the data that's set forth in the charts 6 A. ldon'trecall from the review of the
7 onthose? 7 documents yesterday if there was any direct
8 A. Correct. Yeah. I can't conclude, based 8 communication from Dr. Hines to Ethicon about a
9 onthe notes at the bottom, whether, you know, 9 complication.
10 where this was pulled from, what studies, data |10 Q. The expectation of Ethicon, if
11 base, it's not clear, but it is a culmination of 11 they're giving these documents to people, would be
12 complaints that is on our letterhead. 12 that doctors are reporting incidents such as
13 Q. So, in any case, it's a document 13 exposure, pain and dyspareunia.
14 produced and prepared by Ethicon, correct? 14 MS. CILANO: Objection to form.
15 A. Yes. Iwould agree to that. | do not see 15 MS. MAIMBOURG: Objection to form.
16 acopy approval number. I don't know if thisis |16 A. Correct. So, if acomplication arises,
17 the whole document, but it looks like something |17 and it's brought to a sales representative's
18 that was put together by Ethicon. 18 attention, we immediately report it. Otherwise,
19 Q. And turning to 58. 19 itis understood that if there is a complication
20 A. Okay. 20 that a physician would report it.
21 Q. Which is the complications through 21 Q. And that's very important for
22 third quarter 2006, do you see that? 22 Ethicon in its feedback loop, to get that
23 A. Correct. Yup. 23 information from its physicians, correct?
24 Q. And it says, most significant 24 MS. CILANO: Objection to form.
25 reported complications. And then there is a cross 25 A. lwould agree that it is important to know

FITZSIMMONS REPORTING (973) 994-3510 (18) Pages 69 - 72



FARRELL v. MICHELLE IRVIN
JOHNSON & JOHNSON, ET AL October 21, 2015
Page 73 Page 75
1 if there are any complications that are occurring | 1 several of these when we went through the
2 with the product, which is why we, as acompany, | 2 documents that were discovered.
3 take it very serious to obtain that informationas | 3 Q. So, this related to cooperative
4 quickly as possible and to get as full of 4 advertising with Dr. Hines. It also references
5 information as we can when we find out that an 5 Stamford Hospital and the Gynecare Prolift,
6 adverse event did occur. 6 correct?
7 Q. And you certainly wouldn't have 7 A. Correct.
8 published things like this if there was a belief 8 Q. And as we continue through to 89
9 that these types of injuries were being grossly 9 there is a signature of 1/30/08, correct?
10 underreported, would Ethicon? 10 A. Correct.
11 MS. MAIMBOURG: Objection. | have 11 Q. | am done with that one.
12 no idea what that means. 12 A. Okay.
13 MS. CILANO: Objection to form. 13 MS. MAIMBOURG: One page document?
14 MR. ALLENTUCH: Objection. 14 MR. LEYDON: Yes.
15 A. Ican't make any statements around gross 15 MS. MAIMBOURG: 19301284. Ithas a
16 underreporting as according to this document. |16 fax date of February 8th, 2007.
17 This just states what's in the MVR reporting. 17 Q. Have you seen that document before?
18 Q. Eighty-six through 89 is what I'm 18 A. Yes, this is one document | reviewed
19 asking about. 19 yesterday.
20 A. Okay. 20 Q. And this relates to the actual
21 MS. MAIMBOURG: 19301286 through 21 cooperative advertising we've been discussed, that
22 289. 22 actually ran in the Stamford Advocate and the
23 MR. LEYDON: Is there another page 23 Greenwich Times in various states in '07, is that
24  that goes with that? 24 correct?
25 MS. MAIMBOURG: What did you want 25 MS. CILANO: Objection to form.
Page 74 Page 76
1 hertolook at, 2867 1 MR. ALLENTUCH: Objection to form.
2 BY MR. LEYDON: 2 A. So, it looks -- it makes suggestions for
3 Q. My first question is going to be: Is 3 dates, and it identifies the Advocate and
4 this a complete document? 4 Greenwich Times as being the publication where
5 A. Ithink it goes to 285. 5 they should be run.
6 Q. Ithink that's there any way. So, 6 Q. And those were the types of
7 why don't we start there. 7 promotions we have been discussing that was going
8 A. Yeah. So,it's going from 285 to 289. 8 on commonly at that time between Ethicon and
9 MS. MAIMBOURG: Okay, we're ready. 9 doctors and hospitals?
10 Q. The first, just to clarify, am | 10 MS. CILANO: Objection to form.
11 correct that these go together, from 85 through 11 MR. ALLENTUCH: Object to form.
12 89? 12 MS. MAIMBOURG: Object to form.
13 A. Yes, oneis therequest form to be a part 13 A. Yeah, I'm not comfortable with the term of
14 of patient builder, and the next one is the 14 commonly. That's very vague. And you said
15 agreement with regards to patient builder. 15 advertising. There are lots of different
16 Q. What is patient builder? 16 components to that. So, this was one form of
17 A. 1do not know. That's not something | had 17 co-op advertising that Ethicon would engage with
18 experience with when | was a sales rep. 18 physiciansin. That's what | would be comfortable
19 Q. On 85 do you see that funds request 19 confirming.
20 form? 20 Q. Justthe one page.
21 A. Yes. 21 A. Okay.
22 Q. Isthat a document you're familiar 22 MS. MAIMBOURG: So, it's 19869671.
23 with? 23 Atthe top it says, "Physician education program
24 A. Again, we looked at one of these earlier. 24 outline agreement". Looks like it was signed by
25 I never did any co-op advertising, but | saw 25 Brian Hines September 7th of 2010.
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1 A. Notto my knowledge.
2 Q. Allright. You were not his sales
3 representative, who, in any way, dealt with
4  Dr. Hines, either through email or over the
5 telephone, true?
6 A. True.
7 Q. You have no firsthand knowledge
8 whatsoever of anything Dr. Hines may have said to
9 anyone at Ethicon, correct?
10 A. True.
11 Q. Okay. And just so I'm clear, the
12 documents that have been marked as exhibits here,
13 do these documents comprise any and all
14 correspondence or emails that would have been sent
15 to Dr. Hines, correct?
16 MS. MAIMBOURG: Well, | want to
17 answer that question because she did not
18 participate in the search. We did an extensive
19 search of the global production using various
20 search terms, and it is our belief that we
21 identified all emails, either to or from
22 Dr. Hines or his group with Ethicon.
23 MS. CILANO: And all correspondence
24 as well?
25 MS. MAIMBOURG: Yes, we looked at
Page 98
1 e-mails, word documents, spread sheets, we looked
2 atdifferent types of documents.
3 BY MR. CILANO:
4 Q. And do you have any reason to
5 disagree with your counsel's representation that a
6 search has been made for any and all communication
7 between Ethicon and Dr. Hines?
8 A. |l would not disagree with anything she
9 said.
10 MS. CILANO: Okay. | don't have any
11 other questions. Thank you.
12 THE REPORTER: Mr. Allentuch, would
13 you like a copy of the transcript?
14 MR. ALLENTUCH: Yes, E-Tran, please.
15 MS. CILANO: | would like a copy,
16 E-Tran as well. Thank you.
17 MR. LEYDON: | would like E-Tran and
18 delivered by Monday. Thank you.
19 MS. MAIMBOURG: E-Tran, please.
20 (Deposition concluded.)
21
22
23
24
25
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CERTI FI CATE
I, G NA MARI E VERDERCSA-LAMM a Certified
Shorthand Reporter and Notary Public of the State of
New Jersey, certify that the foregoing is a true and
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wi tness(es) who were first duly sworn by nme, on the
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STATE OF CONNECTI CUT
JUDI CI AL DI STRI CT OF WATERBURY AT WATERBURY

________________________________ X
DANA LEMAY, ET AL,
Plaintiffs
VS. : NO  UWY- CV13-6022061- S
JOHNSON & JOHNSON, ET AL,
Def endant s
________________________________ X

DEPOSI TI1 ON

THE DEPOSI TI ON OF RUTH CARDI ELLGQ,
t aken on behalf of the Plaintiffs, before Deborah R
Ponponi o, RMR, RPR, Licensed Shorthand Reporter,
Li cense No. 79, and Notary Public within the State
of Connecticut, on the 29th day of June, 2015, at
10: 02 a.m, at the Stanford Hospital MAWDB
Conf erence Room 30 Shel burne Road, Stanford,

Connecti cut .

GOLDFARB AND AJELLO, LLC
24 East Avenue #1372
New Canaan, Connecticut 06840
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APPEARANCES STI PULATI ONS
FOR THE PLAI NTI FFS:
TOOHER, WOCL & LEYDON, LLC IT IS HEREBY STI PULATED AND AGREED by and bet ween
80 Fourth Street
Stanford, Connecticut 06905 . L
BY: JACQUELINE E. FUSCO, ESQUI RE counsel for the parties that the proof of the official
FOR THE DEFENDANT, JOHNSON & JOHNSON, ETHI CON, INC.,
ETH CON WOMVEN S HEALTH & UROLOGY, GYNECARE authority of the Notary Public before whomthis deposition
A DIVISION OF ETHI CON, INC.:
SHI PMAN & GOODW N, LLP i's taken i s waived:
One Constitution Plaza
Hartford, Connecticut 06103-1919 )
BY: CHRISTOPHER R DRURY, ESQUIRE IT I'S FURTHER STI PULATED AND AGREED that the reading
FOR THE DEFENDANT, STAMFORD HEALTH SYSTEM | NC.
D/ Bl A STAMFORD HOSPI TAL; UROGYNECOLOGY & PELVIC and signing of the deposition is not waived;
SURGERY, LLC:
NEUBERT, PEPE & MONTEITH, PC IT I'S FURTHER STI PULATED AND AGREED that notice of the
195 Church Street, 13th Fl oor
New Haven, Connecticut 06510 i . A . . .
BY: ERIC J. STOCKMAN, ESQU RE tinme and place of the taking of the deposition is waived;
FOR THE DEFENDANT, ANERI CAN MEDI CAL SYSTEMS, |NC.:
DI SERI O, MARTIN, O CONNOR & CASTIGLIONI, LLP IT 1S FURTHER STI PULATED AND AGREED that all
One Atlantic Street
Stanford, Connecticut 06901 obj ections, except as to the formof the question, are
BY: THOMAS P. O DEA, JR, ESQUI RE
REED SM TH, Li;d_ reserved until the time of trial.
Three Logan Square
1717 Arch Street, Suite 3100 oo
Phi | adel phia, Pennsyl vania 19103
BY: M CHAEL SALI MBENE, ESQUI RE
-via tel econference-
Page 3 o o Page 5
APPEARANCES (Cont.d 1 (Plaintiff's Exhibits 1 through
2 3 marked for identification.)
3 THE CORT REPCRTER  Are there any
SACHNER & O CONNCR, LLC 4 stipulations for the record?
5 MR STOCKMAN  VW'd ike to reserve the
6 right to read and sign.
THE CROSSROADS WEST 7 M. FUSO0  Wsual stips?
8 MR STOCKMAN  Qther than that, usual
9 stips.
765 Straits Turnpike 10 M DRRY: That includes objection by one
1 i's objection for all?
12 MR STOCKMAN | don't knowif that
Buil ding 2, Suite 2000 13 | ncl udes that_
14 M. FUSCQ It actual Iy doesn't.
15 M DRRY: Rght. | nean, that's what
M ddl ebury, Gonnecticut 06762 16 we' ve done in the past, right, can we agree?
i MR STOCKMW  That's fine. That's good
18 wth me. Just means | get nore objections.
BY: ILYSSA H KELSON, ESQUI RE 19 RUTH CARDIELLQ
20 30 Shelburne Road, Stanford, Connecticut,
21 called as a witness, after having been duly sworn, was
22 examned and testified as foll ous:
23 DI RECT EXAM NATION
24 BY M5 FUSCD
25 Q God norning, M. Cardiello. M nameis
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1 A -- from2012 to current. Wen we 1 Q kay. And the category event?
2 transitioned that -- because | oversaw the 2 A Wuld be equipment rel ated.
3 departnent during this transition -- we chose not to | 3 Q@ Mot surgery related?
4 try tointegrate Pemnic and QASYS. It was too 4 A It could be.
5 difficult tointegrate all the data points in there. | 5 Qe (kay.
6 Sowe put this information on the server. | don't 6 A | nean, you'd have to define your search
7 know how long -- how many years of data resides on 7 terns. It could be.
8 the server for Peninic. 8 Q Sodid you educate the staff in any
9 Q@ (kay. So, inny limted technol ogy, you 9 particular way related to medical devices, how they
10  woul d have on your server a file for QASYS and a 10 would report it?
11 file for Peninic? 11 A W educated thembroadly on what needed to
12 A Yeah. 12 be reported and how to report.
13 Qe (kay. 13 Q@ (kay. Soyoudidn't say, hey, if we have
14 A Essentially, Pemnicis astatic file. 14 a medical device, you need to categorize it as this?
15 Q  Ckay. 15 A Wdidn't gointo that much detail, no.
16 A It's anelectronic storage file. W took |16 Q@ (kay. Soit was basically up to the
17 all the data, and said, okay, we're going to leave |17 enployee to characterize it based on what they
18 it therein case it's ever needed. 18  thought the problemmght be?
19 Q  kay. 19 A Yes.
20 A And then QASYSis an online active, for 20 Q kay. And the same for the physicians?
21 lack of a better word, database that's added to on a |21 A Yes.
22 daily basis. 22 Q@ kay. Do you knowif, in the QASYS
23 Q  So you could access QASYS for, | think, 23 system there are -- well, first of all, do you
24 2012 to the present -- 24 nonitor the QASYS -- well, you said you do monitor
25 A Uh-huh. 25 it, correct? ( you get those reports?
Page 39 Page 41
1 Q@ -- for occurrences? 1 A\ get -- when a report is submtted, we
2 A CQorrect. 2 get electronic copies. So it goes to the director
3 Q@ Ckay. And that's sonething you coul d 3 of the department that's involved --
4 easily do? 4 Qe (kay.
5 A Yes. 5 A -- or selected as the involved departnent,
6 Q@ Ckay. For nedical devices? 6 and then it goes -- copies are sent to ny team and
7 A Yes. 7 nyself as well.
8 Q@ (Ckay. Wuld it be easy to sort for nesh 8 Q@ Ckay. The director of the departnent.
9  devices? 9 Does the director have a role in educating the
10 A No, because | think the category woul d 10 physicians in his departnent about adverse events?
11 probably be equipment related. So you don't have 11 A You mean as a physician chair?
12 it -- soif you think about any typical database you |12 Q Asthedirector.
13  have certain high level categories. So we'd have -- |13 A | think they have a --
14 one of themwould be type of event. So it mght be |14 Q Now the --
15 equipment related. But in the narrative text that 15 A & ahead.
16 the staff mght be conpleting, or a physician, it 16 Q No. | was just going to say, the
17 would be -- if there's a -- the actual product would |17 director, not the chair, because | think you just
18 be, more likely than not, inthe narrative. There |18 said "chair." Are we talking about two different
19 isn't a"click and point" that you can say it's this |19 positions here?
20 device, this device, this device. 20 A WII, there's -- there's directors who
21 Q But could you search QASYS for a 21 are -- could be clinical staff. So there's nursing
22 particular product and get all the reports related |22 directors, there's directors in facilities, and
23 to a particular product? 23 materials managenent. There are division directors
24 A W could search for -- by the type of 24 in sone of the nedical departments, such as surgery.
25 event, not by a product. 25 And there are chairs. And | think we have eight
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1 chairs of the nedical departments. 1 close to that line here. Sol'm--
2 QC (kay. 2 BY M. FUSCO
3 A These are physicians. So, depending on 3 Q@ Vell, while your conversations are
4 the department, they may not have physician division | 4 confidential, facts allowyou to testify here are
5 directors, they may just have a chair. 5 not.
6 Qe (kay. 6 M STOXKMAN Rght. Sony instruction
7 A O they may have division directors who -- | 7 toyouis, if you have an independent basis
8 that would be responsible, as well, to educate. 8 beyond conversations with counsel you can
9 But, again, if they had a question, those chairs 9 answer. |f your response is based on
10  would al so come to us in the department. 10 conversations with counsel you shoul d not
11 Q (kay. Solet's talk about the chair of 11 answer .
12 the CB/GYN department. Is it correct that 12 M5, FUSCQ | think | disagree with that
13 urogynecol ogy cones under the chair of the B/ GN 13 because, you know, your obligationis to
14 departnent? 14 prepare her to testify. So the facts --
15 A Uogynecol ogy, yes, they woul d. 15 MR STOKMAN | know. But | don't think
16 Q@ Yes. So you work with the chair of the 16 you're asking her for facts. Because | don't
17 (B G'N departnent to educate the staff in B/ GN 17 think it's black and white as to whether or not
18 related to medical devices and what adverse events |18 removal of neshis a reportable event. |
19 woul d be reportabl e? 19 don't -- | don't think you're seeking a fact.
20 A N 20 M5, FUSCO | think | amseeking a fact.
21 Q  Does anybody educate then? 21 MR STOKMAN  Ckay. You may think you're
22 A Again, going back to those categories that |22 seeking a fact. | don't think you' re seeking a
23 we talked about before, new enployee orientation, 23 fact.
24 annual training would be our role. 24 M5 FUSCO  And | may have it here, which
25 Q  ay. 25 we can get to.
Page 43 Page 45
1 A So we don't individual Iy work with our 1 MR STOKMAN  Ckay.
2 chairs or individually train departmnents. 2 Ms. FUSCO That's a good segue. Let's
3 Q@ Soyoudon't train departments for devices | 3 see.
4 that are specific for that department? 4 (Discussion off the record.)
5 A N 5 Ms. FUSCQ | do have it, but | don't have
6 Q@ It's nore of a broad general training? 6 it wth ne.
7 A Correct. 7 M STCCKMAN  Ckay. Wiy don't we skip
8 Q@ kay. So do you knowif, in your QASYS 8 this for now and we'll come back toit.
9 reporting -- soit's 2012 to 2015 -- if any adverse | 9 THE WTNESS. CGan | --
10 events have been reported related to the pelvic mesh |10 MR STOKMAN  Can you what ?
11 products? 11 M5 FUSCO  (kay.
12 A WIIl, inresponse to the litigation, we 12 THE WTNESS:  Can you repeat the question?
13 reviewed that, and there are none. 13 MR STOKMAN  Yeah. Wiy don't we repeat
14 Q@ There are none. Ckay. Have you reviewed |14 the question.
15 cases to see if there were actually reportable 15 BY M5. FUSQQ
16 events that were not reported? 16 Q@ I wll represent to you, subject to
17 A N. 17 looking at the regul ations, because | didn't bring
18 Q Do you know if removing a medical device, |18 themwith ne, the federal regulations -- | don't --
19 sointhis case the mesh, part of the pelvic nesh 19 | can check on ny conputer at the break -- that
20 that was inplanted -- do you know if that's a 20 renoving the mesh -- removing a part of a medical
21 reportabl e adverse event? 21 device is a reportable event. Ckay.
22 MR STOKMAN  (bj ecti on. 22 MR STOKMAN  So you' re asking whet her or
23 You can answer, to the extent you don't 23 not she knows that?
24 know based on conversation wth counsel. 24 BY MB. FUSQQ
25 THE WTNESS:  Yeah. W're getting pretty |25 Q  Wether or not you know that. Correct.
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1 MR STOCKMAN I'I1 let her answer that. 1 And | don't think | used the word "easily."
2 M5 FUSCQ  VYes. 2 Q  kay.
3 MR STOKMAN  (bjection. But I'Il let 3 A \% have access to --
4 her answer that. 4 Q  They can access it?
5 M5. FUSCQO  Subject to confirmation that 5 A -- data on a server, so, essentially, a
6 ny nenory is intact. 6 storage server.
7 MR STCCKMAN  Ckay. 7 Q kay. And do you knowif the
8 THE WTNESS:  So the questionis, do | 8 occurrences -- reportabl e occurrences are organi zed
9 know that removal of a -- 9 the sane way as they are in QASYS, neaning you've
10 BY M5, FUSQQ 10 got the categories?
11 Qe O mesh -- 11 A M recollectionis they were simlar. It
12 A --nmeshis areportable -- 12 was type of event --
13 Q@ Is areportable event? 13 Qe (kay.
14 MR STOCKMAN ~ (hj ecti on. 14 A -- department involved, and then sone
15 You can answer. 15 narrative.
16 THE WTNESS: | don't know that. 16 Q@ Do you know if they could search for a
17 BY M5. FUSQQ 17 particular device in Pemnic to see if there were
18 Q Youdon't knowthat. Ckay. If that was |18 adverse events reported related to that?
19 inthe regulations, who would be responsible for -- |19 A | don't know specifics. M recollection
20 for conveying that information to the physician, so |20 is that they could search. But, again, it's the
21 that the physician could report it to the hospital, |21 same type, you'd have to search by events, and then,
22 so that the hospital could fulfill its mandatory 22 nmore likely than not, the -- any device names are in
23 duty to report that event? 23 the narrative.
24 A Partly, certainly, inny department, as 24 Q Rght. And so, since you are here since
25 well as the director or overseer of that department, |25 2006, to your know edge, with your recollection,
Page 47 Page 49
1 aswell if that's a chair. 1 have any adverse events been reported related to
2 Q So do you know if the chair of the 2 pelvic mesh products?
3 departnent -- and we'll just be specific to the 3 A N.
4 (B/GYN departnent -- do they have a responsibility 4 M5, FUSCQ  Break tine.
5 toreviewthe regulations related to medical devices | 5 (Recess: 10:56 a.m until 11:06
6 that are inplanted just wthin their department? 6 am)
7 MR STOCKMAN ~ (hj ecti on. 7 (M. ODeais nowattending via
8 You can answer. 8 t el econf erence. )
9 THE WTNESS: | don't know. | don't know | 9 M5. FUSCO (kay. Back on the record.
10 their job description, so | don't know if 10 BY M5, FUSCQ
11 that's part of it. 11 Q@ (e question in fol lowup, because | just
12 BY M5. FUSQQ 12 want to clarify. | think you said that in the QASYS
13 Q@ kay. Sojust quickly back to Pemnic -- |13 there were no adverse events related to the pelvic
14 MR STOKMAN  And whenever there's a 14 mesh products; is that correct?
15 natural break point, just let us know -- 15 A CQorrect.
16 M5 FUSCO  (kay. 16 MR STOCKMAN  You asked about Pemnic
17 MR STOKMAN -- because |'d like to hit |17 too; right?
18 the restroom 18 M. FUSOQ Yes. There were none in
19 M5. FUSCO  Ckay. Let ne just finishup |19 Peni ni c.
20 this one part. 20 M STCCKMWN R ght.
21 M STOKMAN  Sure. 21 M5, FUSQO Did | ask QASYS? | couldn't
22 BY Ms. FUSQO 22 remenber.
23 Q@ Sol think you said that you could easily |23 MR STOKMAN  Ckay.
24 access Pemnic? 24 THE WTNESS:  You did.
25 A | can-- ny IT staff can access Pemnic. 25 M5, FUSCQ  There are none.
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1 can kind of nove on. 1 again.
2 MR STOKMAN  Because | do think, 2 Do you know whet her or not there
3 frankly, it also conports with the practice 3 would be any kind of clinical communication between
4 book to allowyou to inspect, you know -- 4 risk management and either the surgical or
5 M. FUSCO  But | -- 5 obstetrical department over an FDA public health
6 MR STOKMAN  But you asked for it; 6 notification that concluded that there were
7 right? | nean -- 7 conplications associated with transvagi nal pl acement
8 M5, FUSCO  Wéll, we asked for it to be 8 of surgical mesh that were rare?
9 produced, not nade available in the warehouse. 9 A | don't know
10 MR STOKMAN  That's adequate producti on. 10 Q@ Inany event, if the department head -- if
11 M. FUSCO So, | nean, |I'd rather -- 11 the departnent chair already knew about it, would
12 MR STCCKMAN It just is. It just is. 12 risk managenent necessarily have to be invol ved?
13 You know there are -- 13 M5, FUSCQ  (hjection.
14 Ms. FUSCO  Specifically, for this 14 THE WTNESS:  No.
15 situation, | don't think it's adequate. 15 MR STCCKMAN | have nothing further.
16 M STCCKMWN No. Inlitigation -- | 16 M5 FUSCO  Ckay. A follow up.
17 nean, you know, | remenber going to warehouses 17 MR STCCKMAN | knew you were going to
18 in Indianapolis and sitting for nmonths | ooking 18 have a fol | ow up.
19 for docunents. 19 REDI RECT EXAM NATI ON
20 M. FUSCQ But |'mtalking about 20 BY M. FUSQO
21 specifically under this court order, the 21 Q@ Wois Liz MKinley?
22 documents -- 22 M STOCKMAN Liz -- oh. You can ask
23 M STCCKMWN  (h, no. No. The docunent 23 her .
24 -- it doesn't say anything about -- 24 THE WTNESS:  Liz MKinley is the manager
25 Ms. FUSCQ  Produce docunents. 25 of regulatory -- well, was the manager of
Page 95 Page 97
1 MR STOKMAN  That's production. That's | 1 regulatory affairs. Qurrently sheis a
2 production under any -- any court order. In 2 director in our nursing department for our
3 any event -- 3 medi cal surgical units. She previously was in
4 M5. FUSCO W're not agreeing to that. 4 the departnent as a manager, and then a
5 M STCCKMWN R ght, because -- well, 5 director of regulatory affairs.
6 never mnd. So we can clarify all of this 6 BY M. FUSQ
7 after the deposition is over. Are you finished | 7 Q@  And she was manager of regulatory affairs
8 for today? 8 when?
9 M5 FUSCO  Yes, I'mfinished for today. 9 A | think she was hired in'05 | don't --
10 MR STOKMAN  Anyone? 10 I'm-- that's ny menory. She was in the departnent
11 M DRRY: No questions. 11 when | started in Decenber of 2006, and then she
12 MR STCCKMAN | have fol | ow up. 12 left for that newposition, | think it was January
13 CROSS EXAM NATI ON 13 2014.
14 BY MR STOKMAN 14 Q@ Soyou did not knowthat this report was
15 Q | want you to assune that the 2008 notice |15 sent via email to Liz MKinley in regulatory
16 was sent via email to Liz MKinley. Does the fact 16 affairs; is that correct? | believe that's what
17 that you cannot find -- that the hospital can't find |17 counsel represented.
18 any folder with the 2008 notice nean that it 18 MR STCCKMAN  Yeah.
19 definitively was not sent to her? 19 M5 FUSCO  Rght.
20 A N 20 THE WTNESS:  Yeah, | did not know
21 Q Al right. Do you know whether or not 21 BY M5, FUSQQ
22 there woul d be any clinical followup wth regard to |22 Q (kay. Do you know what Liz MKinley woul d
23 a update on serious conplications associated with 23 have done with this notification?
24 transvaginal placenent of surgical nesh -- |'m 24 A Generally what | outlined as the process
25 sorry. That's the wong title. Let ne ask that 25 would apply here, whichis, if -- if we got this
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1 type of public health notification on this device, !
2 or any other device, we are not the clinical z
3 experts, and we woul d have to go to the clinical 3 ' RUTH CARDIELLG have read the foregoing
4 eXpertS and a.Sk themfor their gU| dance regardi ng 4 pages, and find the answers to the questions therein
5 V\hat Sh0U|d be done Wth thl S type Of al ert or 5 contained to be true and correct, with the exception of
6 noti ce. 6 changes, if any, as nmay be noted on the Correction Page.
7 Q Andit starts with the chair of the !
8 departnent; is that correct? 8
9 A Yeah. But it nay not be the chair in °
10 certain areas. It nay be the division director. If |*° ™ RUTH CARDIELLO
11 it's an orthopedic device, yes, we could start with |**
12 the Chai r, but we nay al ) aSk the dl Vi Si on 12 Subscri bed and sworn to before nme this____day
13 director, because that is his or her specialty. B 2015
14 Q Roght. Soif the division director -- if |*
15 there was a division director of urogynecology who |*°
16  happened to be inplanting pelvic mesh product, that |*°
17 physician woul d be the obvious person to go toto |*’
18 talk about this; is that right? 18
19 A Rght, inaddition to or in conjunction 19 Kot ary PublITC
20 with the chair, yes. 20
21 Q Cka.y 21 My Conmi ssi on Expires:
22 M. FUSCO That's it. 22
23 MR STOCKMW  kay. | have nothing el se. |?°
24 M5 FUSOQ  Ckay. 2
25 MR STOKMAN  Thank you. %

Page 99 Page 101
1 ,\B. Fm Thank yOU. 1 STATE OF CONNECTI CUT )
2 (Time noted: 12:02 p.m) 2 Ny rammEp ) o e
3 * % % 3 |, Deborah R Ponponio, a Registered Merit Reporter
4 4 and Notary Public within and for the State of Connecticut,
5 5 do hereby certify that the within deposition of RUTH
6 6 CARDI ELLO was hel d before nme on the 29th day of June, 2015.
7 7 I further certify that the witness was first sworn by
8 8 me to tell the truth, the whole truth and nothing but the
9 9 truth, and was exani ned by counsel, and his testinony was
10 10 recorded stenographically by ne, it was reduced to
11 11 typewriting under ny supervision, and | hereby submt that
12 12 the within contents of said deposition are true and accurate
13 13 to the best of ny ability.
14 14 I further certify that | amnot a relative of nor an
15 15 attorney for any of the parties connected with the aforesaid
16 16 exam nation, nor otherwi se interested in the testinony of
17 17 the witness.
18 18 Dat ed at Danbury, Connecticut, the 1st day of July,
19 19 2015.
20 20
21 2 Deborah R Ponponi o, RMR
2 i cr Lo R

23
gj 24 (My Conmi ssion expires January 31, 2020.)
25

N
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Dear Staff,

One of the principal guidelines we use as an
organization to demonstrate our commitment
to upholding the trust and confidence of our
community, is the code of conduct we all
adhere to on a daily basis. As part of our
ongoing corporate compliance efforts, we spent
the last year developing a code of conduct in
order to enhance the organization’s high-level
of ethical standards.

This code has been developed and adopted by the Board of Directors to
state clearly the behaviors we will each follow and look for in the conduct
of others. It is grounded in our core values—teamwork, compassion,
integrity, respect and accountability—with the understanding that those
who follow its guidelines will truly be living those values in their
activities at Stamford Hospital. The code impacts everyone associated
with the hospital—employees, contractors, members of the medical staff,
students and volunteers.

Over the next year, we will all become more familiar with the new code
of conduct as it will be discussed at staff meetings, promoted in Newsline,
introduced in new employee orientation and become part of the annual

mandatory regulatory training for all employees. More importantly, it will

be exemplified in all our behaviors.

As always, if you have any questions or concerns on any compliance
matters, you can contact Ruth Cardiello, Corporate Compliance Officer
at ext. 7533, or you can make an anonymous call through the confidential

compliance hotline at 1.800.826.6762.

Brian Grissler

President & CEO

Introduction

Stamford Hospital is committed to ensuring that all employees share in the
responsibility for keeping the Hospital in full compliance with all laws and
regulations governing ethical business practices. This brochure explains the
expected behavior and conduct of all employees, volunteers, members of the

Board of Directors and members of the Hospital’s medical staff in our workplace.

This is your copy of the System’s Code of Conduct. It has been designed to be a

clear and concise guide. Please familiarize yourself with it to ensure understanding.

This Code of Conduct addresses various issues including the following:

e Patient care

Confidentiality

e Compliance with laws and regulations

Conflicts of interest

Coding and billing integrity

Workplace safety

Workplace conduct including discrimination

® Protection of assets

Use of patient information

This Code of Conduct is a broad guideline which is reinforced in greater detail
by the various policy and procedure manuals utilized throughout the Hospital.
It is the responsibility of every employee, volunteer, member of the Board of
Directors and medical staff member to act in a manner consistent with this

Code, the values and principles it expresses, and its supporting policies.

The Hospital’s Code of Conduct is a “living document” that will be updated
periodically. If you have suggestions, recommendations or ideas for improving

the Code, please contact the Corporate Compliance office at 203.276.7533.

Code of Conduct | 1| (-)



Stamford Hospital will:

Provide Excellent Patient Care. Providing quality of care, while respecting

the rights of patients, is the central focus of the Hospital. We are committed to
providing services that meet and exceed patient expectations while focusing on
continuous improvement of quality. Stamford Hospital employees will treat all
with a spirit of kindness, patience and understanding. Each patient should be
respected, with their needs and desires considered as health care decisions are
made. Steps shall be taken so that each patient understands his or her treatment
needs and options, treatment methods utilized, and treatment outcomes.
Stamford Hospital will provide services in a manner that does not discriminate
against any person because of age, race, religion, gender, sexual orientation,
disability, national origin, ability to pay or for any other reason prohibited by
applicable Federal and State law. At all times, competent and qualified individuals
will provide appropriate, medically necessary care, while considering the safety

and well being of the patients.

Stamford Hospital shall provide an appropriate medical screening examination

to any individual who seeks emergency medical treatment, regardless of ability to
pay, and such further medical examination or treatment as required to stabilize
any emergency medical condition, or provide a medically appropriate transfer, and
will not delay a medical screening examination, or any further examination and
treatment required, in order to inquire about the individual’s method of payment,

ability to pay or insurance status.

Protect Confidential Information. Stamford Hospital is committed to maintaining
the confidentiality of patient, personnel, financial and other proprietary
information in accordance with applicable legal and ethical standards. Any use or
disclosure of any patient information that is not in compliance with Federal and

State law, and the Hospital’s policies and procedures, is strictly prohibited.
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Comply with the Laws, Regulations and Accreditation and Internal Standards.
Stamford Hospital is subject to numerous local, Federal and State laws, regulations
and internal standards pertaining to all aspects of its operation. All employees
are required to understand and abide by those laws, regulations and standards
which are applicable to them in the performance of their jobs. All employees
must be knowledgeable about, and ensure compliance with, all laws and
regulations applicable to the performance of their job, and performance
evaluations will take these factors into account. It is the responsibility of each
employee to immediately report any violations or suspected violations of any
legal requirements or accreditation standards to a supervisor, administrator
and/or the Compliance Officer. All employees will deal with accrediting and

regulatory bodies in a direct, open and honest manner.

Adhere to Anti-Referral and Health Care Fraud and Abuse Legislation.
All employees of Stamford Hospital are required to comply with any and all
laws which prohibit health care fraud and abuse. We shall not engage in any
illegal or unethical business practices. Contractual/financial arrangements
with physicians, vendors, third party payors, managed care organizations or
other referral sources will be structured to ensure compliance with applicable
Federal and State laws and regulations, fulfill the mission of the Hospital, and
be in the best interests of the Hospital and the patients we serve. Stamford
Hospital expects employees to refrain from conduct that violates Federal and
State anti-kickback statutes, as well as the “Stark” physician self-referral laws
and regulations. Simply put, we do not pay for referrals or otherwise unlawfully

attempt to induce referrals to the Hospital.
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Activities that are prohibited include, but are not limited to:

¢ Intentionally or knowingly making false or fraudulent claims for payment

or approval;

e Offering or receiving anything of value (cash or in kind) as an inducement

to make a referral for the furnishing of any item or service;

e Offering or receiving anything of value (cash or in kind) as an inducement
or in return for the purchasing, leasing, ordering, or arranging for or

recommending the purchasing of any goods, facility, service or item; and,

e Submitting false information for the purpose of gaining or retaining the right

to participate in a plan or obtain reimbursement for services.

Avoid Inappropriate Gifts & Gratuities. Employees are prohibited from
soliciting or accepting tips, personal gratuities or gifts from patients, vendors,
contractors and other third parties. Employees may, however, accept unsolicited
non-monetary gratuities or gifts of a nominal value, such as cookies, flowers

or candy if the gift would not influence, or reasonably appear to others to be
capable of influencing, the employee’s business judgment. If the value of the
gifts are over $300, as per Stamford Hospital policy, or there is any question
regarding whether acceptance of the gift would comply with Stamford Hospital
policies, the employee must seek prior approval from the Corporate Compliance
Office or refuse the gift and promptly return the gift to the vendor or patient.
Employees shall not offer or give money, services or other things of value with
the expectation of influencing the judgment or decision making process of any

purchaser, vendor, patient, governmental official or any other person.
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Avoid Conflicts of Interest. It is the policy of Stamford Hospital to prohibit

its employees and other associates from engaging in any activity, practice, or

act which conflicts with, or appears to conflict with, the interests of Stamford
Hospital, or its patients. Employees are expected to conduct the business of

the Hospital to the best of their ability and for the benefit of the Hospital and
its patients. Employees must be careful not to create any conflicts of interest
(actual or perceived). The policy also requires board members, officers, senior
leaders, medical staff leaders, committee members and other individuals as
appropriate to disclose any potential conflict of interest they or their immediate
family may have, including any interest in or relationship with any individual
or organization which does business with Stamford Hospital or which competes
with Stamford Hospital. Stamford Hospital manages its contractor and supplier
relationships in a fair and reasonable manner, consistent with all applicable laws
and good business practices. Our selection of contractors, suppliers, and vendors
will be made on the basis of objective criteria, and not on personal relationships

and friendships.

Coding and Billing Integrity. Stamford Hospital is committed to the proposition
that all payments and other transactions must be properly documented and
authorized by management. Employees are expected to adhere to the rules and
regulations regarding documentation. All transactions must be accurately and
completely supported in the Hospital’s books and records. Further, all billing
practices and compilation of, and filing of, cost reports must comply with all
Federal and State laws and regulations. Activities that are prohibited, but not

limited to, include:

¢ Knowingly submitting a claim or bill for services that were not rendered or
accurately described on the claim form or statement, nor shall we

misrepresent services which were rendered, or alter a medical record;
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e Submitting a claim requesting payment or bill a third party for medically
unnecessary services, or seek reimbursement for a service that is not
warranted by the patient’s current medical condition as documented in the

medical record and physician’s orders;

¢ Knowingly submitting claims for payment that have not been properly coded,

documented or billed according to applicable laws and regulations;

e Submitting bills in a piecemeal or fragmented fashion to maximize
reimbursement for various test or procedures that are required to be billed
together and therefore at a reduced cost (“unbundling”), nor billing
separately for each component of a group of procedures that are commonly
used together for which Medicare and/or Medicaid provides a special

reimbursement rate; or

¢ Submitting more than one claim for the same service or submitting a bill to

more than one primary payor at the same time (“duplicate billing”).

Employees shall assist Stamford Hospital in identifying and appropriately
resolving any coding and billing issues or concerns identified. Stamford Hospital

will refund overpayments made by a Federal health care program or other payor.

Keep Accurate and Complete Records. It is essential that Stamford Hospital
report accurate information to governmental entities and other third
parties. In order to meet this obligation, it is equally essential that every
employee accurately and clearly report the relevant facts or the true nature
of a transaction. No employee should knowingly or with reckless disregard
for the truth make any false or misleading statement on any form or to any
other officer, employee or auditor for Stamford Hospital. All patient records
must meet the documentation standards required for quality care and to meet

reimbursement regulations. Employee travel and entertainment related expenses
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must be accurately documented and supported when seeking reimbursement
from the hospital. All medical and business documents and records are retained

in accordance with the law and Stamford Hospital’s record retention policy.

Conduct Political Activities According to the Law. Stamford Hospital
expects each of its employees to refrain from engaging in activity that may
jeopardize the tax exempt status of the Hospital. Stamford Hospital funds

or resources may not be used to contribute to political campaigns or for gifts
or payment to any political party or any political organization. Stamford
Hospital does not participate or intervene in (including the publishing or
distributing of statements) any political campaign on behalf of or in opposition
to any candidate for public office. While the Hospital supports employee
participation in the political process, employees are not permitted to use
positions in Stamford Hospital to try to influence the personal decisions of
others to contribute or otherwise support political parties or candidates except
as lawfully permitted through political action committees. Stamford Hospital
may participate in lobbying activities or advocating the passage or defeat of
certain legislation that pertains to issues that affect the healthcare community
and as such complies with the state’s ethics requirements. Lobbying activities,
or advocating the passage or defeat of certain legislation, shall not constitute a

substantial part of the activities of Stamford Hospital.

Protect the Environment. It is the policy of Stamford Hospital to comply
with all Federal and State laws protecting the environment. Employees shall
dispose of all waste and other materials and store all chemicals and substances
in accordance with applicable laws and regulations. It is important to file all
necessary environmental reports accurately and promptly and to cooperate fully

with all governmental authorities in the event of an environmental incident.
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Provide a Safe Workplace. It is the policy of Stamford Hospital to comply
with all applicable Federal and State laws designed to improve workplace safety.
Stamford Hospital is committed to training employees to carry out their work
in a manner that is safe for them, their coworkers and the patients they serve.
We shall ensure high-quality healthcare through the provision of educational

training and teaching experiences for all employees.

Not Tolerate Harassment or Discrimination. Stamford Hospital recognizes
that all employees, regardless of job classification, belong to a knowledgeable
and skilled health team which contributes to patient care. We want to create a
caring and positive environment in which all employees are treated fairly. It is
Stamford Hospital’s policy not to discriminate on the basis of race, color, religion,
national origin, age, disability, sexual orientation or gender in providing services
to patients or the public, nor in relation to employment practices. Furthermore,
Stamford Hospital prohibits harassment of its employees in any form by

supervisors, coworkers, patients, medical staff members or vendors.

Safeguard and Appropriately Use Assets. All employees are charged with
protecting and preserving Stamford Hospital’s assets and resources by following
procedures to prevent their loss, theft or unauthorized use. Further, Stamford
Hospital and its employees must make every effort possible to ensure that the
property of our patients is safeguarded. Stamford Hospital shall ensure that

the assets of the Hospital are used properly and in a manner that supports the
best interests of the organization and its patients. No part of the net earnings
of Stamford Hospital shall be used for the benefit of, or be distributed to, its
Directors, Executive Staff, employees or other private persons having directly or
indirectly any personal or private interest in the activities of Stamford Hospital,
except to the extent that such payments constitute reasonable compensation for

services rendered in the necessary course of Stamford Hospital’s business.
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Protect Access to Information Systems. Stamford Hospital is committed

to protecting all aspects of its information systems. All employees and other
associates with access to Stamford Hospital’s computerized information
system shall abide by Stamford Hospital’s Policies, including the protection of
confidential user-ids and passwords. All computers, PDA’s, pagers, communication
systems, electronic mail, fax, networks (including internet access) and voicemail

are the property of Stamford Hospital and are to be used for business purposes only.

Adhere to Intellectual Property Laws. Stamford Hospital is committed
to adhering to all applicable intellectual property laws. All software used in
connection with Stamford Hospital’s business must be properly licensed and
used in accordance with that license. Additionally, Stamford Hospital will
respect the intellectual property and copyright laws regarding books, trade

journals, magazines and other applicable resources.

If anyone has any questions or concerns on any compliance matters, you
may raise your concern to the Corporate Compliance office at 203.276.7533
or the Corporate Compliance Hotline at 1.800.826.6762. Retaliation for
raising concerns is unlawful and will not be tolerated by Stamford Hospital.
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FDA Public Health Notification: Serious Complications Associated
with Transvaginal Placement of Surgical Mesh in Repair of Pelvic
Organ Prolapse and Stress Urinary Incontinence

For updated information about Surgical Mesh for Pelvic Organ Prolapse, see: UPDATE on Serious
Complications Associated with Transvaginal Placement of Surgical Mesh for Pelvic Organ Prolapse,
released July 13, 2011.

Public Health Notifications
(Medical Devices)

Issued: October 20, 2008
Dear Healthcare Practitioner:

This is to alert you to complications associated with transvaginal placement of surgical mesh to treat Pelvic

Organ Prolapse (POP) and Stress Urinary Incontinence (SUI). Although rare, these complications can have

serious consequences. Following is information regarding the adverse events that have been reported to the
FDA and recommendations to reduce the risks.

Nature of the Problem

Over the past three years, FDA has received over 1,000 reports from nine surgical mesh manufacturers of
complications that were associated with surgical mesh devices used to repair POP and SUI. These mesh
devices are usually placed transvaginally utilizing tools for minimally invasive placement.

The most frequent complications included erosion through vaginal epithelium, infection, pain, urinary problems,
and recurrence of prolapse and/or incontinence. There were also reports of bowel, bladder, and blood vessel
perforation during insertion. In some cases, vaginal scarring and mesh erosion led to a significant decrease in
patient quality of life due to discomfort and pain, including dyspareunia.

Treatment of the various types of complications included additional surgical procedures (some of them to
remove the mesh), IV therapy, blood transfusions, and drainage of hematomas or abscesses.

Specific characteristics of patients at increased risk for complications have not been determined. Contributing
factors may include the overall health of the patient, the mesh material, the size and shape of the mesh, the
surgical technique used, concomitant procedures undertaken (e.g. hysterectomy), and possibly estrogen status.

Recommendations
Physicians should:

o Obtain specialized training for each mesh placement technique, and be aware of its risks.

« Be vigilant for potential adverse events from the mesh, especially erosion and infection.

o Watch for complications associated with the tools used in transvaginal placement, especially bowel, bladder
and blood vessel perforations.

« Inform patients that implantation of surgical mesh is permanent, and that some complications associated with
the implanted mesh may require additional surgery that may or may not correct the complication.

« Inform patients about the potential for serious complications and their effect on quality of life, including pain
during sexual intercourse, scarring, and narrowing of the vaginal wall (in POP repair).

o Provide patients with a written copy of the patient labeling from the surgical mesh manufacturer, if available.

Additional patient information can be found on the following FDA Consumer website.
Reporting Adverse Events to FDA

FDA requires hospitals and other user facilities to report deaths and serious injuries associated with the use of
medical devices. If you suspect that a reportable adverse event was related to the use of surgical mesh, you
should follow the reporting procedure established by your facility.

We also encourage you to report adverse events related to surgical mesh that do not meet the requirements for
mandatory reporting. You can report directly to MedWatch, the FDA Safety Information and Adverse Event
Reporting program online, by phone at 1-800-FDA-1088, or obtain the fillable form online, print it out and fax to
1-800-FDA-0178 or mail to MedWatch, 5600 Fishers Lane, Rockville, MD 20852-9787.

Getting More Information

FDA Medical Device Public Health Notifications are available on the Internet. You can also be notified through
email each time a new Public Health Notification is added to our web page. To subscribe, visit:
http://service.govdelivery.com/service/subscribe.html?code=USFDA_39.

Sincerely,

Daniel G. Schultz, MD
Director
Center for Devices and Radiological Health
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Food and Drug Administration

If you have questions about this Notification, please contact FDA's Division of of Small Manufacturers,
International and Consumer Assistance (DSMICA) by e-mail at dsmica@fda.hhs.gov or by phone at 1-800-638-
2041 or 301-796-7100
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FDA Safety Communication: UPDATE on Serious Complications Associated
with Transvaginal Placement of Surgical Mesh for Pelvic Organ Prolapse

Date Issued: July 13, 2011

Audience:

« Health care providers who implant surgical mesh to repair pelvic organ prolapse and/or stress urinary incontinence

* Health care providers involved in the care of patients with surgical mesh implanted to repair pelvic organ prolapse and/or stress urinary incontinence

« Patients who are considering or have received a surgical mesh implant to repair pelvic organ prolapse and/or stress urinary incontinence

Medical Specialties: gynecology, urogynecology, urology, general surgery, internal medicine, family practice, emergency medicine

Device:

Surgical mesh is a medical device that is generally used to repair weakened or damaged tissue. It is made from porous absorbable or non-absorbable synthetic material or
absorbable biologic material. In urogynecologic procedures, surgical mesh is permanently implanted to reinforce the weakened vaginal wall to repair pelvic organ prolapse

or to support the urethra to treat urinary incontinence.

Background:
Pelvic Organ Prolapse

Pelvic organ prolapse (POP) occurs when the tissues that hold the pelvic organs in place become weak or stretched. Thirty to fifty percent of women may experience POP
in their lifetime with 2 percent developing symptoms. When POP happens, the organs bulge (prolapse) into the vagina and sometimes prolapse past the vaginal opening.
More than one pelvic organ can prolapse at the same time. Organs that can be involved in POP include the bladder, the uterus, the rectum, the top of the vagina (vaginal

apex) after a hysterectomy, and the bowel.

Stress Urinary Incontinence

Stress urinary incontinence (SUI) is a leakage of urine during moments of physical activity, such as coughing, sneezing, laughing, or exercise.

Purpose:

On Oct. 20, 2008, the FDA issued a Public Health Notification and Additional Patient Information on serious complications associated with surgical mesh placed through

the vagina (transvaginal placement) to treat POP and SUI.

Based on an updated analysis of adverse events reported to the FDA and complications described in the scientific literature, the FDA identified surgical mesh for

transvaginal repair of POP as an area of continuing serious concern.

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm262435.htm
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The FDA is issuing this update to inform you that serious complications associated with surgical mesh for transvaginal repair of POP are not rare. This is a change from
what the FDA previously reported on Oct. 20, 2008. Furthermore, it is not clear that transvaginal POP repair with mesh is more effective than traditional non-mesh repair in
all patients with POP and it may expose patients to greater risk. This Safety Communication provides updated recommendations for health care providers and patients and
updates the FDA’s activities involving surgical mesh for the transvaginal repair of POP.

The FDA continues to evaluate the effects of using surgical mesh to repair SUI and will communicate these findings at a later date.

For detailed information, please see: Urogynecologic Surgical Mesh: Update on the Safety and Effectiveness of Transvaginal Placement for Pelvic Organ Prolapse.

Summary of Problem and Scope:

In the Oct. 20, 2008 FDA Public Health Notification, the number of adverse events reported to the FDA for surgical mesh devices used to repair POP and SUI for the
previous 3-year period (2005 —2007) was “over 1,000.” Since then, from Jan. 01, 2008 through Dec. 31, 2010, the FDA received 2,874 additional reports of complications
associated with surgical mesh devices used to repair POP and SUI, with 1,503 reports associated with POP repairs and 1,371 associated with SUI repairs. Although it is
common for adverse event reporting to increase following an FDA safety communication, we are concerned that the number of adverse event reports remains high.

From 2008 — 2010, the most frequent complications reported to the FDA for surgical mesh devices for POP repair include mesh erosion through the vagina (also called
exposure, extrusion or protrusion), pain, infection, bleeding, pain during sexual intercourse (dyspareunia), organ perforation, and urinary problems. There were also reports
of recurrent prolapse, neuro-muscular problems, vaginal scarring/shrinkage, and emotional problems. Many of these complications require additional intervention,
including medical or surgical treatment and hospitalization.

In order to better understand the use of surgical mesh for POP and SUI, the FDA conducted a systematic review of the published scientific literature from 1996 — 2011 to
evaluate its safety and effectiveness. The review showed that transvaginal POP repair with mesh does not improve symptomatic results or quality of life over traditional
non-mesh repair. The FDA continues to evaluate the literature for SUT surgeries using surgical mesh and will report about that usage at a later date.

In particular, the literature review revealed that:

* Mesh used in transvaginal POP repair introduces risks not present in traditional non-mesh surgery for POP repair.

* Mesh placed abdominally for POP repair appears to result in lower rates of mesh complications compared to transvaginal POP surgery with mesh.

* There is no evidence that transvaginal repair to support the top of the vagina (apical repair) or the back wall of the vagina (posterior repair) with mesh provides any
added benefit compared to traditional surgery without mesh.

* While transvaginal surgical repair to correct weakened tissue between the bladder and vagina (anterior repair) with mesh augmentation may provide an anatomic
benefit compared to traditional POP repair without mesh, this anatomic benefit may not result in better symptomatic results.

The FDA’s literature review found that erosion of mesh through the vagina is the most common and consistently reported mesh-related complication from transvaginal
POP surgeries using mesh. Mesh erosion can require multiple surgeries to repair and can be debilitating for some women. In some cases, even multiple surgeries will not
resolve the complication.

Mesh contraction (shrinkage) is a previously unidentified risk of transvaginal POP repair with mesh that has been reported in the published scientific literature and in
adverse event reports to the FDA since the Oct. 20, 2008 FDA Public Health Notification. Reports in the literature associate mesh contraction with vaginal shortening,
vaginal tightening and vaginal pain.

Both mesh erosion and mesh contraction may lead to severe pelvic pain, painful sexual intercourse or an inability to engage in sexual intercourse. Also, men may
experience irritation and pain to the penis during sexual intercourse when the mesh is exposed in mesh erosion.

The complications associated with the use of surgical mesh for POP repair have not been linked to a single brand of mesh.
Recommendations for Health Care Providers:

As stated in the Oct. 20, 2008 Public Health Notification, the FDA continues to recommend that health care providers should:

Obtain specialized training for each mesh placement technique, and be aware of the risks of surgical mesh.

Be vigilant for potential adverse events from the mesh, especially erosion and infection.

Watch for complications associated with the tools used in transvaginal placement, especially bowel, bladder and blood vessel perforations.

Inform patients that implantation of surgical mesh is permanent, and that some complications associated with the implanted mesh may require additional surgery that
may or may not correct the complication.

Inform patients about the potential for serious complications and their effect on quality of life, including pain during sexual intercourse, scarring, and narrowing of
the vaginal wall in POP repair using surgical mesh.

Provide patients with a copy of the patient labeling from the surgical mesh manufacturer if available.

In addition, the FDA also recommends that health care providers:

» Recognize that in most cases, POP can be treated successfully without mesh thus avoiding the risk of mesh-related complications.
* Choose mesh surgery only after weighing the risks and benefits of surgery with mesh versus all surgical and non-surgical alternatives.
+ Consider these factors before placing surgical mesh:
o Surgical mesh is a permanent implant that may make future surgical repair more challenging.
° A mesh procedure may put the patient at risk for requiring additional surgery or for the development of new complications.
o Removal of mesh due to mesh complications may involve multiple surgeries and significantly impair the patient’s quality of life. Complete removal of mesh
may not be possible and may not result in complete resolution of complications, including pain.
o Mesh placed abdominally for POP repair may result in lower rates of mesh complications compared to transvaginal POP surgery with mesh.
* Inform the patient about the benefits and risks of non-surgical options, non-mesh surgery, surgical mesh placed abdominally and the likely success of these
alternatives compared to transvaginal surgery with mesh.
* Notify the patient if mesh will be used in her POP surgery and provide the patient with information about the specific product used.
* Ensure that the patient understands the postoperative risks and complications of mesh surgery as well as limited long-term outcomes data.

Recommendations for Patients:

Before Surgery

Be aware of the risks associated with surgical mesh for transvaginal repair of POP. Know that having a mesh surgery may put you at risk for needing additional surgery due
to mesh-related complications. In a small number of patients, repeat surgery may not resolve complications.

Ask your surgeon about all POP treatment options, including surgical repair with or without mesh and non-surgical options, and understand why your surgeon may be
recommending treatment of POP with mesh.

In addition, ask your surgeon these questions before you agree to have surgery in which surgical mesh will be used:
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Are you planning to use mesh in my surgery?

Why do you think I am a good candidate for surgical mesh?

Why is surgical mesh being chosen for my repair?

‘What are the alternatives to transvaginal surgical mesh repair for POP, including non-surgical options?

What are the pros and cons of using surgical mesh in my particular case? How likely is it that my repair could be successfully performed without using surgical
mesh?

Will my partner be able to feel the surgical mesh during sexual intercourse? What if the surgical mesh erodes through my vaginal wall?

If surgical mesh is to be used, how often have you implanted this particular product? What results have your other patients had with this product?
What can I expect to feel after surgery and for how long?

Which specific side effects should I report to you after the surgery?

What if the mesh surgery doesn’t correct my problem?

If I develop a complication, will you treat it or will I be referred to a specialist experienced with surgical mesh complications?

If I have a complication related to the surgical mesh, how likely is it that the surgical mesh could be removed and what could be the consequences?
If a surgical mesh is to be used, is there patient information that comes with the product, and can I have a copy?

After Surgery

+ Continue with your annual and other routine check-ups and follow-up care. There is no need to take additional action if you are satisfied with your surgery and are
not having complications or symptoms.

* Notify your health care provider if you have complications or symptoms, including persistent vaginal bleeding or discharge, pelvic or groin pain or pain with sex, that
last after your follow-up appointment.

* Let your health care provider know you have surgical mesh, especially if you plan to have another surgery or other medical procedures.

* Talk to your health care provider about any questions you may have.

If you had POP surgery, but do not know whether your surgeon used mesh, ask your health care provider at your next scheduled visit.

FDA Activities:
The FDA is working in several areas to assess and improve the safety and effectiveness of urogynecologic mesh products. The FDA will:

» Convene the Obstetrics-Gynecology Devices Panel of the Medical Device Advisory Committee, on September 8-9, 2011.The panel will discuss and make
recommendations regarding the safety and effectiveness of transvaginal surgical mesh for POP and SUI.

» Explore regulatory solutions to answer questions about the safety and effectiveness of urogynecologic mesh products that are now being marketed and those that will
be reviewed for marketing in the future.

« Continue to monitor adverse events reported to FDA associated with surgical mesh used to repair POP and SUI, as well as assessing any and all data as it becomes
available.

Reporting Problems to the FDA:

Prompt reporting of adverse events can help the FDA identify and better understand the risks associated with medical devices. If you suspect a problem with surgical mesh,
we encourage you to file a voluntary report through MedWatch, the FDA Safety Information and Adverse Event Reporting program. Health care personnel employed by
facilities that are subject to the FDA's user facility reporting requirements should follow the reporting procedures established by their facilities. Device manufacturers must

comply with the Medical Device Reporting (MDR) regulations.

To help us learn as much as possible about the adverse events associated with surgical mesh to repair POP and SUI, please include the following information in your
reports, if available:

* Manufacturer's name

Product name (brand name)

Catalog number

Lot number

Size

Date of implant

Date of explant (if mesh was removed)

Details of the adverse event and medical and/or surgical interventions (if required)

Type of procedure (e.g., anterior or posterior repair, sacral colpopexy, sling procedure for SUI)
Surgical approach: (e.g., vaginal, abdominal, laparoscopic)

Reason for mesh implantation: (e.g., POP of the uterus, bladder, rectum, vaginal apex or bowel, SUI)
Specific postoperative symptoms experienced by the patient with time of onset and follow-up treatment

Contact Information:
If you have questions about this communication, please contact the Division of Small Manufacturers, International and Consumer Assistance (DSMICA) at
DSMICA@FDA.HHS.GOV, 800-638-2041 or 301-796-7100.

This document reflects the FDA's current analysis of available information, in keeping with our commitment to inform the public about ongoing safety reviews of medical
devices.

Additional Information

» Urogynecologic Surgical Mesh Implants
» Urogynecologic Surgical Mesh: Update on the Safety and Effectiveness of Transvaginal Placement for Pelvic Organ Prolapse (July 2011) (PDF - 243KB)
* Press Release: Surgical placement of mesh to repair pelvic organ prolapse poses risks

» Federal Register Notice: Urogynecologic Surgical Mesh
» Federal Register Notice Amendment: Urogynecologic Surgical Mesh

Page Last Updated: 06/18/2013
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

FDA

» Accessibility
» Careers

* FDA Basics

* FOIA

¢ No Fear Act
* Site Map
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              S T I P U L A T I O N S

     IT IS HEREBY STIPULATED AND AGREED by and between

counsel for the parties that the proof of the official

authority of the Notary Public before whom this deposition

is taken is waived;

     IT IS FURTHER STIPULATED AND AGREED that the reading

and signing of the deposition is not waived;

     IT IS FURTHER STIPULATED AND AGREED that notice of the

time and place of the taking of the deposition is waived;

     IT IS FURTHER STIPULATED AND AGREED that all

objections, except as to the form of the question, are

reserved until the time of trial.

                       * * *
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 1                       (Plaintiff's Exhibits 1 through

 2                  3 marked for identification.)

 3             THE COURT REPORTER:  Are there any

 4        stipulations for the record?

 5             MR. STOCKMAN:  We'd like to reserve the

 6        right to read and sign.

 7             MS. FUSCO:  Usual stips?

 8             MR. STOCKMAN:  Other than that, usual

 9        stips.

10             MR. DRURY:  That includes objection by one

11        is objection for all?

12             MR. STOCKMAN:  I don't know if that

13        includes that.

14             MS. FUSCO:  It actually doesn't.

15             MR. DRURY:  Right.  I mean, that's what

16        we've done in the past, right, can we agree?

17             MR. STOCKMAN:  That's fine.  That's good

18        with me.  Just means I get more objections.

19   R U T H  C A R D I E L L O,

20   30 Shelburne Road, Stamford, Connecticut,

21        called as a witness, after having been duly sworn, was

22        examined and testified as follows:

23                    DIRECT EXAMINATION

24   BY MS. FUSCO:

25        Q    Good morning, Ms. Cardiello.  My name is

�
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 1   Jacqueline Fusco, and I'm going to take your

 2   deposition today.

 3                  Have you ever been deposed before?

 4        A    No.

 5        Q    Okay.  Just some simple ground rules.

 6   It's going to be a "question and answer" type of

 7   session.  Try to listen to my question and answer

 8   the question.  If you don't understand the question,

 9   please let me know, and I can rephrase it.  If you

10   do answer the question, we're all going to -- we're

11   going to assume that you actually understood the

12   question and are answering it to the best of your

13   ability.  Try not to talk -- we'll try not to talk

14   over each other.  The court reporter is going to

15   take down everything that we say.  And it's very

16   difficult to create a record if more than one person

17   is speaking at one time.  Okay?

18        A    (Indicating.)

19        Q    Okay.

20             MR. SALIMBENE:  I don't mean to interrupt.

21        This is Mike on the line.  It's really choppy

22        on my end, almost likes there's a bad cell

23        phone connection, or something.  So I don't

24        know if there's anything you can do about that.

25             MR. STOCKMAN:  It could be because you're
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 1        typing, Mike, because we can hear you typing

 2        better than we can even hear Jackie.

 3             MR. SALIMBENE:  I'm sorry.

 4             MR. O'DEA:  I was just trying to text you,

 5        Mike, to put yourself on mute.

 6             MR. SALIMBENE:  Okay.

 7             MR. STOCKMAN:  So let us know if you can't

 8        hear.

 9             MR. SALIMBENE:  Yeah.

10             MS. FUSCO:  Should I shout?

11             MR. SALIMBENE:  Okay.  Thank you.

12             MS. FUSCO:  Sorry.  I feel like I'm

13        speaking so loudly.

14             THE WITNESS:  You can try the speaker

15        there.  It doesn't carry very far though.

16             MR. STOCKMAN:  Okay.  We'll just keep our

17        voices up too.

18             MS. FUSCO:  All right.  Can you hear me,

19        Mike?

20             MR. SALIMBENE:  Loud and clear now.

21             MS. FUSCO:  Okay.

22   BY MS. FUSCO:

23        Q    Okay.  Ms. Cardiello, what is your

24   position here at Stamford Hospital?

25        A    Vice-president for enterprise risk
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 1   management.

 2        Q    Okay.  And can you tell me what that

 3   means?

 4        A    I oversee the risk management program for

 5   the organization, which includes risk

 6   identification, the insurance program, both

 7   professional and general liability, and all the

 8   other types of insurance the organization has.  I

 9   oversee regulatory affairs.  I act as a claims

10   manager for our captive insurance company.  So I

11   select counsel, oversee litigation.  I'm also the

12   corporate compliance officer for the organization as

13   well.

14             MR. STOCKMAN:  Jackie, I have a CV.  I'm

15        not sure if we forwarded one to you, but I can

16        get them copied.

17             MS. FUSCO:  You did not.  Yeah.  That

18        would be great.

19             MR. STOCKMAN:  Okay.

20             MS. FUSCO:  Thanks.

21             MR. STOCKMAN:  Let me just get this copied

22        quickly.

23             MS. FUSCO:  Okay.

24             MR. STOCKMAN:  It will take two seconds.

25
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 1                       (Brief interruption in the

 2                  proceedings.)

 3             MR. STOCKMAN:  (Handing.)

 4             MS. FUSCO:  So we can mark this as four, I

 5        guess.

 6                       (Plaintiff's Exhibit 4 marked

 7                  for identification.)

 8   BY MS. FUSCO:

 9        Q    So why don't we go to Exhibit 1, which is

10   the letter from counsel regarding the topics that

11   Ms. Cardiello is going to be testifying on today.

12             MR. STOCKMAN:  Sure.

13             MS. FUSCO:  Okay.

14             MR. STOCKMAN:  Let me just put on the

15        record, while we designated Ruth originally on

16        risk management topics, based not only on what

17        risk management encompasses but on Sharon

18        Kiely's testimony, I just wanted to put on the

19        record that she is also here to talk about

20        adverse event alerts from the FDA, to the

21        extent that it involves her oversight of those,

22        medical device reporting and post market

23        surveillance, to the extent it -- she oversees

24        people that do that, regulatory compliance at

25        the Stamford Hospital, to the extent she
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 1        oversees people who are responsible for that,

 2        adverse event reporting policies and procedures

 3        as well.  I think those are all generally

 4        encompassed under risk management.

 5             MS. FUSCO:  Okay.

 6   BY MS. FUSCO:

 7        Q    Ms. Cardiello, now, you indicated several

 8   different areas that come under your --

 9        A    Uh-huh.

10        Q    -- risk management title.  The first one

11   was risk identification?

12        A    Uh-huh.

13             MR. STOCKMAN:  You've got to say yes or

14        no.

15   BY MS. FUSCO:

16        Q    Actually, yes, that was the one

17   instruction.  I knew I was forgetting something.

18   You have to answer out loud.

19        A    Yes.

20        Q    Okay.  Risk identification, could you

21   describe what that means?

22        A    We utilize several mechanisms to identify

23   risks in the organization.  The main one is an

24   electronic occurrence reporting system, where things

25   of potential concern or harm are reported by
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 1   employees and physicians in the organization.

 2        Q    Okay.  So, when we talk about risk, what

 3   risks are we talking about, as opposed to is it

 4   patient injury, is it risk of hacking the computer

 5   system?  What types of risks are we talking about

 6   here?

 7        A    The occurrence reporting system allows

 8   employees and physicians to enter, essentially, any

 9   kind of risk.  So it might be a security risk.  It

10   might be a privacy risk.  You mentioned HIPAA.  It

11   might be a clinical risk as well.

12        Q    Okay.

13        A    So, generally, those are the categories

14   that we would say, anything that potentially could

15   harm a patient, an employee, involves a piece of

16   equipment that malfunctions or doesn't work as

17   intended, or a visitor.

18        Q    Okay.

19        A    So that's pretty broad.

20        Q    Such as a puddle out by the front door?

21        A    Exactly.

22        Q    Okay.  Does risk involve anything to do

23   with the business portion of running the hospital?

24        A    When you say "the business portion," you

25   mean like the finance?
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 1        Q    Stuff like the finance or -- as opposed to

 2   being -- it appears that all the risk you identified

 3   are with the actual building and the people who work

 4   here and the patients?

 5        A    Correct.

 6        Q    But there are -- obviously, you bill for

 7   services provided.  Whether it's done here or

 8   somewhere else I don't know.  But would a risk

 9   involve -- would a risk involve something related

10   to, I guess, submitting a claim to an insurance

11   company?

12        A    No.

13        Q    Okay.  So it's purely based on, I guess,

14   in the facility here, in the building, risk -- it's

15   really risk of injury to people?  Would that be a

16   better way to clarify it?

17        A    Yes.

18        Q    Okay.

19        A    Yes.  I'm trying to think.  People.  Yes,

20   because it would also include employees --

21        Q    Right.

22        A    -- if there was an employee injury.

23        Q    Okay.  And it would include the HIPAA

24   risk.  So a violation of patient privacy, that --

25   we'll include that as a risk of injury to a person.
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 1        A    Correct.

 2        Q    Okay.  And then the second part was the

 3   insurance, professional and general liability.  Is

 4   that just liability for the hospital or -- just

 5   briefly describe that.

 6        A    Sure.  So we have -- essentially, the

 7   insurance program for the organization is what I

 8   handle in my office.  We have a portion of that

 9   insurance program that's self-insured, and that's

10   our professional and general liability.  So I handle

11   that from a case identification through to

12   litigation reserves, things like that.  And then we

13   have a set of insurance policies that are

14   commercially placed, for example, our property

15   insurance.  So we have a -- so that is within the

16   insurance.  So we have to report claims to those

17   insurance companies, as well.  That's done out of my

18   office.

19        Q    Claim being -- meaning what?  Not a claim

20   for services, but a claim for injury?

21        A    A claim just like you submit to your auto

22   insurance when you have -- your car gets hit, and

23   you get in a motor vehicle accident, you submit a

24   claim.  So it's for coverage, a claim for coverage.

25        Q    Like a liability coverage?
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 1        A    Yes.

 2        Q    Not just simple insurance payment for a

 3   claim as --

 4        A    No.

 5        Q    -- I'm submitting a claim?

 6        A    No.  It's on behalf of the Stamford Health

 7   System.

 8        Q    Okay.

 9        A    So the insurance program is overly -- it

10   covers all of the entities and operations of the

11   system.

12        Q    So do you have policies and procedures to

13   identify risks of a potential claim?

14             MR. STOCKMAN:  I'm not sure what you mean

15        by that.

16             THE WITNESS:  Yeah.  I don't -- I don't

17        understand the question.

18   BY MS. FUSCO:

19        Q    Okay.  So, if I'm understanding what you

20   described as a claim -- how do you identify a claim,

21   a potential claim?

22        A    As I mentioned before, the occurrence

23   reporting system.

24        Q    Okay.  But not every event that is

25   reported in that system becomes a claim; is that
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 1   correct?

 2        A    Correct.

 3        Q    Is there some sort of an analysis that is

 4   done to each complaint to determine whether it needs

 5   to be -- whether it's a potential claim?

 6        A    I wouldn't call it a complaint.  It's an

 7   occurrence report.  So they are reviewed.  When an

 8   occurrence report is submitted, the -- where the

 9   occurrence happened, for example, the clinical unit

10   it happened, it goes to the manager of that area,

11   simultaneously it gets to -- sent to the risk

12   management team as well.

13        Q    Okay.  So it was an occurrence --

14        A    Report.

15        Q    -- report.  Okay.  As opposed to a

16   complaint?

17        A    Right.

18        Q    Occurrence report.  Forgive me if I forget

19   that again.

20        A    That's okay.

21        Q    Okay.  So is there any system in place to

22   identify potential occurrences before they happen?

23             MR. STOCKMAN:  Objection.

24             You can answer.

25             THE WITNESS:  Possibly.  We could get
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 1        something in our occurrence reporting system,

 2        but generally not.

 3   BY MS. FUSCO:

 4        Q    Okay.  So let me be a little more

 5   specific.  I'll give you an example.  So if somebody

 6   mops the floors, they put out a sign that says "Wet

 7   Floor.  Be Careful."

 8        A    Uh-huh.

 9        Q    All right.  That's, I think, in policy and

10   procedures that are aimed at preventing an injury to

11   somebody, would you agree?

12        A    Yes.

13        Q    Okay.  So are there other policies in

14   place or procedures that would be implemented or

15   utilized to prevent clinical injuries in the

16   hospital?

17             MR. STOCKMAN:  Just objection.

18             You can answer.

19             THE WITNESS:  Are there policies and

20        procedures?  I still need clarification.  I

21        think I understand your question to be are

22        there policies and procedures in place that we

23        had in order to prevent injury to patients?

24             MS. FUSCO:  Yes.

25             THE WITNESS:  Yes, we do.
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 1   BY MS. FUSCO:

 2        Q    Okay.  Generally, if you could describe

 3   some of those policies and procedures.

 4        A    I think they are care specific and

 5   location specific.

 6        Q    Okay.

 7        A    Some that come to mind though that I am

 8   aware of that -- a timeout in the operating room.

 9   So, before a patient is brought in for surgery,

10   there's a set of procedures that they would follow

11   to make sure it's the right patient, right

12   procedure, everything that's done.  So that's one

13   example, I guess, I would give you.

14        Q    Okay.

15        A    Yes, there are procedures in place to

16   reduce the occurrence -- possibility of occurrence.

17        Q    Okay.  So now I'm going to give you the

18   same question regarding to the medical devices that

19   are implanted here at Stamford Hospital.  Is there

20   some sort of, I guess, a policy or procedure that

21   the hospital would go through to determine or to try

22   to assess the potential for injury for a

23   particular -- for any medical device that's

24   implanted here at Stamford Hospital?

25        A    Can you repeat the question?
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 1        Q    Okay.  I'll try to rephrase.

 2        A    Okay.

 3        Q    It's a little confusing.

 4                  So does the hospital have any policy

 5   whereby it's going to look at a medical device and

 6   assess potential risks and injuries and try to

 7   create a policy that's going to prevent potential

 8   injuries?

 9             MR. STOCKMAN:  Objection.

10             You can answer.

11             THE WITNESS:  The process for bringing in

12        devices -- so this a new device that's being

13        brought in, is that your question?

14   BY MS. FUSCO:

15        Q    Yes.

16        A    I don't have any --

17        Q    It could be a new device or it could be an

18   update on a device.

19        A    I don't have any knowledge about any

20   procedures around the introduction of devices to the

21   organization.

22        Q    So, for example, would -- if there's a new

23   device being introduced or wants to be introduced

24   into Stamford Hospital, would Stamford Hospital

25   confirm that the device is being legally sold?
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 1        A    I don't know.

 2        Q    Okay.  Do you know if Stamford Hospital

 3   would confirm if the medical device has the proper

 4   clearance or approval by the FDA?

 5        A    I don't know.

 6        Q    And I take it that's for now and back --

 7        A    Yeah, I don't know what the --

 8        Q    You don't know what the --

 9        A    I don't know what the process is, if we --

10   my assumption is we have a process.  I don't know

11   what the process is for bringing in new devices to

12   the organization.

13        Q    Okay.  So risk management does not have a

14   role in the new medical device approval process?

15        A    No.

16        Q    So, to your knowledge, there's no

17   assessment of a potential risk of injury for a

18   particular medical device?

19             MR. STOCKMAN:  Well, objection.  That's

20        sort of like the "Have you stopped beating your

21        wife?" question.  She has no knowledge of any

22        process.  So to say, so, to your knowledge

23        there's no process -- she doesn't know if

24        there's a process one way or the other.

25             MS. FUSCO:  Okay.
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 1        MR. STOCKMAN:  Right?

 2        MS. FUSCO:  Let's have Ms. Cardiello

 3   answer, if we could.

 4        MR. STOCKMAN:  I'll have her answer a fair

 5   question.

 6        MS. FUSCO:  I know.  But let's not tell

 7   her how to answer.

 8        MR. STOCKMAN:  I'm not telling her how to

 9   answer it.  The way it's phrased, artfully

10   though it was phrased, it can't be answered

11   without making it sound like the hospital has

12   shunned some obligation.

13        MS. FUSCO:  Well, to her knowledge.  You

14   know, it's -- you know, if there's an

15   obligation, the question is to her knowledge.

16   If she doesn't know, then she doesn't know, you

17   know.

18        MR. STOCKMAN:  Well, I'd appreciate it if

19   you would rephrase the question.

20        MS. FUSCO:  Now I've forgotten the

21   question.

22                  (Whereupon, the record was

23             read.)

24        MR. STOCKMAN:  Again, objection.

25        THE WITNESS:  I can't -- I can't answer
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 1        the question the way it's asked.

 2             MS. FUSCO:  Okay.

 3             THE WITNESS:  I'm not aware of the policy

 4        or process.

 5   BY MS. FUSCO:

 6        Q    Risk management does not assess a product?

 7        A    No, it does not.

 8        Q    Okay.  I guess for safety and efficacy?

 9        A    No, we do not.

10        Q    You do not.  Okay.  And you don't know if

11   anybody does?

12        A    I don't know.

13        Q    You don't know.  Okay.

14                  I think the next part of -- what's

15   encompassed in your risk management is regulatory

16   affairs.  So would part of risk management's job to

17   be -- to determine if a medical device is in

18   compliance with state, and federal, local

19   regulations?

20        A    If a medical device is -- I'm not sure I

21   can answer the question the way it's asked.  Do you

22   want me to tell you what regulatory --

23        Q    I was going to say, let's go back, and

24   tell me what "regulatory affairs" is.

25        A    Okay.  So, obviously, there are a number
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 1   of regulations that healthcare providers have to

 2   follow.  I probably break them into two categories:

 3   One is our life safety function, so the facilities,

 4   how they're constructed, right, life safety, fire

 5   alarms, building code.

 6        Q    So like the physical structure?

 7        A    Yeah, the physical structure.  That's

 8   facilities and engineering.  On the more

 9   clinically-oriented regulatory topics we handle, in

10   our office, the survey process.  We are surveyed --

11   we're surveyed by the Joint Commission.  We are

12   licensed by the health department.  So those types

13   of activities fall under the regulatory affairs,

14   responsibility that we -- that I have in my

15   department.  Reporting of adverse events to the

16   health department, to the FDA.  So survey

17   certification process.  I think that is relatively

18   complete.

19        Q    Okay.  So how do you know if an event

20   needs to be reported to DPH?

21        A    We have received notifications from the

22   health department regarding the required what they

23   call "adverse events."  And we work with counsel, as

24   well, to understand them and interpret them, and put

25   policies and procedures in place to make sure we're
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 1   complying.

 2        Q    So the adverse events -- let's talk about

 3   DPH.  So, in Connecticut, are they -- are they

 4   standardized, do you know, on a national level, or

 5   are these purely specific to Connecticut?

 6        A    They are state based.

 7        Q    Okay.

 8        A    I think they are based, though, on some

 9   national criteria.  It's called the "National

10   Quality Forum," but -- that's identified these

11   adverse events.  But it is a state law that we're

12   required to comply with.  And we follow their

13   definitions, and if there is interpretive guidance

14   or documents that they send.

15        Q    Do you know if Connecticut has adopted

16   some of the federal guidelines from the National

17   Quality association?

18        A    The National Quality Forum -- I don't

19   think it's a government agency, but they identified

20   years ago a number of adverse events.  And it's my

21   understanding that each state has adopted different

22   definitions or different requirements to report.  So

23   what I'm familiar with is the Connecticut health

24   department requirements.  So that's under -- in my

25   department.
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 1        Q    So when you -- the original adverse event

 2   list, are you referring to the "never events" that

 3   were originally identified?

 4        A    We refer to them here as "adverse events."

 5   But, yes, I think it was --

 6        Q    But they were originally "never events,"

 7   and have evolved into "adverse events"?

 8        A    I'm only familiar with -- the term from

 9   the health department has always been "adverse

10   events."

11        Q    Okay.

12        A    There's some organizations that call them

13   "never events."  But what we -- what we refer to

14   them as is "adverse events."  And that's what the

15   health department definition is.

16        Q    Okay.  So what is an "adverse event,"

17   according to the Department of Public Health?

18        A    Is an event that reached the patient that

19   generally caused death or a serious disability.

20   There's a number of categories.  But, generally,

21   that's what they are.  So one is, you know, wrong

22   site surgery, surgery on the wrong patient,

23   elopement from a psychiatric facility, suicide in a

24   hospital setting.  So there are hospital specific

25   ones.  And we have -- I don't know what number we
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 1   have.  So there's a number of events.

 2        Q    Okay.  Do you know of adverse -- any

 3   adverse events specifically related to medical

 4   devices?

 5        A    No.  I can't remember them all, but I

 6   don't remember that one.

 7        Q    So do you know if it would be considered

 8   an adverse event by the Department of Public Health

 9   if a medical device is implanted one day and then

10   subsequent to that there is a malfunction of that

11   device and it has to be removed?  Do you know if

12   that's a reportable event?

13        A    No, it's not.  Not to the health

14   department, no.

15        Q    Not to the health department.  Okay.

16             MR. STOCKMAN:  Are you still on there,

17        Mike?

18                       (Discussion off the record.)

19   BY MS. FUSCO:

20        Q    So a serious injury is reportable to the

21   DPH.  Do you know how they define "serious injury"?

22        A    No.  We need to clarify that.  There are a

23   set of adverse events.  They're categorized by the

24   type of event, i.e., wrong surgery --

25        Q    Okay.
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 1        A    -- perforation from a laparoscopic

 2   surgery.  So that's the category.  And, generally,

 3   it's based on death or serious disability as a

 4   result of one of those events.

 5        Q    Okay.

 6        A    So you have a list of events you have to

 7   report, and there is criteria for each of them.  So

 8   it's not the injury that's reported, it's the type

 9   of event.  And that list has generally been the

10   same, but year over year it's been updated.

11        Q    So, for example, there could be something

12   that's not on their list, the DPH's list, of adverse

13   events that are reportable, but results in a serious

14   injury or death of a patient and that's not

15   reportable?

16        A    Potentially there could be an event that

17   caused serious injury or disability that's not on

18   the adverse event list with the health department;

19   correct.

20        Q    Right.  So the health department's list is

21   not all-inclusive, it's specific for what they want?

22        A    Yes.

23        Q    Okay.  Now let's talk about the FDA.  How

24   does the FDA define an adverse event?

25        A    Generally -- you know, don't hold me to
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 1   the regulation here, but, generally, serious

 2   disability or death resulting from a medical device.

 3        Q    Okay.  So how would they classify a

 4   serious injury?

 5        A    I would have to look at, you know, the

 6   policies that we have in place that would generally

 7   include those definitions.  If we needed to we would

 8   consult with counsel, our regulatory counsel, to

 9   make sure we're interpreting that correctly.

10        Q    So regarding, I guess, your function in

11   regulatory affairs, is it within that category that

12   you read the regulations and follow them?

13        A    We usually don't read the regulations.  We

14   generally work with counsel.  They may provide

15   them --

16        Q    Okay.

17        A    -- as background.  And then, if we're

18   developing, let's say, a new policy in response to a

19   new regulation, or revising policies and procedures

20   in response to an update, we would consult with

21   them, maybe revise it ourselves, work with them, and

22   have them review and approve it before we sent it

23   out internally for communication.

24        Q    Okay.  So I'm not getting into privilege

25   here, but if -- you, essentially, rely on counsel to
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 1   help you interpret the regulations and follow and

 2   implement them; would that be correct?

 3        A    Well, yes.  To help us interpret them,

 4   yes.

 5        Q    Okay.

 6        A    And provide guidance in following them,

 7   yes.

 8        Q    Are there policies at Stamford Hospital

 9   regarding reporting adverse events, as required

10   under the FDA, for medical devices?

11        A    Yes.

12        Q    Okay.  When did those policies -- when

13   were those policies created, if you know?

14        A    I don't remember that date.

15        Q    Okay.

16        A    I don't remember.

17        Q    Okay.  Roughly, do you know how long

18   they've been in effect?

19        A    I'm more familiar with the process to --

20   when they were put in place.  I've been in risk

21   management since late '06, so -- I just don't

22   remember the dates.

23        Q    Okay.  So in late '06 were policies in

24   place for reporting adverse events to the FDA?

25        A    I'd have to look to see if -- when the
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 1   dates of those were.

 2        Q    Okay.

 3        A    So I don't remember.  Let's put it that

 4   way, I don't remember.

 5        Q    So there's someplace where you could go

 6   and look and find documents?

 7        A    Yes.

 8        Q    Okay.  Where would that be, if you know?

 9        A    We have a policy and procedure electronic

10   library.

11        Q    Okay.  And that gives you access to

12   documents as far as back as 2006?

13        A    If they're -- if they are retained there,

14   yes.

15        Q    They may not be retained there?

16        A    Well, if they're there -- I mean, I'm

17   saying if they're there, yes.  So we'd have a place

18   for archived.  If someone accurately archives them,

19   yes, they would be there.

20        Q    Okay.  So you don't know?  You think they

21   might be there, you'd have to go look to see if they

22   are there?

23        A    Yeah, I'd have to look.

24        Q    If they're not in the electronic library,

25   where else might they be?
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 1        A    I don't know.  They'd have to be there.

 2        Q    Is there somebody you could ask?

 3        A    Yeah.  I can go back and look, yeah.

 4        Q    Okay.  Who would you ask about this?

 5        A    Well, I can go back and access it myself

 6   is what I would do.

 7        Q    Okay.  So you don't need to ask anybody

 8   else?

 9        A    No, no.  I have access to that.  And I

10   have access to the archived, so we could look there.

11        Q    Okay.  So I think you said back in 2006

12   there were policies in place for reporting adverse

13   events to your recollection?

14        A    To my recollection, yes.

15        Q    Yes.  Okay.  And from 2006 to the present

16   there have always been policies --

17        A    Uh-huh.

18        Q    -- and procedures in place for reporting

19   adverse events?

20        A    Yes.

21        Q    Okay.  Is there any review system, for

22   lack of a better word, to evaluate if, number one,

23   adverse events that have occurred and are reportable

24   have been identified?

25        A    Is there a review system to understand if
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 1   there was a adverse event with a device?

 2        Q    Yes.  In order to determine if a

 3   reportable event occurred, was it properly reported

 4   so that you could report it to the FDA or the

 5   manufacturer?

 6        A    Well, you're trying to track down a --

 7   you're trying to track something down that, you

 8   know, is a negative.  So we rely on our employees

 9   and physicians to notify us if there is an

10   occurrence which may be potentially reportable.  So

11   we -- since, obviously, we're not involved in direct

12   patient care, we would rely on our staff to let us

13   know.

14        Q    So, if a reportable event occurred and was

15   not reported, there's no way you would know that

16   unless somebody tells you?

17        A    Correct.

18        Q    Okay.

19        A    Unless we get served with a lawsuit a

20   couple years later, and then we know.

21        Q    Right.  Exactly.

22             MR. STOCKMAN:  Which I'm sure you'll get

23        to it --

24             THE WITNESS:  That's how I know.

25             MR. STOCKMAN:  -- when we talk about this
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 1        case.

 2             MS. FUSCO:  Right, right.  Exactly.

 3   BY MS. FUSCO:

 4        Q    So what was -- how did you -- how do you

 5   educate the staff and the physicians on adverse

 6   events that are reportable?

 7        A    A couple different ways.  We have a new

 8   employee orientation where we provide -- risk

 9   management provides -- risk management provides

10   education to new employees.  We have annual training

11   on HealthStream, which has a regulatory and risk

12   management.  So HealthStream is a computer-based

13   education tool.  So employees have to go on there

14   and complete their annual training, generally, by

15   end of July each year.  New physician training, as

16   well.  So some -- you know, as new physicians come

17   on to the organization, they may not be employed by

18   us, but we'd have to certainly orient them as well.

19        Q    Okay.

20        A    So that's how.

21        Q    Okay.  And so were these policies in

22   place -- we'll go back in the past -- between 2002

23   and the present, and, if not, do you know when they

24   were fist implemented?

25        A    I'm speaking from my experience in risk
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 1   management since late 2006.  So I don't know prior

 2   to that.

 3        Q    Okay.

 4        A    But I do know, as an employee here, and as

 5   a director in other areas, there was always a new

 6   employee orientation, and there was always the

 7   HealthStream or some -- some -- I don't know if it

 8   was HealthStream, it was the same vendor, but some

 9   level of annual training --

10        Q    Okay.

11        A    -- that employees had to go through.

12        Q    So if an adverse event was not reported,

13   and it came to your knowledge that there was an

14   adverse event that was not reported, was there some

15   sort of follow-up with the person or persons

16   involved who should have reported that event?

17             MR. STOCKMAN:  Objection.

18             You can answer.

19             THE WITNESS:  Well, generally, we would

20        remind the reporter that this is an obligation,

21        you know, you should let us know.  But that

22        would be the follow-up.  If -- if -- if there

23        was something more that's needed, we could, you

24        know, do more focused education.

25
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 1   BY MS. FUSCO:

 2        Q    Okay.  Regarding the medical devices,

 3   would you educate the staff regarding specific

 4   criteria related to that medical device that would

 5   make it reportable, or do you rely on the physicians

 6   or the -- the physician to know what's reportable,

 7   if that makes sense?

 8             MR. STOCKMAN:  Objection.

 9             MS. FUSCO:  Yeah.

10             MR. STOCKMAN:  Are you asking whether risk

11        management sets the standards that govern when

12        the physician decides whether an event is

13        reportable or whether there's been an adverse

14        outcome?

15   BY MS. FUSCO:

16        Q    I wouldn't say standards.  I would say

17   there are certain things that are absolutely

18   reportable, and there are certain things where

19   there's a gray area, where it's a judgment call.

20   So, I'd like to know, where's the oversight on that?

21   Is that something that the hospital educates the

22   doctor on, and say, listen, doctor, we have a

23   mandatory reporting requirement for A, B and C,

24   okay, but for D, E and F it's going to be a judgment

25   call?  Is there anything like that?
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 1             MR. STOCKMAN:  Okay.  You can answer.

 2             THE WITNESS:  Okay.  So, generally, we

 3        would probably use the very broad definition.

 4        So to educate our employees and physician on

 5        every potential -- you know, the 20 plus

 6        categories of the health department, they won't

 7        remember.  So we take a very general approach.

 8        Anything that causes, again, probably serious

 9        disability or death we need to hear about.  If

10        you are unsure, please call us --

11             MS. FUSCO:  Okay.

12             THE WITNESS:  -- so that we could walk --

13        we could help them.  So there could be an email

14        or a phone call to say this happened, I'm not

15        sure if it's reportable.  We may not even know.

16        We'd have to go back and do that evaluation as

17        well.

18   BY MS. FUSCO:

19        Q    Do you have a record of potential adverse

20   events that were reported to the hospital regarding

21   medical devices?

22        A    If it was reported in our current

23   reporting system, that's where we would keep it.

24        Q    Okay.  And you would still maintain those

25   records?
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 1        A    They are generally retrievable, yes.

 2        Q    Okay.

 3        A    Yeah, depending on the time period in

 4   question.

 5        Q    Okay.  So do you know how far back that

 6   would go?

 7        A    Probably -- I don't know.  I don't know.

 8        Q    Is it something where I could just log on

 9   to the computer and look at the archives and see?

10        A    No, not since 2012, because we went with a

11   new occurrence reporting system and did not bring

12   over the old one pre-2012.

13        Q    Okay.

14        A    So we'd have to go to access our servers

15   to search those for the historical data on our old

16   occurrence reporting system.

17        Q    And what's the older occurrence reporting

18   system?

19        A    It's called Peminic, P-E-M-I-N-I-C.

20        Q    And how far back did that go?

21        A    We had two -- ten years in total.  We had

22   two five-year contracts.

23        Q    Okay.  So Peminic, Pimetic --

24             MR. STOCKMAN:  Peminic is the way I

25        pronounce it.
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 1             THE WITNESS:  The owner -- should I put

 2        this on the record?  Now that I started --

 3             MR. STOCKMAN:  Do they want --

 4             THE WITNESS:  Penny, Michael, Nicholas was

 5        his children's names, so that's how I remember

 6        it, P-E-M-I-N-I-C.

 7   BY MS. FUSCO:

 8        Q    Peminic?

 9        A    Peminic.

10             MR. STOCKMAN:  Which one to put the

11        emphasis on?  Peminic.

12   BY MS. FUSCO:

13        Q    So Peminic or Peminic --

14        A    Yeah.

15        Q    -- has the records from 2002 to 2012 on

16   the occurrence reporting?

17        A    We have records on our servers.  I don't

18   know if it goes back to 2002.

19        Q    Okay.  So you have -- I'm a little

20   confused now.  Records on your servers.  I thought

21   you said Peminic was on a different server?

22        A    Yeah.  So QASYS is our current reporting

23   system.  If -- I can go in there now -- it's a live

24   system -- and search currently --

25        Q    Okay.
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 1        A    -- from 2012 to current.  When we

 2   transitioned that -- because I oversaw the

 3   department during this transition -- we chose not to

 4   try to integrate Peminic and QASYS.  It was too

 5   difficult to integrate all the data points in there.

 6   So we put this information on the server.  I don't

 7   know how long -- how many years of data resides on

 8   the server for Peminic.

 9        Q    Okay.  So, in my limited technology, you

10   would have on your server a file for QASYS and a

11   file for Peminic?

12        A    Yeah.

13        Q    Okay.

14        A    Essentially, Peminic is a static file.

15        Q    Okay.

16        A    It's an electronic storage file.  We took

17   all the data, and said, okay, we're going to leave

18   it there in case it's ever needed.

19        Q    Okay.

20        A    And then QASYS is an online active, for

21   lack of a better word, database that's added to on a

22   daily basis.

23        Q    So you could access QASYS for, I think,

24   2012 to the present --

25        A    Uh-huh.
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 1        Q    -- for occurrences?

 2        A    Correct.

 3        Q    Okay.  And that's something you could

 4   easily do?

 5        A    Yes.

 6        Q    Okay.  For medical devices?

 7        A    Yes.

 8        Q    Okay.  Would it be easy to sort for mesh

 9   devices?

10        A    No, because I think the category would

11   probably be equipment related.  So you don't have

12   it -- so if you think about any typical database you

13   have certain high level categories.  So we'd have --

14   one of them would be type of event.  So it might be

15   equipment related.  But in the narrative text that

16   the staff might be completing, or a physician, it

17   would be -- if there's a -- the actual product would

18   be, more likely than not, in the narrative.  There

19   isn't a "click and point" that you can say it's this

20   device, this device, this device.

21        Q    But could you search QASYS for a

22   particular product and get all the reports related

23   to a particular product?

24        A    We could search for -- by the type of

25   event, not by a product.
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 1        Q    Okay.  And the category event?

 2        A    Would be equipment related.

 3        Q    Not surgery related?

 4        A    It could be.

 5        Q    Okay.

 6        A    I mean, you'd have to define your search

 7   terms.  It could be.

 8        Q    So did you educate the staff in any

 9   particular way related to medical devices, how they

10   would report it?

11        A    We educated them broadly on what needed to

12   be reported and how to report.

13        Q    Okay.  So you didn't say, hey, if we have

14   a medical device, you need to categorize it as this?

15        A    We didn't go into that much detail, no.

16        Q    Okay.  So it was basically up to the

17   employee to characterize it based on what they

18   thought the problem might be?

19        A    Yes.

20        Q    Okay.  And the same for the physicians?

21        A    Yes.

22        Q    Okay.  Do you know if, in the QASYS

23   system, there are -- well, first of all, do you

24   monitor the QASYS -- well, you said you do monitor

25   it, correct?  Or you get those reports?

�

0041

 1        A    We get -- when a report is submitted, we

 2   get electronic copies.  So it goes to the director

 3   of the department that's involved --

 4        Q    Okay.

 5        A    -- or selected as the involved department,

 6   and then it goes -- copies are sent to my team, and

 7   myself as well.

 8        Q    Okay.  The director of the department.

 9   Does the director have a role in educating the

10   physicians in his department about adverse events?

11        A    You mean as a physician chair?

12        Q    As the director.

13        A    I think they have a --

14        Q    Now, the --

15        A    Go ahead.

16        Q    No.  I was just going to say, the

17   director, not the chair, because I think you just

18   said "chair."  Are we talking about two different

19   positions here?

20        A    Well, there's -- there's directors who

21   are -- could be clinical staff.  So there's nursing

22   directors, there's directors in facilities, and

23   materials management.  There are division directors

24   in some of the medical departments, such as surgery.

25   And there are chairs.  And I think we have eight
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 1   chairs of the medical departments.

 2        Q    Okay.

 3        A    These are physicians.  So, depending on

 4   the department, they may not have physician division

 5   directors, they may just have a chair.

 6        Q    Okay.

 7        A    Or they may have division directors who --

 8   that would be responsible, as well, to educate.

 9   But, again, if they had a question, those chairs

10   would also come to us in the department.

11        Q    Okay.  So let's talk about the chair of

12   the OB/GYN department.  Is it correct that

13   urogynecology comes under the chair of the OB/GYN

14   department?

15        A    Urogynecology, yes, they would.

16        Q    Yes.  So you work with the chair of the

17   OB/GYN department to educate the staff in OB/GYN

18   related to medical devices and what adverse events

19   would be reportable?

20        A    No.

21        Q    Does anybody educate them?

22        A    Again, going back to those categories that

23   we talked about before, new employee orientation,

24   annual training would be our role.

25        Q    Okay.

�

0043

 1        A    So we don't individually work with our

 2   chairs or individually train departments.

 3        Q    So you don't train departments for devices

 4   that are specific for that department?

 5        A    No.

 6        Q    It's more of a broad general training?

 7        A    Correct.

 8        Q    Okay.  So do you know if, in your QASYS

 9   reporting -- so it's 2012 to 2015 -- if any adverse

10   events have been reported related to the pelvic mesh

11   products?

12        A    Well, in response to the litigation, we

13   reviewed that, and there are none.

14        Q    There are none.  Okay.  Have you reviewed

15   cases to see if there were actually reportable

16   events that were not reported?

17        A    No.

18        Q    Do you know if removing a medical device,

19   so in this case the mesh, part of the pelvic mesh

20   that was implanted -- do you know if that's a

21   reportable adverse event?

22             MR. STOCKMAN:  Objection.

23             You can answer, to the extent you don't

24        know based on conversation with counsel.

25             THE WITNESS:  Yeah.  We're getting pretty
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 1        close to that line here.  So I'm --

 2   BY MS. FUSCO:

 3        Q    Well, while your conversations are

 4   confidential, facts allow you to testify here are

 5   not.

 6             MR. STOCKMAN:  Right.  So my instruction

 7        to you is, if you have an independent basis

 8        beyond conversations with counsel you can

 9        answer.  If your response is based on

10        conversations with counsel you should not

11        answer.

12             MS. FUSCO:  I think I disagree with that

13        because, you know, your obligation is to

14        prepare her to testify.  So the facts --

15             MR. STOCKMAN:  I know.  But I don't think

16        you're asking her for facts.  Because I don't

17        think it's black and white as to whether or not

18        removal of mesh is a reportable event.  I

19        don't -- I don't think you're seeking a fact.

20             MS. FUSCO:  I think I am seeking a fact.

21             MR. STOCKMAN:  Okay.  You may think you're

22        seeking a fact.  I don't think you're seeking a

23        fact.

24             MS. FUSCO:  And I may have it here, which

25        we can get to.
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 1             MR. STOCKMAN:  Okay.

 2             MS. FUSCO:  That's a good segue.  Let's

 3        see.

 4                       (Discussion off the record.)

 5             MS. FUSCO:  I do have it, but I don't have

 6        it with me.

 7             MR. STOCKMAN:  Okay.  Why don't we skip

 8        this for now, and we'll come back to it.

 9             THE WITNESS:  Can I --

10             MR. STOCKMAN:  Can you what?

11             MS. FUSCO:  Okay.

12             THE WITNESS:  Can you repeat the question?

13             MR. STOCKMAN:  Yeah.  Why don't we repeat

14        the question.

15   BY MS. FUSCO:

16        Q    I will represent to you, subject to

17   looking at the regulations, because I didn't bring

18   them with me, the federal regulations -- I don't --

19   I can check on my computer at the break -- that

20   removing the mesh -- removing a part of a medical

21   device is a reportable event.  Okay.

22             MR. STOCKMAN:  So you're asking whether or

23        not she knows that?

24   BY MS. FUSCO:

25        Q    Whether or not you know that.  Correct.
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 1             MR. STOCKMAN:  I'll let her answer that.

 2             MS. FUSCO:  Yes.

 3             MR. STOCKMAN:  Objection.  But I'll let

 4        her answer that.

 5             MS. FUSCO:  Subject to confirmation that

 6        my memory is intact.

 7             MR. STOCKMAN:  Okay.

 8             THE WITNESS:  So the question is, do I

 9        know that removal of a --

10   BY MS. FUSCO:

11        Q    Of mesh --

12        A    -- mesh is a reportable --

13        Q    Is a reportable event?

14             MR. STOCKMAN:  Objection.

15             You can answer.

16             THE WITNESS:  I don't know that.

17   BY MS. FUSCO:

18        Q    You don't know that.  Okay.  If that was

19   in the regulations, who would be responsible for --

20   for conveying that information to the physician, so

21   that the physician could report it to the hospital,

22   so that the hospital could fulfill its mandatory

23   duty to report that event?

24        A    Partly, certainly, in my department, as

25   well as the director or overseer of that department,
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 1   as well if that's a chair.

 2        Q    So do you know if the chair of the

 3   department -- and we'll just be specific to the

 4   OB/GYN department -- do they have a responsibility

 5   to review the regulations related to medical devices

 6   that are implanted just within their department?

 7             MR. STOCKMAN:  Objection.

 8             You can answer.

 9             THE WITNESS:  I don't know.  I don't know

10        their job description, so I don't know if

11        that's part of it.

12   BY MS. FUSCO:

13        Q    Okay.  So just quickly back to Peminic --

14             MR. STOCKMAN:  And whenever there's a

15        natural break point, just let us know --

16             MS. FUSCO:  Okay.

17             MR. STOCKMAN:  -- because I'd like to hit

18        the restroom.

19             MS. FUSCO:  Okay.  Let me just finish up

20        this one part.

21             MR. STOCKMAN:  Sure.

22   BY MS. FUSCO:

23        Q    So I think you said that you could easily

24   access Peminic?

25        A    I can -- my IT staff can access Peminic.
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 1   And I don't think I used the word "easily."

 2        Q    Okay.

 3        A    We have access to --

 4        Q    They can access it?

 5        A    -- data on a server, so, essentially, a

 6   storage server.

 7        Q    Okay.  And do you know if the

 8   occurrences -- reportable occurrences are organized

 9   the same way as they are in QASYS, meaning you've

10   got the categories?

11        A    My recollection is they were similar.  It

12   was type of event --

13        Q    Okay.

14        A    -- department involved, and then some

15   narrative.

16        Q    Do you know if they could search for a

17   particular device in Peminic to see if there were

18   adverse events reported related to that?

19        A    I don't know specifics.  My recollection

20   is that they could search.  But, again, it's the

21   same type, you'd have to search by events, and then,

22   more likely than not, the -- any device names are in

23   the narrative.

24        Q    Right.  And so, since you are here since

25   2006, to your knowledge, with your recollection,
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 1   have any adverse events been reported related to

 2   pelvic mesh products?

 3        A    No.

 4             MS. FUSCO:  Break time.

 5                       (Recess:  10:56 a.m. until 11:06

 6                  a.m.)

 7                       (Mr. O'Dea is now attending via

 8                  teleconference.)

 9             MS. FUSCO:  Okay.  Back on the record.

10   BY MS. FUSCO:

11        Q    One question in follow-up, because I just

12   want to clarify.  I think you said that in the QASYS

13   there were no adverse events related to the pelvic

14   mesh products; is that correct?

15        A    Correct.

16             MR. STOCKMAN:  You asked about Peminic

17        too; right?

18             MS. FUSCO:  Yes.  There were none in

19        Peminic.

20             MR. STOCKMAN:  Right.

21             MS. FUSCO:  Did I ask QASYS?  I couldn't

22        remember.

23             MR. STOCKMAN:  Okay.

24             THE WITNESS:  You did.

25             MS. FUSCO:  There are none.

�

0050

 1             MR. STOCKMAN:  There are none, period.

 2   BY MS. FUSCO:

 3        Q    And then I think you already said that

 4   risk management is not involved in creating any

 5   policies and procedures relating to the medical

 6   devices; is that correct?

 7             MR. STOCKMAN:  Well, objection.

 8   BY MS. FUSCO:

 9        Q    I'm asking if that's what you said.

10             MR. STOCKMAN:  Yeah.  She said that to one

11        thing, but not to everything.  In terms of

12        proactive medical device evaluation --

13             THE WITNESS:  The acquisition --

14             MR. STOCKMAN:  Right.

15   BY MS. FUSCO:

16        Q    Acquisition; right?

17        A    -- and evaluation, I'm not involved.

18        Q    In terms of new medical devices?

19        A    Correct.

20        Q    Okay.  So is risk management involved in

21   any way with creating policies and procedures

22   relating to medical devices?

23        A    Only with respect to the reporting of them

24   to the FDA.  So that reporting or obligation sits in

25   my department.
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 1        Q    Okay.  And that reporting obligation, from

 2   what I understand about your testimony, is related

 3   to the way you educate everybody on reporting the

 4   occurrences through either QASYS or the Peminic; is

 5   that correct?

 6        A    That's -- yes, that's correct.

 7        Q    Okay.  Is there another component to -- or

 8   why don't you describe the policies and procedures

 9   related to medical devices.

10        A    Okay.  So we have access to MedSun, which

11   is a voluntary FDA reporting tool.  And so we,

12   obviously, have the required reports that a

13   healthcare organization, a hospital, is required to

14   report.  And those reports, just like the health

15   department adverse events reports, although get

16   reported to us from clinicians in other departments,

17   we are responsible for reporting it on behalf of the

18   hospital to the FDA.  So we use MedSun's reporting

19   system to report to the FDA required reports, such

20   as death or serious disability related to a medical

21   device, and we are also -- we voluntarily report as

22   well.  And through that there's a annual report that

23   organizations have, and that's also done through

24   that.

25        Q    What's included in the voluntary report?
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 1        A    It could be a device that malfunctioned or

 2   didn't work as intended that they are interested in

 3   tracking, and so we report that.  So it could be --

 4   for example, what I recall was a ice pack that

 5   leaked, and that shouldn't have leaked when you're

 6   putting an ice pack on a patient.  So we reported

 7   that.  Did it cause any harm?  No.  But if we have

 8   it and like hospitals have the same issue, they use

 9   it to do surveillance of their -- of devices.

10        Q    So would this voluntary reporting be for

11   any device, or is it solely for devices that are

12   subject to post-market tracking for surveillance?

13        A    I'd have to look at our policy as far as

14   what the definition is.

15        Q    Okay.

16        A    But we've interpreted -- or my

17   interpretation or understanding is relatively broad.

18        Q    Okay.

19        A    So anything that meets their definition

20   and is used in patient care we would look to see.

21        Q    And by "their," you mean the FDA?

22        A    Yes, yes.

23        Q    Okay.  Now, going back to some of the --

24   the second part of regulatory affairs, one of the

25   other subcategories was Joint Commission, JCAHO?

�

0053

 1        A    Correct.

 2        Q    You said something about surveys?

 3        A    Yes.  So we are subject to unannounced

 4   surveys every three years.  Generally hospitals have

 5   a -- they call it their triennial survey, to ensure

 6   that we still meet the standards for Joint

 7   Commission accreditation.  There are also specialty

 8   specific programs now over the last couple of years,

 9   so one for spine and joint program, for stroke

10   programs that are program specific standards.  And I

11   don't know the timing of those surveys.  I don't

12   know -- I think it's less than three years, but

13   every year or two years.  So we prepare for them.

14   They're unannounced, so it's, essentially, ongoing

15   regulatory compliance and readiness around making

16   sure we meet those standards.

17        Q    Okay.  Do you prepare reports for JCAHO,

18   or do they require you to prepare reports, or is it

19   purely them just popping by and doing their survey?

20        A    They come unannounced at or near the

21   three-year mark generally.  And, if a report was

22   required, it would be in response to their report to

23   us.

24        Q    Okay.

25        A    So, you know, so here's the survey report.
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 1   We require a report back from you on this item,

 2   so -- or issue.

 3        Q    Okay.  Does JCAHO require you to report

 4   adverse events to them?

 5        A    The terminology that the Joint Commission

 6   uses is "sentinel event."

 7        Q    Okay.

 8        A    And so, again, they have some language

 9   around that.  We are not required to report -- you

10   have -- there are a number of reporting options.

11   And we did do not report to the Joint Commission.

12   But we do follow a policy.  And, when they arrive,

13   they will generally ask:  Have you had any sentinel

14   events, yes or no?  If you do, you are prepared to

15   go through the sentinel event, and your process

16   around that with them, and to make the records

17   available.

18        Q    Okay.  So a sentinel event, is this a

19   Joint Commission term?

20        A    Yes.

21        Q    Okay.  So as opposed to Department of

22   Public Health and the FDA?

23        A    Yes.

24        Q    So Joint Commission has their own

25   events --
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 1        A    Yes.

 2        Q    -- that they require reporting?

 3                  Can you give me some examples of

 4   these sentinel events?

 5        A    Very similar to the health department

 6   adverse events:  Wrong site surgery, I believe

 7   suicide is one of them, as well.  So very similar.

 8   And anything -- very similar types.  So those that

 9   involve either death, or serious disability, or

10   significant safety risk to patient care.

11        Q    Okay.  So the Joint Commission doesn't

12   want a listing of all adverse events, just their

13   particular categories?

14        A    Yeah.  But there's -- there's overlap.  I

15   don't know exactly where, but there's generally

16   overlap between the adverse events for the state and

17   Joint Commission.  As I said, the National Quality

18   Forum years ago developed this "never event" list,

19   and different regulatory and oversight agencies have

20   adopted them for -- for use in their own

21   organizations.

22        Q    Okay.  Does the Joint Commission have a

23   category for medical devices?

24        A    I don't remember.

25        Q    Okay.  Is that something --
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 1        A    I'd be guessing.  I want to say no, but I

 2   don't remember.

 3        Q    Okay.  So I take it you don't know if

 4   there's a category for pelvic mesh devices?

 5        A    No.

 6        Q    Okay.  Does that mean there is no

 7   pelvic -- that specific for pelvic mesh devices, or

 8   you're not sure?

 9        A    I'd be guessing here because I just don't

10   remember the complete list.

11        Q    Okay.  Is that something that you could

12   easily find out?

13        A    Yeah.  We have a policy around sentinel

14   events.  And we would look at it to say:  Does this

15   meet the criteria?  And, if it does, we manage it in

16   a certain way.

17        Q    Okay.  When's the last time Joint

18   Commission came?

19        A    For our regular hospital-wide survey, our

20   three year we're due in October, so it's got to be

21   October 2012.

22        Q    Okay.  Do they come for other reasons?

23        A    Yeah, they could, for a complaint.

24        Q    Okay.

25        A    They could come on-site for a complaint.
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 1   They would come on-site for, as I mentioned, the

 2   program specific surveys that they do.

 3        Q    Okay.  Has a Joint Commission come for a

 4   complaint that you know of?

 5        A    Yes.

 6        Q    Okay.  Can you tell me what that --

 7        A    No.

 8             MR. STOCKMAN:  Well, finish first.

 9   BY MS. FUSCO:

10        Q    If you can tell me what that complaint

11   was, without violating any attorney-client privilege

12   or HIPAA violations.

13             MR. STOCKMAN:  HIPAA.  Okay.  Can we talk?

14             MS. FUSCO:  Not really.

15             MR. STOCKMAN:  I mean, if it's mesh, I

16        don't -- I'm certain it isn't, but -- I'm a

17        little loathe --

18             MS. FUSCO:  There haven't been any

19        complaints of the mesh, I don't think.

20             MR. STOCKMAN:  All right.  I don't think

21        there have been, but I'm a little loathe to

22        have her talk about something that's

23        potentially -- I mean, potentially be a claim.

24        It could already be under peer review.  So I'm

25        a little -- that's why I want to talk to her.
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 1        MS. FUSCO:  Well, if we could answer

 2   first.  I think it's a yes or no, and then we

 3   can --

 4        MR. STOCKMAN:  Okay.

 5        THE WITNESS:  I think I answered yes, we

 6   have had complaints.  We have not had any on

 7   mesh items, I can tell you that.

 8        MS. FUSCO:  Actually, I forget what my

 9   question was.

10        MR. STOCKMAN:  You said:  Can you tell me

11   what those were about?  I think that's what you

12   said.

13        MS. FUSCO:  Oh.  Okay.

14        MR. STOCKMAN:  Which is why I -- that's

15   when I jump in.  That's my job.

16        Can I talk to her for a minute?

17        MS. FUSCO:  I see your point.

18        MR. STOCKMAN:  Okay.

19        MS. FUSCO:  Yeah.

20        MR. STOCKMAN:  Let me just talk to her for

21   a minute.  We'll take a break.

22                  (Recess:  11:17 a.m. until 11:19

23             a.m.)

24        MR. STOCKMAN:  Okay.

25        MS. FUSCO:  Okay.
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 1             MR. STOCKMAN:  I'll let her tell you

 2        generally what the complaint was, but that's

 3        about as far as I'll --

 4             MS. FUSCO:  Are there complaints that are

 5        under peer review?

 6             MR. STOCKMAN:  Well, I'm sure they are.

 7             THE WITNESS:  Uh-huh.

 8             MR. STOCKMAN:  But I'll let her tell you

 9        there was X complaint, Y complaint, and no mesh

10        complaints.

11             MS. FUSCO:  Okay.

12             MR. STOCKMAN:  Okay.  But I'm not going to

13        let you go any further than that, because they

14        have nothing to do with mesh whatsoever.  They

15        really have nothing to do with mesh.

16             MS. FUSCO:  That I don't know, you know.

17             MR. STOCKMAN:  When you hear what she has

18        to say you'll know.

19   BY MS. FUSCO:

20        Q    Okay.  So let's talk about the complaints

21   that were made -- I guess they're made to the Joint

22   Commission?

23        A    Complaints are made to the Joint

24   Commission, yes.

25        Q    Okay.
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 1        A    Anybody can make a complaint with Joint

 2   Commission.  You asked about when the Joint

 3   Commission comes on-site here.  They come on-site

 4   for our regular survey process every three years or

 5   for program specific more frequently.  They may come

 6   on-site and have come on-site for complaints that

 7   they want to investigate.  We've had two complaints,

 8   one involving our intermediate care unit and one

 9   involving care of a patient in our emergency room.

10   And there have been no complaints or investigations

11   related to mesh products.

12        Q    Okay.  Are these complaints made by

13   patients?

14        A    They never tell us who complains.

15        Q    Okay.  So have -- has the Department of

16   Public Health investigated Stamford Hospital for

17   complaints related to pelvic mesh products?

18        A    No.

19        Q    Okay.  So I think the next part, you

20   talked about being a claims manager for captive

21   insurance?

22        A    Uh-huh.

23        Q    Just briefly describe that.

24        A    We are self-insured for our professional

25   general liability.  We have an offshore captive.
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 1   And, essentially, when litigation -- we're served

 2   with a summons and complaint, it comes to my office,

 3   we engage counsel.  We oversee, and work with

 4   counsel to defend the lawsuits, and manage the

 5   functions that are necessary for managing a captive,

 6   i.e., reserves, and financial records, and things

 7   like that.

 8        Q    And an offshore captive, what do you mean

 9   by that?

10        A    It's not based in the U.S.

11        Q    And what is a captive?

12        A    A captive is a vehicle for insuring a

13   single parent or a self-insured program.  So, rather

14   than paying an insurance company, sort of like your

15   auto insurance, you, essentially, fund this

16   insurance vehicle and manage claims through them.

17        Q    And then the last item, I believe, was

18   corporate compliance office.  What does that

19   involve?

20        A    It generally involves what I would

21   consider the fraud and abuse components for

22   healthcare.  The Office of Inspector General, as the

23   regulatory and enforcement arm for CMS, who is

24   responsible for the Medicare and Medicaid program,

25   has developed, probably late '90s, what they call
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 1   guidance for corporate compliance programs.  What

 2   does that mean?  Generally, for different healthcare

 3   providers, and hospital is one of them -- so there's

 4   eight elements that you should comply with, and that

 5   if ever there was an investigation your -- your

 6   program structure and compliance with these elements

 7   is generally looked on as favorable to the OIG, if

 8   there was any, what I'll say, OIG, FBI, healthcare

 9   enforcement actions around fraud and abuse,

10   overbilling, antikickback, those kinds of

11   activities.  So we have a corporate compliance

12   program.  I'm the officer, which needs to be

13   designated.

14        Q    So you said there are eight elements in

15   the guidelines?

16        A    Yes.  I don't remember all of them.

17        Q    I take it you've mentioned a couple of

18   them already?

19        A    Yeah.

20        Q    Kickbacks and --

21        A    The selection of a compliance officer,

22   training and education, reporting mechanism, so such

23   as a hotline, so very common in -- in most companies

24   that there's some level of a hotline to report on

25   unethical or illegal behavior -- auditing and
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 1   monitoring, enforcement of disciplinary actions,

 2   monitoring the effectiveness of the compliance, some

 3   structure around board reports.  I got to seven.

 4   I'm missing one there.

 5        Q    So it's with --

 6        A    Policies and procedures.

 7        Q    So would something like that include --

 8   you mentioned auditing.  Would that be something

 9   that would be related to electronic medical records

10   and, like, creating the audit trail type of thing?

11        A    No.  This is more along auditing bills

12   that might be submitted to make sure that they

13   comply with Medicare rules and that you're not

14   getting overpaid by the government.

15        Q    Or you're not double billing the

16   government, things like that?

17        A    Yeah, double billing, incorrect billing,

18   those kinds of things.

19        Q    Okay.  (Handing.)  We can go on to Exhibit

20   2, which is the October 20, 2008 public health

21   notification.  Now, Ms. Cardiello, have you -- are

22   you aware that in 2008 the FDA issued this public

23   health notification regarding pelvic mesh products?

24        A    I am aware now, yes.

25        Q    Were you aware in 2008?
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 1        A    No.

 2        Q    Okay.  Were you in risk management in

 3   2008?

 4        A    Yes, I was.

 5        Q    Okay.  So Stamford Hospital had and has a

 6   system to monitor FDA communications; is that

 7   correct?

 8        A    We've had one in place since it went live,

 9   January 21st, 2009.

10        Q    And what was that system?

11        A    It's called RASMAS, R-A-S-M-A-S.

12        Q    And that was a system whereby you

13   received, electronically, communications from the

14   FDA?

15        A    Yes.

16        Q    Okay.  Was it all communications, or

17   communications specific to Stamford Hospital, or

18   what you're doing here?

19        A    What -- how it works is, it -- it gets

20   notices, public health notifications, product recall

21   notifications, FDA.  There may be other

22   organizations.  And they, essentially, include this

23   in your database, so that it would be all

24   unduplicated alerts that would be appropriate,

25   generally, for a general hospital.  So there may be
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 1   certain products or things that we don't do here

 2   that, you know, another organization might, but --

 3        Q    Thank you.  That was my next question.

 4        A    Yeah.

 5        Q    So you don't get specific -- you don't get

 6   reports only regarding the, let's say, medical

 7   devices that you implanted, you get all of them

 8   related to medical devices?

 9        A    Yes.

10        Q    Okay.

11        A    There's a number of categories, you know,

12   that we would get.

13        Q    Right.

14        A    But, yeah, surgical devices would be -- or

15   surgical implants would be one of them.

16        Q    Okay.  So what happens to that information

17   when it comes through RASMAS?  And RASMAS is still

18   in place today?

19        A    Yes.

20        Q    Okay.  So what happens?

21        A    What happens is, the alerts and the

22   different -- so RASMUS, essentially, acts, again, as

23   a very large, I guess, web database that takes all

24   of these alerts, and then, within each organization

25   that subscribes to it, you have domain coordinators.
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 1   I think -- I don't know all of them, but, what I

 2   recall, they're domains.  And so there's a pharmacy

 3   domain, there's a food domain, there's a surgical

 4   product domain.  And so, within the system, you

 5   identify who's responsible in the organization for

 6   those types of reports.  So the pharmacy is getting

 7   pharmacy recalls, let's say.  And the food and

 8   nutrition department is getting recalls on, you

 9   know, this formula or enteral feeding product.  We

10   need to pull it off the shelf.  So they come in.

11   The domain coordinators review them, document the

12   follow-up action, or verify we do or don't have it.

13   So that's the other thing is we may not have all of

14   the products that we get alerts or notifications on.

15   So they'll verify.  Do we have the product?  Did we

16   ever have the product?  If it requires some type of

17   follow up, document the follow-up.  And that's

18   what's done at the domain coordinators.  And then

19   there's a higher level of account manager currently

20   that resides in materials management.  Up until late

21   last year, or January sometime '14, it was in risk

22   management, that responsibility.

23        Q    Prior to 2014 it was in risk management?

24        A    Yeah.  So from 2009, when we implemented

25   it, until January of last year, the domain

�

0067

 1   coordinators were always -- generally managers in

 2   the organization that oversaw products in their

 3   area.  And then there is some level of account

 4   manager who can develop -- can create reports, and

 5   how many are outstanding, to make sure that they're

 6   monitored for completion and close out.

 7        Q    And that was previously risk management,

 8   and now it's materials management?

 9        A    Now it's materials, since January 2014.

10        Q    Okay.

11        A    So we had a change in personnel, and at

12   that point we put this -- we put the function into

13   materials management.

14        Q    Okay.  So, just so I understand, so the

15   RASMAS system, the appropriate reports almost get

16   diverted to each department?

17        A    Yes.

18        Q    They don't come to the central location,

19   but they're --

20        A    Right.

21        Q    Okay.

22        A    So they'll come into the Stamford

23   Hospital, you know, web location, and then, based on

24   their domain, which I believe is assigned by

25   RASMAS -- it's X, Y, Z drug, that's the
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 1   pharmaceutical domain -- it gets sent

 2   electronically.  So all this is done electronically.

 3        Q    Okay.  So who gets the -- well, do you

 4   know what category the pelvic mesh products would

 5   come under?

 6        A    I don't know the exact name of it.  But I

 7   believe there's one around surgical, you know,

 8   patient products, you know, things that we use

 9   during surgery on patients.

10        Q    Okay.  So who would get that report from

11   the FDA?

12        A    Currently, I don't know.

13        Q    Okay.

14        A    I don't know who within surgery would.  I

15   can find that out for you, but I don't know --

16        Q    But it would be the surgical department?

17        A    Yeah.  Somebody in surgical materials

18   management.

19        Q    Okay.

20        A    You know, someone -- so we have a general

21   materials management department.

22        Q    Okay.  So is surgical materials management

23   part of surgery or part of materials management?

24        A    I believe it's part of surgery because of

25   the volume and the uniqueness of the products used.
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 1   But I'm sure it's some -- they have some interaction

 2   with and reporting to materials management.

 3        Q    Okay.

 4        A    But general -- my understanding is it

 5   reports to the surgical leadership.

 6        Q    Okay.  So I think -- if I understand what

 7   you're saying is, let's say most of the materials --

 8   issues would come under materials management, but

 9   because surgical materials are so broad they have

10   their own kind of --

11        A    Well, they're very unique.  I wouldn't say

12   they're broad.  You know, the equipment and tools,

13   and, you know, items that are needed for surgery are

14   specific.  There's a specific set of knowledge

15   versus ordering boxes of IV fluid and linens that

16   are very -- more generic.  So there's, I think, a

17   unique knowledge that's required to ensure -- if

18   you're talking about surgical products and

19   devices -- that is required that we would not

20   have -- most hospitals wouldn't have within a

21   materials management buyer.

22        Q    Okay.  So prior to January 1, 2009, how

23   did Stamford Hospital receive these notifications?

24        A    From the FDA?

25        Q    Yes.
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 1        A    Well, it could be hard mail.  It could be

 2   dropped off sometimes by a vendor, supplier.

 3        Q    Did anyone monitor the FDA for these types

 4   of notifications?

 5        A    Not in my department.  I don't know if

 6   anybody else did it in any other departments.  I

 7   don't think so.

 8        Q    So do you know if Stamford Hospital, in

 9   fact, received this October 20, 2008 notification?

10             MR. STOCKMAN:  Well, objection.

11             To the extent you've learned this from

12        counsel --

13   BY MS. FUSCO:

14        Q    Other than -- other than due to this

15   litigation --

16             MR. STOCKMAN:  Right.

17   BY MS. FUSCO:

18        Q    -- on its own, did you get it in the mail?

19   Did you get a fax?  Do you know -- did somebody

20   email it to somebody?

21        A    The only information I have about these

22   notices is I've learned through counsel through the

23   litigation process.

24        Q    So, if someone testified that they

25   received the notification and passed it on to risk
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 1   management, would there be a way to verify that?

 2        A    We have files -- you know, we have files

 3   paper files.  At that point that would be the only

 4   way to see if it was received.  Generally we would

 5   date stamp it and keep a paper copy of it.

 6        Q    Okay.

 7        A    And anything that was done with it, as

 8   well, any background information, or what was done

 9   as a result of it.

10        Q    If that was sent via email, would there be

11   a way to track that?

12        A    From 2008?

13        Q    Whenever it was sent, some point after

14   October 20 of 2008?

15        A    Generally our email would not be archived

16   that long.  So, unless someone had an email and

17   printed it out, again, and kept it in a paper

18   format, that would be the only way.

19        Q    And the paper would not have been scanned

20   into the computer at all?

21        A    No.

22        Q    Okay.  If, in fact, this was sent to risk

23   management, this report, sometime soon after

24   October 20, 2008, what would risk management have

25   done with it?
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 1             MR. STOCKMAN:  Objection.

 2             To the extent you know.

 3             THE WITNESS:  To the extent I know what we

 4        would have done with it or --

 5             MR. STOCKMAN:  Yeah.

 6             THE WITNESS:  Is this about this -- this

 7        specific one, or in general?

 8   BY MS. FUSCO:

 9        Q    This specific notification.  Because I'll

10   represent to you that it was testified by a witness

11   that this was sent to risk management.  So, if it

12   was sent, if that was accurate, what would risk

13   management have done with it?

14        A    We would have worked with the clinical

15   experts in this area.

16        Q    Okay.

17        A    Urogynecology surgery, the chair of the

18   department, and asked for their recommendations as

19   to what needs to be done.

20        Q    Okay.  Would there be any documentation

21   related to these communications?

22        A    Yes.  That's what I said.  If we did

23   receive it, and anything was done, you know, it was

24   received, maybe who it went to, and what was done,

25   or a decision, that paper trail would be kept with
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 1   the notice in our department.

 2        Q    All right.  And that's something you could

 3   look for?

 4        A    Yes.

 5        Q    Okay.  Would that be terribly difficult

 6   for you to do?

 7             MR. STOCKMAN:  To look for it?

 8             MS. FUSCO:  Yes.

 9             MR. STOCKMAN:  You can answer that.

10             THE WITNESS:  We don't have a record of

11        it, I can tell you that.

12             MS. FUSCO:  So --

13             THE WITNESS:  We've already looked.

14             MR. STOCKMAN:  We've already looked for

15        it.

16   BY MS. FUSCO:

17        Q    Oh.  You've already looked for it?

18        A    Yeah.

19        Q    So you know for a fact that you did not

20   receive this 2008 FDA notification?

21             MR. STOCKMAN:  Well, objection.  That's

22        not what she said.

23   BY MS. FUSCO:

24        Q    Well, let me say -- why don't you explain

25   to me what you mean by you don't have a record of
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 1   it.

 2        A    All I can say is, we don't have a record

 3   of it.  I understand that a witness testified that

 4   it was sent to us.  All I'm saying is, we do not

 5   have a record of anything being sent to us.

 6        Q    By anyone, and particularly by this

 7   particular witness?

 8        A    By anyone in the organization.  We don't

 9   have a copy of this notice.  Routinely our policy

10   was -- our practice was, if we got something like

11   this, we'd have a date stamp on it --

12        Q    Okay.

13        A    -- risk management, and the date.  And

14   anything that was done in response to it would be

15   clipped to it.  And we would file it in an annual

16   folder, 2009 alerts, 2010 alerts, 2011.  We have not

17   received this.

18        Q    If you --

19        A    We don't have a copy of it.

20        Q    Okay.  But let's suppose you had.  Would

21   one of the things you would have done is talk -- you

22   said, I think, you'd talk to the chair of that

23   department, and then you'd work with the people in

24   that department?

25        A    Yes.
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 1        Q    And it would be the responsibility of the

 2   chair and the people in that department to address

 3   the issues and the concerns in this public health

 4   notification?

 5        A    I don't know if it would be their

 6   responsibility to address it, but, certainly, they

 7   would be part, and certainly they would be -- as the

 8   clinical experts, we would rely on them to help

 9   address it across the organization.  So, depending

10   on what had to be done -- they may not be

11   responsible for all those follow-up activities, but

12   we would certainly seek their guidance on what

13   needed to be done.

14        Q    When did Stamford Hospital first become

15   aware of all these complaints with these pelvic mesh

16   products?

17             MR. DRURY:  Objection.

18             MS. KELSON:  Objection.

19             MR. STOCKMAN:  Objection.

20             Do you mean actual legal complaints?

21   BY MS. FUSCO:

22        Q    Well, since you didn't get this 2008

23   notification, when were you first notified?

24             MR. STOCKMAN:  Well, you're asking risk

25        management, because we've had -- you're asking
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 1   when risk management became aware of it?

 2   Because -- I don't want to say too much, but --

 3        MS. FUSCO:  Well, either way.  Because

 4   maybe risk management became aware yesterday

 5   that somebody else knew five years ago, so --

 6        MR. STOCKMAN:  Well, she -- okay.  Well, I

 7   think -- I think she can answer about risk

 8   management.  I think she can answer about risk

 9   management.

10        MS. FUSCO:  I think she can answer about

11   if she knows about Stamford Hospital.

12        MR. STOCKMAN:  Okay.  I mean, part of the

13   problem is, it's communications with counsel.

14        MS. FUSCO:  So are you saying that, once

15   Stamford Hospital became aware of these adverse

16   events or problems with pelvic mesh, that's

17   privileged?

18        MR. STOCKMAN:  No.  She only knows it

19   because of her role in risk management -- her

20   role as a litigation conduit.

21        MS. FUSCO:  I know.  But that's a fact.

22   So --

23        MR. STOCKMAN:  Well, I'll let her answer

24   the question, and then we'll see where it goes

25   from there.
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 1             MS. FUSCO:  Okay.

 2             MR. STOCKMAN:  Okay.

 3             THE WITNESS:  So the question is:  When

 4        did risk management become aware?

 5   BY MS. FUSCO:

 6        Q    First with Stamford Hospital, because

 7   there could be two different issues here.

 8             MR. STOCKMAN:  So anybody at Stamford --

 9        when did anybody at Stamford Hospital become

10        aware --

11             MS. FUSCO:  If you know.

12             MR. STOCKMAN:  -- to your understanding,

13        as you sit here today?

14             MR. DRURY:  Become aware of what?

15   BY MS. FUSCO:

16        Q    Become aware of the problems with the

17   pelvic mesh products --

18             MR. DRURY:  Objection to the form.

19             MR. STOCKMAN:  Objection.

20             But you can answer.

21   BY MS. FUSCO:

22        Q    -- as documented in the FDA notifications?

23        A    I first became aware of this when we were

24   served notice with a lawsuit.

25        Q    So, when you were served notice, did you
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 1   go and talk to anybody, other than counsel?

 2        A    No.

 3        Q    So you didn't go to talk to the chair of

 4   the department, and say, hey, were you aware that

 5   these problems were going on in your department?

 6        A    No.

 7             MR. DRURY:  Objection.

 8   BY MS. FUSCO:

 9        Q    And did you speak to the physicians who

10   were implanting these pelvic mesh products and ask

11   them if they were aware of any problems?

12             MS. KELSON:  Objection.

13             MR. DRURY:  Objection.

14             MR. STOCKMAN:  Objection.

15             MS. FUSCO:  Physicians.

16             MR. STOCKMAN:  I understand.

17             First answer the question yes or no.

18             THE WITNESS:  No.

19             MR. STOCKMAN:  Okay.

20             MS. FUSCO:  Okay.  That solves that.

21             MR. STOCKMAN:  Right, that solves that.

22   BY MS. FUSCO:

23        Q    Okay.  So that takes us to the next

24   exhibit, Exhibit 3.  (Handing.)  So Exhibit 3,

25   Ms. Cardiello, is a report, an FDA safety
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 1   communication issued on July 13th, 2011, and it's

 2   updates on serious complications associated with

 3   transvaginal placement of surgical mesh for pelvic

 4   organ prolapse.  And I'll represent to you that this

 5   is a document that's an update to the Exhibit 2, the

 6   2008 public health notification.  Now, it's my

 7   understanding that this type of communication would

 8   have come through RASMAS?

 9        A    I guess it would have.  I don't know.  I'd

10   have to verify that.

11        Q    Okay.  Who would you ask to verify that?

12        A    We can look in the system to see.

13        Q    Okay.  So you can look in the system

14   yourself?

15        A    No.  Not me personally, no.

16        Q    Would IT have to do that?

17        A    No.  Someone in my department could.

18        Q    So you could just ask somebody, simply,

19   "Hey, go see if we got this report?"

20        A    Yes.

21        Q    Okay.  So, if you had gotten this report,

22   what would you have done with it, your department?

23        A    Essentially, the same as I previously

24   testified, which is work with the clinical experts,

25   chair, division directors, physicians, and to get
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 1   their recommendations on how to respond to this.

 2        Q    And I think part of what you said earlier

 3   was that the mesh would come under possibly a

 4   surgical device.  So is it possible this

 5   notification went to a different department and

 6   didn't come to risk management?

 7             MR. STOCKMAN:  Objection.

 8             You can answer.

 9             THE WITNESS:  It's possible.

10   BY MS. FUSCO:

11        Q    It's possible.  If that happened, would

12   that department be responsible for notifying risk

13   management of this notification?

14        A    I don't know the functionality of the

15   system well enough to know how that would work.  So

16   I don't know.

17        Q    Okay.  So, I guess what I'm trying to get

18   at, if this came to somebody at Stamford Hospital,

19   what would they do with it?

20        A    Generally, either -- if it's -- we often

21   get recalls where we have to literally pull

22   something off a shelf.  So this is -- I'm not sure

23   if this is a recall or not.

24        Q    This is not a recall.  I'll represent

25   that.
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 1        A    Right.  Okay.  So it's a safety

 2   communication.  So then, generally speaking -- I

 3   don't know what happened -- whatever -- if anything,

 4   or not, happened with this document.  Generally the

 5   domain coordinator would be responsible for

 6   following up on it.  If they were unsure of what to

 7   do with it, they can certainly come to risk

 8   management or to their supervisory chain of command.

 9        Q    Okay.  And you're not sure who the demain

10   coordinator would be?

11        A    Don't know, no.

12        Q    Is that something that you could find

13   out --

14        A    Yes.

15        Q    -- by asking somebody?

16        A    Yes.  Not by asking somebody.  I can look

17   in the system to see where this fell under.

18        Q    You can look in the system.  Okay.

19                  And you just talked about recalls.

20   That was kind of my next question.  If you got a

21   recall, whatever department -- whatever domain

22   person -- I forget the term -- would they be

23   responsible for pulling the product off the shelves,

24   or would it come through your department?

25        A    They would be responsible.
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 1        Q    Okay.

 2        A    The "domain coordinator" is what it's

 3   called.

 4        Q    Okay.

 5        A    Yeah, would be responsible for seeing if

 6   it's in our inventory, removing it if it is in our

 7   inventory.

 8        Q    Okay.

 9        A    And sometimes the products need to be

10   returned to the company.  They have to track -- so

11   they may recall certain lot numbers, and they need

12   to make sure they've gotten all their, you know,

13   specific products back.  So there's usually a

14   recording of it, and generally returned to the

15   company that's recalled the product.

16        Q    Is risk management made aware of -- if

17   there's been a recall in a particular domain, and

18   they pull the products off the shelves, and send

19   them back, do they then notify you --

20        A    No.

21        Q    -- that this has occurred?

22        A    No.

23        Q    Okay.  How would Stamford Hospital handle

24   a product that has not been recalled but is just no

25   longer being sold by the company?
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 1             MR. STOCKMAN:  Objection.

 2             You can answer.

 3             THE WITNESS:  I don't know.

 4   BY MS. FUSCO:

 5        Q    So if materials management or the

 6   purchasing person went to order a product and it was

 7   pulled off the market, or not available, shall I

 8   say, would that be noted anywhere?

 9        A    I don't know.

10        Q    So, if there were a certain number of

11   products currently on the shelves at Stamford

12   Hospital, and Stamford Hospital became aware that

13   the product was no longer being sold by the company,

14   what -- would Stamford Hospital do anything with

15   those?  Would they leave them there?  Would they

16   send them back to the company?  Would it be looked

17   at in any way?  Or would they just be used when

18   necessary --

19             MR. DRURY:  Objection.

20             MR. STOCKMAN:  Objection.

21   BY MS. FUSCO:

22        Q    -- or requested?

23             MR. STOCKMAN:  Objection.

24             You can answer.

25             THE WITNESS:  I don't know.
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 1   BY MS. FUSCO:

 2        Q    Do you know who would know?

 3        A    I would assume materials management, or --

 4   or whatever -- I think it's two or three departments

 5   I can think of specifically.  Probably nutrition,

 6   pharmacy, and surgery.  It may not be materials

 7   management.  It may be those persons responsible for

 8   materials acquisition in those departments would

 9   be -- would know that.

10        Q    So, that person would be responsible for

11   going through the shelves and having awareness of

12   what products are there, obviously, still being sold

13   by the company, expiration dates are still valid,

14   nothing has expired?  That material management

15   person would be responsible for that kind of

16   oversight of the products?

17        A    I don't know.  I'm not familiar with their

18   processes or --

19        Q    Okay.

20        A    You asked me who would manage that.  And

21   what I said was, my assumption is it would be

22   someone in materials management, or someone in a

23   materials management role in a particular

24   department.  How they -- how they do their job, I

25   don't know.
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 1        Q    Okay.  So risk management has no

 2   involvement or awareness of what products are on the

 3   shelves, and may be subject to recall, or may have

 4   expired, or those kind of details?  Is that part of

 5   risk management?

 6             MR. DRURY:  Objection.

 7             MR. STOCKMAN:  Well, objection, because

 8        it's compound.  Expired and recalled are two

 9        different things, I think.

10   BY MS. FUSCO:

11        Q    I'm looking for a general understanding

12   that that's not what you do.

13             MR. STOCKMAN:  Okay.  Well, just

14        objection.

15             If you can parse it out, you can parse

16        out.

17             THE WITNESS:  That's not what we do.

18   BY MS. FUSCO:

19        Q    That's not what you do?  That's beyond

20   risk management?

21        A    Yeah.  That's --

22        Q    Right.  It's --

23        A    It's somebody functionally within those

24   departments, their responsibility.

25        Q    They're responsible to keep track of

�

0086

 1   what's on the shelves?

 2        A    Yeah.

 3        Q    And if it's pulled, if it's recalled,

 4   they've got to pull it?

 5        A    That's right.

 6        Q    Okay.  So whether or not it's still being

 7   sold on the market is not something that you would

 8   have any knowledge of regarding those products if

 9   they're on the shelves?

10        A    Correct.  I don't have knowledge.

11        Q    So I take it risk management does not get

12   notified when products are no longer being sold by a

13   company that you were previously -- were here on the

14   shelves of Stamford Hospital?

15        A    No, we do not.

16        Q    So risk management was not made aware that

17   products such as the Prolift or the Prolift Plus M

18   by Johnson & Johnson were no lodger being sold by

19   Johnson & Johnson?

20        A    Are you asking me if I'm aware of that, or

21   are you asking me was I --

22             MR. STOCKMAN:  Was it noticed?  Did it

23        have notice at the time?

24             MS. FUSCO:  Yeah.

25             MR. STOCKMAN:  Okay.  Did you have notice
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 1        at the time?

 2             THE WITNESS:  No.

 3             MR. STOCKMAN:  No.

 4   BY MS. FUSCO:

 5        Q    Okay.  Sometime after that you became

 6   aware?

 7             MR. STOCKMAN:  Well, there -- we are

 8        talking about info transmitted in the lawsuit.

 9             MS. FUSCO:  Right.  Well, that was not

10        until 2012 though.

11             MR. STOCKMAN:  Did you become aware, in

12        your independent role as a risk manager, any

13        time between 2011 and 2012 that they stopped

14        selling it?

15             THE WITNESS:  No.

16             MR. STOCKMAN:  Okay.

17             MS. FUSCO:  Thank you.

18             MR. STOCKMAN:  You're welcome.

19             MS. FUSCO:  It's getting close to lunch.

20             MR. STOCKMAN:  Hunger generates

21        efficiency.

22             MS. FUSCO:  I think I'm wrapping up here.

23        Okay.  One sec here.

24   BY MS. FUSCO:

25        Q    Just a little housekeeping.  Going back to
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 1   the beginning.  Your testimony here -- as a

 2   corporate representative, your testimony is binding

 3   on Stamford Hospital; you're aware of that?

 4        A    Yes.

 5        Q    Okay.  And did you do any independent

 6   investigation into the topics that you are to be

 7   deposed on here today?

 8        A    No.

 9        Q    Okay.  Other than speaking with counsel?

10        A    Correct.

11        Q    You didn't speak with anybody else?

12        A    No.

13        Q    You didn't look at any other records?

14        A    No.

15             MS. FUSCO:  Okay.  I think I'm done.

16             But there's just one issue.  I just wanted

17        to put on the record, Eric, that the documents

18        that we received Friday, it was like almost

19        4,000 pages, it was kind of incomprehensible.

20        I just want to reserve -- if there's anything

21        related to risk management, you know, I'm going

22        to reserve the right, you know, to continue

23        this because --

24             MR. STOCKMAN:  Yeah.  That's fine, to the

25        extent that you've got questions related to the
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 1   specific documents.  There's 60,000 more

 2   coming, or 70,000 more coming, something like

 3   that, given the scope of the request.

 4        MS. FUSCO:  Yeah.

 5        MR. STOCKMAN:  So -- and, frankly, you

 6   know, based on what I've seen, there may need

 7   to be some follow-up, not necessarily with

 8   Ruth, but probably with another hospital

 9   witness.

10        MS. FUSCO:  Okay.

11        MR. STOCKMAN:  So, you know, I understand

12   it's a bit of a fluid process.

13        MS. FUSCO:  Yes.  Are they coming in

14   native format?  And I was a little confused --

15        MR. STOCKMAN:  Well, I don't know what you

16   mean by "native format."  They're coming in by

17   PDF on a disk.  And I think that that's

18   appropriate production under the practice book.

19        MS. FUSCO:  Except that the PDF was, you

20   know, 3,697 pages of what appeared to be

21   spreadsheets converted to PDF, and it's

22   incomprehensible in the current format.

23        MR. STOCKMAN:  Have you printed it?

24   Because I --

25        MS. FUSCO:  So I've got to print it and
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 1   match up the pages?  I mean, I know how

 2   spreadsheets print.  You know, you could have,

 3   you know, one to ten across, or one to ten up

 4   and down.  I don't know how you've converted it

 5   to a PDF.  It's incomprehensible.

 6        MR. STOCKMAN:  I would have to ask IT how

 7   they converted spreadsheets.  But, I mean, I

 8   don't think that the entire production is

 9   spreadsheets.

10        MS. FUSCO:  From what I've looked at --

11   and, you know, granted, it was Friday afternoon

12   I got it -- flipping through it, it just

13   appeared like columns.

14        MR. STOCKMAN:  I'll talk to IT to find out

15   what --

16        MS. FUSCO:  If they can produce it in the

17   spreadsheet format --

18        MR. STOCKMAN:  Okay.

19        MS. FUSCO:  -- that would be helpful.  It

20   would save me time converting it.

21        MR. STOCKMAN:  Sure.

22        MS. FUSCO:  Okay.  And do you know when

23   the other documents are coming?

24        MR. STOCKMAN:  Well, Simon swears he put

25   it in the box personally and sent it to you
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 1   with the other disk too.  So he says you got

 2   them both.  But we sent it again overnight

 3   mail, so you should have it today.

 4        MS. FUSCO:  So what do you mean by other

 5   production?  Because he mentioned some other

 6   disk.

 7        MR. STOCKMAN:  Yeah.  He said that he sent

 8   multiple disks to you.

 9        MS. FUSCO:  Okay.  I got one.  I got one

10   from June 23rd that looked like it was a

11   correction disk.  So it sounds to me like the

12   first package is missing.

13        MR. STOCKMAN:  I don't know.

14        MS. FUSCO:  Okay.

15        MR. STOCKMAN:  All I know is, you know,

16   when I hear these things, I go:  What -- what's

17   going on?

18        And he said:  I put the disks in the

19   package myself.  I know they got them.

20        MS. FUSCO:  We didn't get them.

21        MR. STOCKMAN:  Okay.

22        MS. FUSCO:  I'm not saying he didn't send

23   them.

24        MR. STOCKMAN:  I know.

25        MS. FUSCO:  But US Postal Service?
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 1        MR. STOCKMAN:  I know.  So I'm having him

 2   send them again.  So they should have been

 3   overnighted to you on Friday.

 4        MS. FUSCO:  Okay.  And are these the

 5   warehouse documents?

 6        MR. STOCKMAN:  Yeah, I think so.

 7        MS. FUSCO:  Okay.

 8        MR. STOCKMAN:  But I'll go back and talk

 9   to him again.

10        MS. FUSCO:  Because, you know, he seemed

11   to say that we were not getting warehouse

12   documents.

13        MR. STOCKMAN:  Remember the scene in

14   "Raiders of the Last Ark" where they hide away

15   the ark in the government warehouse?

16        MS. FUSCO:  Yeah.

17        MR. STOCKMAN:  That's what it -- the

18   Stamford warehouse looks like.

19        MS. FUSCO:  Okay.

20        MR. STOCKMAN:  I'm not kidding you.  They

21   went through boxes and boxes and boxes of

22   documents trying to find anything responsive to

23   your request.  So they've gone through as many

24   as they can possibly go through.  They went

25   through all of them, in fact, I think.

�

0093

 1        MS. FUSCO:  So you're not expecting us to

 2   go to the warehouse?

 3        MR. STOCKMAN:  Well, not unless you want

 4   to.

 5        MS. FUSCO:  Well, no.  We were

 6   expecting -- understood that we would be

 7   produced the documents.

 8        MR. STOCKMAN:  Yeah.

 9        MS. FUSCO:  Okay.

10        MR. STOCKMAN:  I think that's what we're

11   doing.  But I'm not in charge of the document

12   production.

13        MS. FUSCO:  That was just -- Simon seemed

14   to be saying something different.  He kept

15   saying, "You can come to the warehouse."

16        MR. STOCKMAN:  Well, you're also being

17   given a list -- I think you're being given a

18   list of documents that you can ask for or

19   inspect.  I don't know.  I'd have to talk to

20   Simon about it.  So let's -- if you want to

21   talk after Ryan's deposition, I'll get Simon,

22   and we'll talk about it.

23        MS. FUSCO:  Okay.  Because I want to get

24   this -- he mentioned something about a "meet

25   and confer."  I wanted to get that done so we
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 1   can kind of move on.

 2        MR. STOCKMAN:  Because I do think,

 3   frankly, it also comports with the practice

 4   book to allow you to inspect, you know --

 5        MS. FUSCO:  But I --

 6        MR. STOCKMAN:  But you asked for it;

 7   right?  I mean --

 8        MS. FUSCO:  Well, we asked for it to be

 9   produced, not made available in the warehouse.

10        MR. STOCKMAN:  That's adequate production.

11        MS. FUSCO:  So, I mean, I'd rather --

12        MR. STOCKMAN:  It just is.  It just is.

13   You know, there are --

14        MS. FUSCO:  Specifically, for this

15   situation, I don't think it's adequate.

16        MR. STOCKMAN:  No.  In litigation -- I

17   mean, you know, I remember going to warehouses

18   in Indianapolis and sitting for months looking

19   for documents.

20        MS. FUSCO:  But I'm talking about

21   specifically under this court order, the

22   documents --

23        MR. STOCKMAN:  Oh, no.  No.  The document

24   -- it doesn't say anything about --

25        MS. FUSCO:  Produce documents.
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 1             MR. STOCKMAN:  That's production.  That's

 2        production under any -- any court order.  In

 3        any event --

 4             MS. FUSCO:  We're not agreeing to that.

 5             MR. STOCKMAN:  Right, because -- well,

 6        never mind.  So we can clarify all of this

 7        after the deposition is over.  Are you finished

 8        for today?

 9             MS. FUSCO:  Yes, I'm finished for today.

10             MR. STOCKMAN:  Anyone?

11             MR. DRURY:  No questions.

12             MR. STOCKMAN:  I have follow-up.

13                    CROSS EXAMINATION

14   BY MR. STOCKMAN:

15        Q    I want you to assume that the 2008 notice

16   was sent via email to Liz McKinley.  Does the fact

17   that you cannot find -- that the hospital can't find

18   any folder with the 2008 notice mean that it

19   definitively was not sent to her?

20        A    No.

21        Q    All right.  Do you know whether or not

22   there would be any clinical follow-up with regard to

23   a update on serious complications associated with

24   transvaginal placement of surgical mesh -- I'm

25   sorry.  That's the wrong title.  Let me ask that
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 1   again.

 2                  Do you know whether or not there

 3   would be any kind of clinical communication between

 4   risk management and either the surgical or

 5   obstetrical department over an FDA public health

 6   notification that concluded that there were

 7   complications associated with transvaginal placement

 8   of surgical mesh that were rare?

 9        A    I don't know.

10        Q    In any event, if the department head -- if

11   the department chair already knew about it, would

12   risk management necessarily have to be involved?

13             MS. FUSCO:  Objection.

14             THE WITNESS:  No.

15             MR. STOCKMAN:  I have nothing further.

16             MS. FUSCO:  Okay.  A follow-up.

17             MR. STOCKMAN:  I knew you were going to

18        have a follow-up.

19                   REDIRECT EXAMINATION

20   BY MS. FUSCO:

21        Q    Who is Liz McKinley?

22             MR. STOCKMAN:  Liz -- oh.  You can ask

23        her.

24             THE WITNESS:  Liz McKinley is the manager

25        of regulatory -- well, was the manager of
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 1        regulatory affairs.  Currently she is a

 2        director in our nursing department for our

 3        medical surgical units.  She previously was in

 4        the department as a manager, and then a

 5        director of regulatory affairs.

 6   BY MS. FUSCO:

 7        Q    And she was manager of regulatory affairs

 8   when?

 9        A    I think she was hired in '05.  I don't --

10   I'm -- that's my memory.  She was in the department

11   when I started in December of 2006, and then she

12   left for that new position, I think it was January

13   2014.

14        Q    So you did not know that this report was

15   sent via email to Liz McKinley in regulatory

16   affairs; is that correct?  I believe that's what

17   counsel represented.

18             MR. STOCKMAN:  Yeah.

19             MS. FUSCO:  Right.

20             THE WITNESS:  Yeah, I did not know.

21   BY MS. FUSCO:

22        Q    Okay.  Do you know what Liz McKinley would

23   have done with this notification?

24        A    Generally what I outlined as the process

25   would apply here, which is, if -- if we got this
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 1   type of public health notification on this device,

 2   or any other device, we are not the clinical

 3   experts, and we would have to go to the clinical

 4   experts and ask them for their guidance regarding

 5   what should be done with this type of alert or

 6   notice.

 7        Q    And it starts with the chair of the

 8   department; is that correct?

 9        A    Yeah.  But it may not be the chair in

10   certain areas.  It may be the division director.  If

11   it's an orthopedic device, yes, we could start with

12   the chair, but we may also ask the division

13   director, because that is his or her specialty.

14        Q    Right.  So if the division director -- if

15   there was a division director of urogynecology who

16   happened to be implanting pelvic mesh product, that

17   physician would be the obvious person to go to to

18   talk about this; is that right?

19        A    Right, in addition to or in conjunction

20   with the chair, yes.

21        Q    Okay.

22             MS. FUSCO:  That's it.

23             MR. STOCKMAN:  Okay.  I have nothing else.

24             MS. FUSCO:  Okay.

25             MR. STOCKMAN:  Thank you.
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 1   MS. FUSCO:  Thank you.

 2             (Time noted:  12:02 p.m.)

 3                * * *
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 1

 2

 3                 I, RUTH CARDIELLO, have read the foregoing

 4   pages, and find the answers to the questions therein

 5   contained to be true and correct, with the exception of

 6   changes, if any, as may be noted on the Correction Page.

 7

 8

 9                                 ______________________________

     ________________________

10   Dated                         RUTH CARDIELLO

11

12                 Subscribed and sworn to before me this____day

13   of_______________, 2015.

14

15

16

17

18

19                                     ________________________

                                        Notary Public

20

21   My Commission Expires:

22

23

24

25
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 1   STATE OF CONNECTICUT  )

 2                         )  SS:  DANBURY

     COUNTY OF FAIRFIELD   )

 3          I, Deborah R. Pomponio, a Registered Merit Reporter

 4   and Notary Public within and for the State of Connecticut,

 5   do hereby certify that the within deposition of RUTH

 6   CARDIELLO was held before me on the 29th day of June, 2015.

 7          I further certify that the witness was first sworn by

 8   me to tell the truth, the whole truth and nothing but the

 9   truth, and was examined by counsel, and his testimony was

10   recorded stenographically by me, it was reduced to

11   typewriting under my supervision, and I hereby submit that

12   the within contents of said deposition are true and accurate

13   to the best of my ability.

14          I further certify that I am not a relative of nor an

15   attorney for any of the parties connected with the aforesaid

16   examination, nor otherwise interested in the testimony of

17   the witness.

18          Dated at Danbury, Connecticut, the 1st day of July,

19   2015.

20

21                               ___________________________

                                 Deborah R. Pomponio, RMR

22                                     Notary Public

                                 CT License No. 79

23

24   (My Commission expires January 31, 2020.)

25
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 1                        I N D E X

 2   WITNESS:          DIRECT    CROSS    REDIRECT    RECROSS

 3   RUTH CARDIELLO

 4    by Ms. Fusco:      5                  96

 5    by Mr. Stockman:            95

 6   ________________________________________________________
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 9   PLAINTIFF'S EXHIBITS:
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13   4      Curriculum Vitae...........................9
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 1                    INSTRUCTION SHEET

 2   DATE SENT:  7/2/15

 3   DATE OF DEPOSITION:   6/29/15

 4   RE:  LEMAY V JOHNSON & JOHNSON, ET AL

 5   TO:  RUTH CARDIELLO

 6           NEUBERT, PEPE & MONTEITH, PC

                  195 Church Street, 13th Floor

 7                New Haven, Connecticut 06510

             BY:  ERIC J. STOCKMAN, ESQUIRE

 8

 9        Enclosed please find a copy of the transcript of your

10   deposition.  Please read and sign the Jurat Page before any

11   Notary Public.

12        Enclosed is an Errata Sheet.  If you deem it necessary

13   to make any corrections, please do so on this page, and then

14   sign the Errata Sheet before any Notary Public.  If there

15   are no corrections, please write "No Corrections" and sign

16   your name.

17        Finally, please send a copy of the Errata Sheet to all

18   counsel listed on the appearance page.

19        RETURN ORIGINAL SIGNED AND NOTARIZED JURAT PAGE AND

20   ERRATA SHEET FOR PROPER FILING WITHIN THIRTY (30) DAYS TO:

21

             TOOHER, WOCL & LEYDON, LLC

22                80 Fourth Street

                  Stamford, Connecticut 06905

23           BY:  JACQUELINE E. FUSCO, ESQUIRE

24

25
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 1                       ERRATA SHEET

 2   Case Name:  LEMAY V JOHNSON & JOHNSON, ET AL

 3   Deponent's Name:  RUTH CARDIELLO

 4   Date of Deposition:  6/29/15

 5   PAGE    LINE    FROM                   TO

 6   ____    ____    _____________________ _____________________

 7   ____    ____    _____________________ _____________________

 8   ____    ____    _____________________ _____________________

 9   ____    ____    _____________________ _____________________

10   ____    ____    _____________________ _____________________

11   ____    ____    _____________________ _____________________

12   ____    ____    _____________________ _____________________

13   ____    ____    _____________________ _____________________

14   ____    ____    _____________________ _____________________

15   ____    ____    _____________________ _____________________

16   ____    ____    _____________________ _____________________

17   ____    ____    _____________________ _____________________

18   ____    ____    _____________________ _____________________

19   ____    ____    _____________________ _____________________

20   ___________________            ____________________________

21   Date                           Deponent's Signature

22   Subscribed and sworn to before me this ___ day of _________.

23                      _________________________

24                      Notary Public

25   My commission expires: _____________
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		282						LN		12		22		false		          22        A    -- if there was an employee injury.				false

		283						LN		12		23		false		          23        Q    Okay.  And it would include the HIPAA				false

		284						LN		12		24		false		          24   risk.  So a violation of patient privacy, that --				false

		285						LN		12		25		false		          25   we'll include that as a risk of injury to a person.				false

		286						PG		13		0		false		page 13				false

		287						LN		13		1		false		           1        A    Correct.				false

		288						LN		13		2		false		           2        Q    Okay.  And then the second part was the				false

		289						LN		13		3		false		           3   insurance, professional and general liability.  Is				false

		290						LN		13		4		false		           4   that just liability for the hospital or -- just				false

		291						LN		13		5		false		           5   briefly describe that.				false

		292						LN		13		6		false		           6        A    Sure.  So we have -- essentially, the				false

		293						LN		13		7		false		           7   insurance program for the organization is what I				false

		294						LN		13		8		false		           8   handle in my office.  We have a portion of that				false

		295						LN		13		9		false		           9   insurance program that's self-insured, and that's				false

		296						LN		13		10		false		          10   our professional and general liability.  So I handle				false

		297						LN		13		11		false		          11   that from a case identification through to				false

		298						LN		13		12		false		          12   litigation reserves, things like that.  And then we				false

		299						LN		13		13		false		          13   have a set of insurance policies that are				false

		300						LN		13		14		false		          14   commercially placed, for example, our property				false

		301						LN		13		15		false		          15   insurance.  So we have a -- so that is within the				false

		302						LN		13		16		false		          16   insurance.  So we have to report claims to those				false

		303						LN		13		17		false		          17   insurance companies, as well.  That's done out of my				false

		304						LN		13		18		false		          18   office.				false

		305						LN		13		19		false		          19        Q    Claim being -- meaning what?  Not a claim				false

		306						LN		13		20		false		          20   for services, but a claim for injury?				false

		307						LN		13		21		false		          21        A    A claim just like you submit to your auto				false

		308						LN		13		22		false		          22   insurance when you have -- your car gets hit, and				false

		309						LN		13		23		false		          23   you get in a motor vehicle accident, you submit a				false

		310						LN		13		24		false		          24   claim.  So it's for coverage, a claim for coverage.				false

		311						LN		13		25		false		          25        Q    Like a liability coverage?				false

		312						PG		14		0		false		page 14				false

		313						LN		14		1		false		           1        A    Yes.				false

		314						LN		14		2		false		           2        Q    Not just simple insurance payment for a				false

		315						LN		14		3		false		           3   claim as --				false

		316						LN		14		4		false		           4        A    No.				false

		317						LN		14		5		false		           5        Q    -- I'm submitting a claim?				false

		318						LN		14		6		false		           6        A    No.  It's on behalf of the Stamford Health				false

		319						LN		14		7		false		           7   System.				false

		320						LN		14		8		false		           8        Q    Okay.				false

		321						LN		14		9		false		           9        A    So the insurance program is overly -- it				false

		322						LN		14		10		false		          10   covers all of the entities and operations of the				false

		323						LN		14		11		false		          11   system.				false

		324						LN		14		12		false		          12        Q    So do you have policies and procedures to				false

		325						LN		14		13		false		          13   identify risks of a potential claim?				false

		326						LN		14		14		false		          14             MR. STOCKMAN:  I'm not sure what you mean				false

		327						LN		14		15		false		          15        by that.				false

		328						LN		14		16		false		          16             THE WITNESS:  Yeah.  I don't -- I don't				false

		329						LN		14		17		false		          17        understand the question.				false

		330						LN		14		18		false		          18   BY MS. FUSCO:				false

		331						LN		14		19		false		          19        Q    Okay.  So, if I'm understanding what you				false

		332						LN		14		20		false		          20   described as a claim -- how do you identify a claim,				false

		333						LN		14		21		false		          21   a potential claim?				false

		334						LN		14		22		false		          22        A    As I mentioned before, the occurrence				false

		335						LN		14		23		false		          23   reporting system.				false

		336						LN		14		24		false		          24        Q    Okay.  But not every event that is				false

		337						LN		14		25		false		          25   reported in that system becomes a claim; is that				false

		338						PG		15		0		false		page 15				false

		339						LN		15		1		false		           1   correct?				false

		340						LN		15		2		false		           2        A    Correct.				false

		341						LN		15		3		false		           3        Q    Is there some sort of an analysis that is				false

		342						LN		15		4		false		           4   done to each complaint to determine whether it needs				false

		343						LN		15		5		false		           5   to be -- whether it's a potential claim?				false

		344						LN		15		6		false		           6        A    I wouldn't call it a complaint.  It's an				false

		345						LN		15		7		false		           7   occurrence report.  So they are reviewed.  When an				false

		346						LN		15		8		false		           8   occurrence report is submitted, the -- where the				false

		347						LN		15		9		false		           9   occurrence happened, for example, the clinical unit				false

		348						LN		15		10		false		          10   it happened, it goes to the manager of that area,				false

		349						LN		15		11		false		          11   simultaneously it gets to -- sent to the risk				false

		350						LN		15		12		false		          12   management team as well.				false

		351						LN		15		13		false		          13        Q    Okay.  So it was an occurrence --				false

		352						LN		15		14		false		          14        A    Report.				false

		353						LN		15		15		false		          15        Q    -- report.  Okay.  As opposed to a				false

		354						LN		15		16		false		          16   complaint?				false

		355						LN		15		17		false		          17        A    Right.				false

		356						LN		15		18		false		          18        Q    Occurrence report.  Forgive me if I forget				false

		357						LN		15		19		false		          19   that again.				false

		358						LN		15		20		false		          20        A    That's okay.				false

		359						LN		15		21		false		          21        Q    Okay.  So is there any system in place to				false

		360						LN		15		22		false		          22   identify potential occurrences before they happen?				false

		361						LN		15		23		false		          23             MR. STOCKMAN:  Objection.				false

		362						LN		15		24		false		          24             You can answer.				false

		363						LN		15		25		false		          25             THE WITNESS:  Possibly.  We could get				false

		364						PG		16		0		false		page 16				false

		365						LN		16		1		false		           1        something in our occurrence reporting system,				false

		366						LN		16		2		false		           2        but generally not.				false

		367						LN		16		3		false		           3   BY MS. FUSCO:				false

		368						LN		16		4		false		           4        Q    Okay.  So let me be a little more				false

		369						LN		16		5		false		           5   specific.  I'll give you an example.  So if somebody				false

		370						LN		16		6		false		           6   mops the floors, they put out a sign that says "Wet				false

		371						LN		16		7		false		           7   Floor.  Be Careful."				false

		372						LN		16		8		false		           8        A    Uh-huh.				false

		373						LN		16		9		false		           9        Q    All right.  That's, I think, in policy and				false

		374						LN		16		10		false		          10   procedures that are aimed at preventing an injury to				false

		375						LN		16		11		false		          11   somebody, would you agree?				false

		376						LN		16		12		false		          12        A    Yes.				false

		377						LN		16		13		false		          13        Q    Okay.  So are there other policies in				false

		378						LN		16		14		false		          14   place or procedures that would be implemented or				false

		379						LN		16		15		false		          15   utilized to prevent clinical injuries in the				false

		380						LN		16		16		false		          16   hospital?				false

		381						LN		16		17		false		          17             MR. STOCKMAN:  Just objection.				false

		382						LN		16		18		false		          18             You can answer.				false

		383						LN		16		19		false		          19             THE WITNESS:  Are there policies and				false

		384						LN		16		20		false		          20        procedures?  I still need clarification.  I				false

		385						LN		16		21		false		          21        think I understand your question to be are				false

		386						LN		16		22		false		          22        there policies and procedures in place that we				false

		387						LN		16		23		false		          23        had in order to prevent injury to patients?				false

		388						LN		16		24		false		          24             MS. FUSCO:  Yes.				false

		389						LN		16		25		false		          25             THE WITNESS:  Yes, we do.				false

		390						PG		17		0		false		page 17				false

		391						LN		17		1		false		           1   BY MS. FUSCO:				false

		392						LN		17		2		false		           2        Q    Okay.  Generally, if you could describe				false

		393						LN		17		3		false		           3   some of those policies and procedures.				false

		394						LN		17		4		false		           4        A    I think they are care specific and				false

		395						LN		17		5		false		           5   location specific.				false

		396						LN		17		6		false		           6        Q    Okay.				false

		397						LN		17		7		false		           7        A    Some that come to mind though that I am				false

		398						LN		17		8		false		           8   aware of that -- a timeout in the operating room.				false

		399						LN		17		9		false		           9   So, before a patient is brought in for surgery,				false

		400						LN		17		10		false		          10   there's a set of procedures that they would follow				false

		401						LN		17		11		false		          11   to make sure it's the right patient, right				false

		402						LN		17		12		false		          12   procedure, everything that's done.  So that's one				false

		403						LN		17		13		false		          13   example, I guess, I would give you.				false

		404						LN		17		14		false		          14        Q    Okay.				false

		405						LN		17		15		false		          15        A    Yes, there are procedures in place to				false

		406						LN		17		16		false		          16   reduce the occurrence -- possibility of occurrence.				false

		407						LN		17		17		false		          17        Q    Okay.  So now I'm going to give you the				false

		408						LN		17		18		false		          18   same question regarding to the medical devices that				false

		409						LN		17		19		false		          19   are implanted here at Stamford Hospital.  Is there				false

		410						LN		17		20		false		          20   some sort of, I guess, a policy or procedure that				false

		411						LN		17		21		false		          21   the hospital would go through to determine or to try				false

		412						LN		17		22		false		          22   to assess the potential for injury for a				false

		413						LN		17		23		false		          23   particular -- for any medical device that's				false

		414						LN		17		24		false		          24   implanted here at Stamford Hospital?				false

		415						LN		17		25		false		          25        A    Can you repeat the question?				false

		416						PG		18		0		false		page 18				false

		417						LN		18		1		false		           1        Q    Okay.  I'll try to rephrase.				false

		418						LN		18		2		false		           2        A    Okay.				false

		419						LN		18		3		false		           3        Q    It's a little confusing.				false

		420						LN		18		4		false		           4                  So does the hospital have any policy				false

		421						LN		18		5		false		           5   whereby it's going to look at a medical device and				false

		422						LN		18		6		false		           6   assess potential risks and injuries and try to				false

		423						LN		18		7		false		           7   create a policy that's going to prevent potential				false

		424						LN		18		8		false		           8   injuries?				false

		425						LN		18		9		false		           9             MR. STOCKMAN:  Objection.				false

		426						LN		18		10		false		          10             You can answer.				false

		427						LN		18		11		false		          11             THE WITNESS:  The process for bringing in				false

		428						LN		18		12		false		          12        devices -- so this a new device that's being				false

		429						LN		18		13		false		          13        brought in, is that your question?				false

		430						LN		18		14		false		          14   BY MS. FUSCO:				false

		431						LN		18		15		false		          15        Q    Yes.				false

		432						LN		18		16		false		          16        A    I don't have any --				false

		433						LN		18		17		false		          17        Q    It could be a new device or it could be an				false

		434						LN		18		18		false		          18   update on a device.				false

		435						LN		18		19		false		          19        A    I don't have any knowledge about any				false

		436						LN		18		20		false		          20   procedures around the introduction of devices to the				false

		437						LN		18		21		false		          21   organization.				false

		438						LN		18		22		false		          22        Q    So, for example, would -- if there's a new				false

		439						LN		18		23		false		          23   device being introduced or wants to be introduced				false

		440						LN		18		24		false		          24   into Stamford Hospital, would Stamford Hospital				false

		441						LN		18		25		false		          25   confirm that the device is being legally sold?				false

		442						PG		19		0		false		page 19				false

		443						LN		19		1		false		           1        A    I don't know.				false

		444						LN		19		2		false		           2        Q    Okay.  Do you know if Stamford Hospital				false

		445						LN		19		3		false		           3   would confirm if the medical device has the proper				false

		446						LN		19		4		false		           4   clearance or approval by the FDA?				false

		447						LN		19		5		false		           5        A    I don't know.				false

		448						LN		19		6		false		           6        Q    And I take it that's for now and back --				false

		449						LN		19		7		false		           7        A    Yeah, I don't know what the --				false

		450						LN		19		8		false		           8        Q    You don't know what the --				false

		451						LN		19		9		false		           9        A    I don't know what the process is, if we --				false

		452						LN		19		10		false		          10   my assumption is we have a process.  I don't know				false

		453						LN		19		11		false		          11   what the process is for bringing in new devices to				false

		454						LN		19		12		false		          12   the organization.				false

		455						LN		19		13		false		          13        Q    Okay.  So risk management does not have a				false

		456						LN		19		14		false		          14   role in the new medical device approval process?				false

		457						LN		19		15		false		          15        A    No.				false

		458						LN		19		16		false		          16        Q    So, to your knowledge, there's no				false

		459						LN		19		17		false		          17   assessment of a potential risk of injury for a				false

		460						LN		19		18		false		          18   particular medical device?				false

		461						LN		19		19		false		          19             MR. STOCKMAN:  Well, objection.  That's				false

		462						LN		19		20		false		          20        sort of like the "Have you stopped beating your				false

		463						LN		19		21		false		          21        wife?" question.  She has no knowledge of any				false

		464						LN		19		22		false		          22        process.  So to say, so, to your knowledge				false

		465						LN		19		23		false		          23        there's no process -- she doesn't know if				false

		466						LN		19		24		false		          24        there's a process one way or the other.				false

		467						LN		19		25		false		          25             MS. FUSCO:  Okay.				false

		468						PG		20		0		false		page 20				false

		469						LN		20		1		false		           1             MR. STOCKMAN:  Right?				false

		470						LN		20		2		false		           2             MS. FUSCO:  Let's have Ms. Cardiello				false

		471						LN		20		3		false		           3        answer, if we could.				false

		472						LN		20		4		false		           4             MR. STOCKMAN:  I'll have her answer a fair				false

		473						LN		20		5		false		           5        question.				false

		474						LN		20		6		false		           6             MS. FUSCO:  I know.  But let's not tell				false

		475						LN		20		7		false		           7        her how to answer.				false

		476						LN		20		8		false		           8             MR. STOCKMAN:  I'm not telling her how to				false

		477						LN		20		9		false		           9        answer it.  The way it's phrased, artfully				false

		478						LN		20		10		false		          10        though it was phrased, it can't be answered				false

		479						LN		20		11		false		          11        without making it sound like the hospital has				false

		480						LN		20		12		false		          12        shunned some obligation.				false

		481						LN		20		13		false		          13             MS. FUSCO:  Well, to her knowledge.  You				false

		482						LN		20		14		false		          14        know, it's -- you know, if there's an				false

		483						LN		20		15		false		          15        obligation, the question is to her knowledge.				false

		484						LN		20		16		false		          16        If she doesn't know, then she doesn't know, you				false

		485						LN		20		17		false		          17        know.				false

		486						LN		20		18		false		          18             MR. STOCKMAN:  Well, I'd appreciate it if				false

		487						LN		20		19		false		          19        you would rephrase the question.				false

		488						LN		20		20		false		          20             MS. FUSCO:  Now I've forgotten the				false

		489						LN		20		21		false		          21        question.				false

		490						LN		20		22		false		          22                       (Whereupon, the record was				false

		491						LN		20		23		false		          23                  read.)				false

		492						LN		20		24		false		          24             MR. STOCKMAN:  Again, objection.				false

		493						LN		20		25		false		          25             THE WITNESS:  I can't -- I can't answer				false

		494						PG		21		0		false		page 21				false

		495						LN		21		1		false		           1        the question the way it's asked.				false

		496						LN		21		2		false		           2             MS. FUSCO:  Okay.				false

		497						LN		21		3		false		           3             THE WITNESS:  I'm not aware of the policy				false

		498						LN		21		4		false		           4        or process.				false

		499						LN		21		5		false		           5   BY MS. FUSCO:				false

		500						LN		21		6		false		           6        Q    Risk management does not assess a product?				false

		501						LN		21		7		false		           7        A    No, it does not.				false

		502						LN		21		8		false		           8        Q    Okay.  I guess for safety and efficacy?				false

		503						LN		21		9		false		           9        A    No, we do not.				false

		504						LN		21		10		false		          10        Q    You do not.  Okay.  And you don't know if				false

		505						LN		21		11		false		          11   anybody does?				false

		506						LN		21		12		false		          12        A    I don't know.				false

		507						LN		21		13		false		          13        Q    You don't know.  Okay.				false

		508						LN		21		14		false		          14                  I think the next part of -- what's				false

		509						LN		21		15		false		          15   encompassed in your risk management is regulatory				false

		510						LN		21		16		false		          16   affairs.  So would part of risk management's job to				false

		511						LN		21		17		false		          17   be -- to determine if a medical device is in				false

		512						LN		21		18		false		          18   compliance with state, and federal, local				false

		513						LN		21		19		false		          19   regulations?				false

		514						LN		21		20		false		          20        A    If a medical device is -- I'm not sure I				false

		515						LN		21		21		false		          21   can answer the question the way it's asked.  Do you				false

		516						LN		21		22		false		          22   want me to tell you what regulatory --				false

		517						LN		21		23		false		          23        Q    I was going to say, let's go back, and				false

		518						LN		21		24		false		          24   tell me what "regulatory affairs" is.				false

		519						LN		21		25		false		          25        A    Okay.  So, obviously, there are a number				false

		520						PG		22		0		false		page 22				false

		521						LN		22		1		false		           1   of regulations that healthcare providers have to				false

		522						LN		22		2		false		           2   follow.  I probably break them into two categories:				false

		523						LN		22		3		false		           3   One is our life safety function, so the facilities,				false

		524						LN		22		4		false		           4   how they're constructed, right, life safety, fire				false

		525						LN		22		5		false		           5   alarms, building code.				false

		526						LN		22		6		false		           6        Q    So like the physical structure?				false

		527						LN		22		7		false		           7        A    Yeah, the physical structure.  That's				false

		528						LN		22		8		false		           8   facilities and engineering.  On the more				false

		529						LN		22		9		false		           9   clinically-oriented regulatory topics we handle, in				false

		530						LN		22		10		false		          10   our office, the survey process.  We are surveyed --				false

		531						LN		22		11		false		          11   we're surveyed by the Joint Commission.  We are				false

		532						LN		22		12		false		          12   licensed by the health department.  So those types				false

		533						LN		22		13		false		          13   of activities fall under the regulatory affairs,				false

		534						LN		22		14		false		          14   responsibility that we -- that I have in my				false

		535						LN		22		15		false		          15   department.  Reporting of adverse events to the				false

		536						LN		22		16		false		          16   health department, to the FDA.  So survey				false

		537						LN		22		17		false		          17   certification process.  I think that is relatively				false

		538						LN		22		18		false		          18   complete.				false

		539						LN		22		19		false		          19        Q    Okay.  So how do you know if an event				false

		540						LN		22		20		false		          20   needs to be reported to DPH?				false

		541						LN		22		21		false		          21        A    We have received notifications from the				false

		542						LN		22		22		false		          22   health department regarding the required what they				false

		543						LN		22		23		false		          23   call "adverse events."  And we work with counsel, as				false

		544						LN		22		24		false		          24   well, to understand them and interpret them, and put				false

		545						LN		22		25		false		          25   policies and procedures in place to make sure we're				false

		546						PG		23		0		false		page 23				false

		547						LN		23		1		false		           1   complying.				false

		548						LN		23		2		false		           2        Q    So the adverse events -- let's talk about				false

		549						LN		23		3		false		           3   DPH.  So, in Connecticut, are they -- are they				false

		550						LN		23		4		false		           4   standardized, do you know, on a national level, or				false

		551						LN		23		5		false		           5   are these purely specific to Connecticut?				false

		552						LN		23		6		false		           6        A    They are state based.				false

		553						LN		23		7		false		           7        Q    Okay.				false

		554						LN		23		8		false		           8        A    I think they are based, though, on some				false

		555						LN		23		9		false		           9   national criteria.  It's called the "National				false

		556						LN		23		10		false		          10   Quality Forum," but -- that's identified these				false

		557						LN		23		11		false		          11   adverse events.  But it is a state law that we're				false

		558						LN		23		12		false		          12   required to comply with.  And we follow their				false

		559						LN		23		13		false		          13   definitions, and if there is interpretive guidance				false

		560						LN		23		14		false		          14   or documents that they send.				false

		561						LN		23		15		false		          15        Q    Do you know if Connecticut has adopted				false

		562						LN		23		16		false		          16   some of the federal guidelines from the National				false

		563						LN		23		17		false		          17   Quality association?				false

		564						LN		23		18		false		          18        A    The National Quality Forum -- I don't				false

		565						LN		23		19		false		          19   think it's a government agency, but they identified				false

		566						LN		23		20		false		          20   years ago a number of adverse events.  And it's my				false

		567						LN		23		21		false		          21   understanding that each state has adopted different				false

		568						LN		23		22		false		          22   definitions or different requirements to report.  So				false

		569						LN		23		23		false		          23   what I'm familiar with is the Connecticut health				false

		570						LN		23		24		false		          24   department requirements.  So that's under -- in my				false

		571						LN		23		25		false		          25   department.				false

		572						PG		24		0		false		page 24				false

		573						LN		24		1		false		           1        Q    So when you -- the original adverse event				false

		574						LN		24		2		false		           2   list, are you referring to the "never events" that				false

		575						LN		24		3		false		           3   were originally identified?				false

		576						LN		24		4		false		           4        A    We refer to them here as "adverse events."				false

		577						LN		24		5		false		           5   But, yes, I think it was --				false

		578						LN		24		6		false		           6        Q    But they were originally "never events,"				false

		579						LN		24		7		false		           7   and have evolved into "adverse events"?				false

		580						LN		24		8		false		           8        A    I'm only familiar with -- the term from				false

		581						LN		24		9		false		           9   the health department has always been "adverse				false

		582						LN		24		10		false		          10   events."				false

		583						LN		24		11		false		          11        Q    Okay.				false

		584						LN		24		12		false		          12        A    There's some organizations that call them				false

		585						LN		24		13		false		          13   "never events."  But what we -- what we refer to				false

		586						LN		24		14		false		          14   them as is "adverse events."  And that's what the				false

		587						LN		24		15		false		          15   health department definition is.				false

		588						LN		24		16		false		          16        Q    Okay.  So what is an "adverse event,"				false

		589						LN		24		17		false		          17   according to the Department of Public Health?				false

		590						LN		24		18		false		          18        A    Is an event that reached the patient that				false

		591						LN		24		19		false		          19   generally caused death or a serious disability.				false

		592						LN		24		20		false		          20   There's a number of categories.  But, generally,				false

		593						LN		24		21		false		          21   that's what they are.  So one is, you know, wrong				false

		594						LN		24		22		false		          22   site surgery, surgery on the wrong patient,				false

		595						LN		24		23		false		          23   elopement from a psychiatric facility, suicide in a				false

		596						LN		24		24		false		          24   hospital setting.  So there are hospital specific				false

		597						LN		24		25		false		          25   ones.  And we have -- I don't know what number we				false

		598						PG		25		0		false		page 25				false

		599						LN		25		1		false		           1   have.  So there's a number of events.				false

		600						LN		25		2		false		           2        Q    Okay.  Do you know of adverse -- any				false

		601						LN		25		3		false		           3   adverse events specifically related to medical				false

		602						LN		25		4		false		           4   devices?				false

		603						LN		25		5		false		           5        A    No.  I can't remember them all, but I				false

		604						LN		25		6		false		           6   don't remember that one.				false

		605						LN		25		7		false		           7        Q    So do you know if it would be considered				false

		606						LN		25		8		false		           8   an adverse event by the Department of Public Health				false

		607						LN		25		9		false		           9   if a medical device is implanted one day and then				false

		608						LN		25		10		false		          10   subsequent to that there is a malfunction of that				false

		609						LN		25		11		false		          11   device and it has to be removed?  Do you know if				false

		610						LN		25		12		false		          12   that's a reportable event?				false

		611						LN		25		13		false		          13        A    No, it's not.  Not to the health				false

		612						LN		25		14		false		          14   department, no.				false

		613						LN		25		15		false		          15        Q    Not to the health department.  Okay.				false

		614						LN		25		16		false		          16             MR. STOCKMAN:  Are you still on there,				false

		615						LN		25		17		false		          17        Mike?				false

		616						LN		25		18		false		          18                       (Discussion off the record.)				false

		617						LN		25		19		false		          19   BY MS. FUSCO:				false

		618						LN		25		20		false		          20        Q    So a serious injury is reportable to the				false

		619						LN		25		21		false		          21   DPH.  Do you know how they define "serious injury"?				false

		620						LN		25		22		false		          22        A    No.  We need to clarify that.  There are a				false

		621						LN		25		23		false		          23   set of adverse events.  They're categorized by the				false

		622						LN		25		24		false		          24   type of event, i.e., wrong surgery --				false

		623						LN		25		25		false		          25        Q    Okay.				false

		624						PG		26		0		false		page 26				false

		625						LN		26		1		false		           1        A    -- perforation from a laparoscopic				false

		626						LN		26		2		false		           2   surgery.  So that's the category.  And, generally,				false

		627						LN		26		3		false		           3   it's based on death or serious disability as a				false

		628						LN		26		4		false		           4   result of one of those events.				false

		629						LN		26		5		false		           5        Q    Okay.				false

		630						LN		26		6		false		           6        A    So you have a list of events you have to				false

		631						LN		26		7		false		           7   report, and there is criteria for each of them.  So				false

		632						LN		26		8		false		           8   it's not the injury that's reported, it's the type				false

		633						LN		26		9		false		           9   of event.  And that list has generally been the				false

		634						LN		26		10		false		          10   same, but year over year it's been updated.				false

		635						LN		26		11		false		          11        Q    So, for example, there could be something				false

		636						LN		26		12		false		          12   that's not on their list, the DPH's list, of adverse				false

		637						LN		26		13		false		          13   events that are reportable, but results in a serious				false

		638						LN		26		14		false		          14   injury or death of a patient and that's not				false

		639						LN		26		15		false		          15   reportable?				false

		640						LN		26		16		false		          16        A    Potentially there could be an event that				false

		641						LN		26		17		false		          17   caused serious injury or disability that's not on				false

		642						LN		26		18		false		          18   the adverse event list with the health department;				false

		643						LN		26		19		false		          19   correct.				false

		644						LN		26		20		false		          20        Q    Right.  So the health department's list is				false

		645						LN		26		21		false		          21   not all-inclusive, it's specific for what they want?				false

		646						LN		26		22		false		          22        A    Yes.				false

		647						LN		26		23		false		          23        Q    Okay.  Now let's talk about the FDA.  How				false

		648						LN		26		24		false		          24   does the FDA define an adverse event?				false

		649						LN		26		25		false		          25        A    Generally -- you know, don't hold me to				false

		650						PG		27		0		false		page 27				false

		651						LN		27		1		false		           1   the regulation here, but, generally, serious				false

		652						LN		27		2		false		           2   disability or death resulting from a medical device.				false

		653						LN		27		3		false		           3        Q    Okay.  So how would they classify a				false

		654						LN		27		4		false		           4   serious injury?				false

		655						LN		27		5		false		           5        A    I would have to look at, you know, the				false

		656						LN		27		6		false		           6   policies that we have in place that would generally				false

		657						LN		27		7		false		           7   include those definitions.  If we needed to we would				false

		658						LN		27		8		false		           8   consult with counsel, our regulatory counsel, to				false

		659						LN		27		9		false		           9   make sure we're interpreting that correctly.				false

		660						LN		27		10		false		          10        Q    So regarding, I guess, your function in				false

		661						LN		27		11		false		          11   regulatory affairs, is it within that category that				false

		662						LN		27		12		false		          12   you read the regulations and follow them?				false

		663						LN		27		13		false		          13        A    We usually don't read the regulations.  We				false

		664						LN		27		14		false		          14   generally work with counsel.  They may provide				false

		665						LN		27		15		false		          15   them --				false

		666						LN		27		16		false		          16        Q    Okay.				false

		667						LN		27		17		false		          17        A    -- as background.  And then, if we're				false

		668						LN		27		18		false		          18   developing, let's say, a new policy in response to a				false

		669						LN		27		19		false		          19   new regulation, or revising policies and procedures				false

		670						LN		27		20		false		          20   in response to an update, we would consult with				false

		671						LN		27		21		false		          21   them, maybe revise it ourselves, work with them, and				false

		672						LN		27		22		false		          22   have them review and approve it before we sent it				false

		673						LN		27		23		false		          23   out internally for communication.				false

		674						LN		27		24		false		          24        Q    Okay.  So I'm not getting into privilege				false

		675						LN		27		25		false		          25   here, but if -- you, essentially, rely on counsel to				false

		676						PG		28		0		false		page 28				false

		677						LN		28		1		false		           1   help you interpret the regulations and follow and				false

		678						LN		28		2		false		           2   implement them; would that be correct?				false

		679						LN		28		3		false		           3        A    Well, yes.  To help us interpret them,				false

		680						LN		28		4		false		           4   yes.				false

		681						LN		28		5		false		           5        Q    Okay.				false

		682						LN		28		6		false		           6        A    And provide guidance in following them,				false

		683						LN		28		7		false		           7   yes.				false

		684						LN		28		8		false		           8        Q    Are there policies at Stamford Hospital				false

		685						LN		28		9		false		           9   regarding reporting adverse events, as required				false

		686						LN		28		10		false		          10   under the FDA, for medical devices?				false

		687						LN		28		11		false		          11        A    Yes.				false

		688						LN		28		12		false		          12        Q    Okay.  When did those policies -- when				false

		689						LN		28		13		false		          13   were those policies created, if you know?				false

		690						LN		28		14		false		          14        A    I don't remember that date.				false

		691						LN		28		15		false		          15        Q    Okay.				false

		692						LN		28		16		false		          16        A    I don't remember.				false

		693						LN		28		17		false		          17        Q    Okay.  Roughly, do you know how long				false

		694						LN		28		18		false		          18   they've been in effect?				false

		695						LN		28		19		false		          19        A    I'm more familiar with the process to --				false

		696						LN		28		20		false		          20   when they were put in place.  I've been in risk				false

		697						LN		28		21		false		          21   management since late '06, so -- I just don't				false

		698						LN		28		22		false		          22   remember the dates.				false

		699						LN		28		23		false		          23        Q    Okay.  So in late '06 were policies in				false

		700						LN		28		24		false		          24   place for reporting adverse events to the FDA?				false

		701						LN		28		25		false		          25        A    I'd have to look to see if -- when the				false

		702						PG		29		0		false		page 29				false

		703						LN		29		1		false		           1   dates of those were.				false

		704						LN		29		2		false		           2        Q    Okay.				false

		705						LN		29		3		false		           3        A    So I don't remember.  Let's put it that				false

		706						LN		29		4		false		           4   way, I don't remember.				false

		707						LN		29		5		false		           5        Q    So there's someplace where you could go				false

		708						LN		29		6		false		           6   and look and find documents?				false

		709						LN		29		7		false		           7        A    Yes.				false

		710						LN		29		8		false		           8        Q    Okay.  Where would that be, if you know?				false

		711						LN		29		9		false		           9        A    We have a policy and procedure electronic				false

		712						LN		29		10		false		          10   library.				false

		713						LN		29		11		false		          11        Q    Okay.  And that gives you access to				false

		714						LN		29		12		false		          12   documents as far as back as 2006?				false

		715						LN		29		13		false		          13        A    If they're -- if they are retained there,				false

		716						LN		29		14		false		          14   yes.				false

		717						LN		29		15		false		          15        Q    They may not be retained there?				false

		718						LN		29		16		false		          16        A    Well, if they're there -- I mean, I'm				false

		719						LN		29		17		false		          17   saying if they're there, yes.  So we'd have a place				false

		720						LN		29		18		false		          18   for archived.  If someone accurately archives them,				false

		721						LN		29		19		false		          19   yes, they would be there.				false

		722						LN		29		20		false		          20        Q    Okay.  So you don't know?  You think they				false

		723						LN		29		21		false		          21   might be there, you'd have to go look to see if they				false

		724						LN		29		22		false		          22   are there?				false

		725						LN		29		23		false		          23        A    Yeah, I'd have to look.				false

		726						LN		29		24		false		          24        Q    If they're not in the electronic library,				false

		727						LN		29		25		false		          25   where else might they be?				false

		728						PG		30		0		false		page 30				false

		729						LN		30		1		false		           1        A    I don't know.  They'd have to be there.				false

		730						LN		30		2		false		           2        Q    Is there somebody you could ask?				false

		731						LN		30		3		false		           3        A    Yeah.  I can go back and look, yeah.				false

		732						LN		30		4		false		           4        Q    Okay.  Who would you ask about this?				false

		733						LN		30		5		false		           5        A    Well, I can go back and access it myself				false

		734						LN		30		6		false		           6   is what I would do.				false

		735						LN		30		7		false		           7        Q    Okay.  So you don't need to ask anybody				false

		736						LN		30		8		false		           8   else?				false

		737						LN		30		9		false		           9        A    No, no.  I have access to that.  And I				false

		738						LN		30		10		false		          10   have access to the archived, so we could look there.				false

		739						LN		30		11		false		          11        Q    Okay.  So I think you said back in 2006				false

		740						LN		30		12		false		          12   there were policies in place for reporting adverse				false

		741						LN		30		13		false		          13   events to your recollection?				false

		742						LN		30		14		false		          14        A    To my recollection, yes.				false

		743						LN		30		15		false		          15        Q    Yes.  Okay.  And from 2006 to the present				false

		744						LN		30		16		false		          16   there have always been policies --				false

		745						LN		30		17		false		          17        A    Uh-huh.				false

		746						LN		30		18		false		          18        Q    -- and procedures in place for reporting				false

		747						LN		30		19		false		          19   adverse events?				false

		748						LN		30		20		false		          20        A    Yes.				false

		749						LN		30		21		false		          21        Q    Okay.  Is there any review system, for				false

		750						LN		30		22		false		          22   lack of a better word, to evaluate if, number one,				false

		751						LN		30		23		false		          23   adverse events that have occurred and are reportable				false

		752						LN		30		24		false		          24   have been identified?				false

		753						LN		30		25		false		          25        A    Is there a review system to understand if				false

		754						PG		31		0		false		page 31				false

		755						LN		31		1		false		           1   there was a adverse event with a device?				false

		756						LN		31		2		false		           2        Q    Yes.  In order to determine if a				false

		757						LN		31		3		false		           3   reportable event occurred, was it properly reported				false

		758						LN		31		4		false		           4   so that you could report it to the FDA or the				false

		759						LN		31		5		false		           5   manufacturer?				false

		760						LN		31		6		false		           6        A    Well, you're trying to track down a --				false

		761						LN		31		7		false		           7   you're trying to track something down that, you				false

		762						LN		31		8		false		           8   know, is a negative.  So we rely on our employees				false

		763						LN		31		9		false		           9   and physicians to notify us if there is an				false

		764						LN		31		10		false		          10   occurrence which may be potentially reportable.  So				false

		765						LN		31		11		false		          11   we -- since, obviously, we're not involved in direct				false

		766						LN		31		12		false		          12   patient care, we would rely on our staff to let us				false

		767						LN		31		13		false		          13   know.				false

		768						LN		31		14		false		          14        Q    So, if a reportable event occurred and was				false

		769						LN		31		15		false		          15   not reported, there's no way you would know that				false

		770						LN		31		16		false		          16   unless somebody tells you?				false

		771						LN		31		17		false		          17        A    Correct.				false

		772						LN		31		18		false		          18        Q    Okay.				false

		773						LN		31		19		false		          19        A    Unless we get served with a lawsuit a				false

		774						LN		31		20		false		          20   couple years later, and then we know.				false

		775						LN		31		21		false		          21        Q    Right.  Exactly.				false

		776						LN		31		22		false		          22             MR. STOCKMAN:  Which I'm sure you'll get				false

		777						LN		31		23		false		          23        to it --				false

		778						LN		31		24		false		          24             THE WITNESS:  That's how I know.				false

		779						LN		31		25		false		          25             MR. STOCKMAN:  -- when we talk about this				false

		780						PG		32		0		false		page 32				false

		781						LN		32		1		false		           1        case.				false

		782						LN		32		2		false		           2             MS. FUSCO:  Right, right.  Exactly.				false

		783						LN		32		3		false		           3   BY MS. FUSCO:				false

		784						LN		32		4		false		           4        Q    So what was -- how did you -- how do you				false

		785						LN		32		5		false		           5   educate the staff and the physicians on adverse				false

		786						LN		32		6		false		           6   events that are reportable?				false

		787						LN		32		7		false		           7        A    A couple different ways.  We have a new				false

		788						LN		32		8		false		           8   employee orientation where we provide -- risk				false

		789						LN		32		9		false		           9   management provides -- risk management provides				false

		790						LN		32		10		false		          10   education to new employees.  We have annual training				false

		791						LN		32		11		false		          11   on HealthStream, which has a regulatory and risk				false

		792						LN		32		12		false		          12   management.  So HealthStream is a computer-based				false

		793						LN		32		13		false		          13   education tool.  So employees have to go on there				false

		794						LN		32		14		false		          14   and complete their annual training, generally, by				false

		795						LN		32		15		false		          15   end of July each year.  New physician training, as				false

		796						LN		32		16		false		          16   well.  So some -- you know, as new physicians come				false

		797						LN		32		17		false		          17   on to the organization, they may not be employed by				false

		798						LN		32		18		false		          18   us, but we'd have to certainly orient them as well.				false

		799						LN		32		19		false		          19        Q    Okay.				false

		800						LN		32		20		false		          20        A    So that's how.				false

		801						LN		32		21		false		          21        Q    Okay.  And so were these policies in				false

		802						LN		32		22		false		          22   place -- we'll go back in the past -- between 2002				false

		803						LN		32		23		false		          23   and the present, and, if not, do you know when they				false

		804						LN		32		24		false		          24   were fist implemented?				false

		805						LN		32		25		false		          25        A    I'm speaking from my experience in risk				false

		806						PG		33		0		false		page 33				false

		807						LN		33		1		false		           1   management since late 2006.  So I don't know prior				false

		808						LN		33		2		false		           2   to that.				false

		809						LN		33		3		false		           3        Q    Okay.				false

		810						LN		33		4		false		           4        A    But I do know, as an employee here, and as				false

		811						LN		33		5		false		           5   a director in other areas, there was always a new				false

		812						LN		33		6		false		           6   employee orientation, and there was always the				false

		813						LN		33		7		false		           7   HealthStream or some -- some -- I don't know if it				false

		814						LN		33		8		false		           8   was HealthStream, it was the same vendor, but some				false

		815						LN		33		9		false		           9   level of annual training --				false

		816						LN		33		10		false		          10        Q    Okay.				false

		817						LN		33		11		false		          11        A    -- that employees had to go through.				false

		818						LN		33		12		false		          12        Q    So if an adverse event was not reported,				false

		819						LN		33		13		false		          13   and it came to your knowledge that there was an				false

		820						LN		33		14		false		          14   adverse event that was not reported, was there some				false

		821						LN		33		15		false		          15   sort of follow-up with the person or persons				false

		822						LN		33		16		false		          16   involved who should have reported that event?				false

		823						LN		33		17		false		          17             MR. STOCKMAN:  Objection.				false

		824						LN		33		18		false		          18             You can answer.				false

		825						LN		33		19		false		          19             THE WITNESS:  Well, generally, we would				false

		826						LN		33		20		false		          20        remind the reporter that this is an obligation,				false

		827						LN		33		21		false		          21        you know, you should let us know.  But that				false

		828						LN		33		22		false		          22        would be the follow-up.  If -- if -- if there				false

		829						LN		33		23		false		          23        was something more that's needed, we could, you				false

		830						LN		33		24		false		          24        know, do more focused education.				false

		831						LN		33		25		false		          25				false

		832						PG		34		0		false		page 34				false

		833						LN		34		1		false		           1   BY MS. FUSCO:				false

		834						LN		34		2		false		           2        Q    Okay.  Regarding the medical devices,				false

		835						LN		34		3		false		           3   would you educate the staff regarding specific				false

		836						LN		34		4		false		           4   criteria related to that medical device that would				false

		837						LN		34		5		false		           5   make it reportable, or do you rely on the physicians				false

		838						LN		34		6		false		           6   or the -- the physician to know what's reportable,				false

		839						LN		34		7		false		           7   if that makes sense?				false

		840						LN		34		8		false		           8             MR. STOCKMAN:  Objection.				false

		841						LN		34		9		false		           9             MS. FUSCO:  Yeah.				false

		842						LN		34		10		false		          10             MR. STOCKMAN:  Are you asking whether risk				false

		843						LN		34		11		false		          11        management sets the standards that govern when				false

		844						LN		34		12		false		          12        the physician decides whether an event is				false

		845						LN		34		13		false		          13        reportable or whether there's been an adverse				false

		846						LN		34		14		false		          14        outcome?				false

		847						LN		34		15		false		          15   BY MS. FUSCO:				false

		848						LN		34		16		false		          16        Q    I wouldn't say standards.  I would say				false

		849						LN		34		17		false		          17   there are certain things that are absolutely				false

		850						LN		34		18		false		          18   reportable, and there are certain things where				false

		851						LN		34		19		false		          19   there's a gray area, where it's a judgment call.				false

		852						LN		34		20		false		          20   So, I'd like to know, where's the oversight on that?				false

		853						LN		34		21		false		          21   Is that something that the hospital educates the				false

		854						LN		34		22		false		          22   doctor on, and say, listen, doctor, we have a				false

		855						LN		34		23		false		          23   mandatory reporting requirement for A, B and C,				false

		856						LN		34		24		false		          24   okay, but for D, E and F it's going to be a judgment				false

		857						LN		34		25		false		          25   call?  Is there anything like that?				false

		858						PG		35		0		false		page 35				false

		859						LN		35		1		false		           1             MR. STOCKMAN:  Okay.  You can answer.				false

		860						LN		35		2		false		           2             THE WITNESS:  Okay.  So, generally, we				false

		861						LN		35		3		false		           3        would probably use the very broad definition.				false

		862						LN		35		4		false		           4        So to educate our employees and physician on				false

		863						LN		35		5		false		           5        every potential -- you know, the 20 plus				false

		864						LN		35		6		false		           6        categories of the health department, they won't				false

		865						LN		35		7		false		           7        remember.  So we take a very general approach.				false

		866						LN		35		8		false		           8        Anything that causes, again, probably serious				false

		867						LN		35		9		false		           9        disability or death we need to hear about.  If				false

		868						LN		35		10		false		          10        you are unsure, please call us --				false

		869						LN		35		11		false		          11             MS. FUSCO:  Okay.				false

		870						LN		35		12		false		          12             THE WITNESS:  -- so that we could walk --				false

		871						LN		35		13		false		          13        we could help them.  So there could be an email				false

		872						LN		35		14		false		          14        or a phone call to say this happened, I'm not				false

		873						LN		35		15		false		          15        sure if it's reportable.  We may not even know.				false

		874						LN		35		16		false		          16        We'd have to go back and do that evaluation as				false

		875						LN		35		17		false		          17        well.				false

		876						LN		35		18		false		          18   BY MS. FUSCO:				false

		877						LN		35		19		false		          19        Q    Do you have a record of potential adverse				false

		878						LN		35		20		false		          20   events that were reported to the hospital regarding				false

		879						LN		35		21		false		          21   medical devices?				false

		880						LN		35		22		false		          22        A    If it was reported in our current				false

		881						LN		35		23		false		          23   reporting system, that's where we would keep it.				false

		882						LN		35		24		false		          24        Q    Okay.  And you would still maintain those				false

		883						LN		35		25		false		          25   records?				false

		884						PG		36		0		false		page 36				false

		885						LN		36		1		false		           1        A    They are generally retrievable, yes.				false

		886						LN		36		2		false		           2        Q    Okay.				false

		887						LN		36		3		false		           3        A    Yeah, depending on the time period in				false

		888						LN		36		4		false		           4   question.				false

		889						LN		36		5		false		           5        Q    Okay.  So do you know how far back that				false

		890						LN		36		6		false		           6   would go?				false

		891						LN		36		7		false		           7        A    Probably -- I don't know.  I don't know.				false

		892						LN		36		8		false		           8        Q    Is it something where I could just log on				false

		893						LN		36		9		false		           9   to the computer and look at the archives and see?				false

		894						LN		36		10		false		          10        A    No, not since 2012, because we went with a				false

		895						LN		36		11		false		          11   new occurrence reporting system and did not bring				false

		896						LN		36		12		false		          12   over the old one pre-2012.				false

		897						LN		36		13		false		          13        Q    Okay.				false

		898						LN		36		14		false		          14        A    So we'd have to go to access our servers				false

		899						LN		36		15		false		          15   to search those for the historical data on our old				false

		900						LN		36		16		false		          16   occurrence reporting system.				false

		901						LN		36		17		false		          17        Q    And what's the older occurrence reporting				false

		902						LN		36		18		false		          18   system?				false

		903						LN		36		19		false		          19        A    It's called Peminic, P-E-M-I-N-I-C.				false

		904						LN		36		20		false		          20        Q    And how far back did that go?				false

		905						LN		36		21		false		          21        A    We had two -- ten years in total.  We had				false

		906						LN		36		22		false		          22   two five-year contracts.				false

		907						LN		36		23		false		          23        Q    Okay.  So Peminic, Pimetic --				false

		908						LN		36		24		false		          24             MR. STOCKMAN:  Peminic is the way I				false

		909						LN		36		25		false		          25        pronounce it.				false

		910						PG		37		0		false		page 37				false

		911						LN		37		1		false		           1             THE WITNESS:  The owner -- should I put				false

		912						LN		37		2		false		           2        this on the record?  Now that I started --				false

		913						LN		37		3		false		           3             MR. STOCKMAN:  Do they want --				false

		914						LN		37		4		false		           4             THE WITNESS:  Penny, Michael, Nicholas was				false

		915						LN		37		5		false		           5        his children's names, so that's how I remember				false

		916						LN		37		6		false		           6        it, P-E-M-I-N-I-C.				false

		917						LN		37		7		false		           7   BY MS. FUSCO:				false

		918						LN		37		8		false		           8        Q    Peminic?				false

		919						LN		37		9		false		           9        A    Peminic.				false

		920						LN		37		10		false		          10             MR. STOCKMAN:  Which one to put the				false

		921						LN		37		11		false		          11        emphasis on?  Peminic.				false

		922						LN		37		12		false		          12   BY MS. FUSCO:				false

		923						LN		37		13		false		          13        Q    So Peminic or Peminic --				false

		924						LN		37		14		false		          14        A    Yeah.				false

		925						LN		37		15		false		          15        Q    -- has the records from 2002 to 2012 on				false

		926						LN		37		16		false		          16   the occurrence reporting?				false

		927						LN		37		17		false		          17        A    We have records on our servers.  I don't				false

		928						LN		37		18		false		          18   know if it goes back to 2002.				false

		929						LN		37		19		false		          19        Q    Okay.  So you have -- I'm a little				false

		930						LN		37		20		false		          20   confused now.  Records on your servers.  I thought				false

		931						LN		37		21		false		          21   you said Peminic was on a different server?				false

		932						LN		37		22		false		          22        A    Yeah.  So QASYS is our current reporting				false

		933						LN		37		23		false		          23   system.  If -- I can go in there now -- it's a live				false

		934						LN		37		24		false		          24   system -- and search currently --				false

		935						LN		37		25		false		          25        Q    Okay.				false

		936						PG		38		0		false		page 38				false

		937						LN		38		1		false		           1        A    -- from 2012 to current.  When we				false

		938						LN		38		2		false		           2   transitioned that -- because I oversaw the				false

		939						LN		38		3		false		           3   department during this transition -- we chose not to				false

		940						LN		38		4		false		           4   try to integrate Peminic and QASYS.  It was too				false

		941						LN		38		5		false		           5   difficult to integrate all the data points in there.				false

		942						LN		38		6		false		           6   So we put this information on the server.  I don't				false

		943						LN		38		7		false		           7   know how long -- how many years of data resides on				false

		944						LN		38		8		false		           8   the server for Peminic.				false

		945						LN		38		9		false		           9        Q    Okay.  So, in my limited technology, you				false

		946						LN		38		10		false		          10   would have on your server a file for QASYS and a				false

		947						LN		38		11		false		          11   file for Peminic?				false

		948						LN		38		12		false		          12        A    Yeah.				false

		949						LN		38		13		false		          13        Q    Okay.				false

		950						LN		38		14		false		          14        A    Essentially, Peminic is a static file.				false

		951						LN		38		15		false		          15        Q    Okay.				false

		952						LN		38		16		false		          16        A    It's an electronic storage file.  We took				false

		953						LN		38		17		false		          17   all the data, and said, okay, we're going to leave				false

		954						LN		38		18		false		          18   it there in case it's ever needed.				false

		955						LN		38		19		false		          19        Q    Okay.				false

		956						LN		38		20		false		          20        A    And then QASYS is an online active, for				false

		957						LN		38		21		false		          21   lack of a better word, database that's added to on a				false

		958						LN		38		22		false		          22   daily basis.				false

		959						LN		38		23		false		          23        Q    So you could access QASYS for, I think,				false

		960						LN		38		24		false		          24   2012 to the present --				false

		961						LN		38		25		false		          25        A    Uh-huh.				false

		962						PG		39		0		false		page 39				false

		963						LN		39		1		false		           1        Q    -- for occurrences?				false

		964						LN		39		2		false		           2        A    Correct.				false

		965						LN		39		3		false		           3        Q    Okay.  And that's something you could				false

		966						LN		39		4		false		           4   easily do?				false

		967						LN		39		5		false		           5        A    Yes.				false

		968						LN		39		6		false		           6        Q    Okay.  For medical devices?				false

		969						LN		39		7		false		           7        A    Yes.				false

		970						LN		39		8		false		           8        Q    Okay.  Would it be easy to sort for mesh				false

		971						LN		39		9		false		           9   devices?				false

		972						LN		39		10		false		          10        A    No, because I think the category would				false

		973						LN		39		11		false		          11   probably be equipment related.  So you don't have				false

		974						LN		39		12		false		          12   it -- so if you think about any typical database you				false

		975						LN		39		13		false		          13   have certain high level categories.  So we'd have --				false

		976						LN		39		14		false		          14   one of them would be type of event.  So it might be				false

		977						LN		39		15		false		          15   equipment related.  But in the narrative text that				false

		978						LN		39		16		false		          16   the staff might be completing, or a physician, it				false

		979						LN		39		17		false		          17   would be -- if there's a -- the actual product would				false

		980						LN		39		18		false		          18   be, more likely than not, in the narrative.  There				false

		981						LN		39		19		false		          19   isn't a "click and point" that you can say it's this				false

		982						LN		39		20		false		          20   device, this device, this device.				false

		983						LN		39		21		false		          21        Q    But could you search QASYS for a				false

		984						LN		39		22		false		          22   particular product and get all the reports related				false

		985						LN		39		23		false		          23   to a particular product?				false

		986						LN		39		24		false		          24        A    We could search for -- by the type of				false

		987						LN		39		25		false		          25   event, not by a product.				false

		988						PG		40		0		false		page 40				false

		989						LN		40		1		false		           1        Q    Okay.  And the category event?				false

		990						LN		40		2		false		           2        A    Would be equipment related.				false

		991						LN		40		3		false		           3        Q    Not surgery related?				false

		992						LN		40		4		false		           4        A    It could be.				false

		993						LN		40		5		false		           5        Q    Okay.				false

		994						LN		40		6		false		           6        A    I mean, you'd have to define your search				false

		995						LN		40		7		false		           7   terms.  It could be.				false

		996						LN		40		8		false		           8        Q    So did you educate the staff in any				false

		997						LN		40		9		false		           9   particular way related to medical devices, how they				false

		998						LN		40		10		false		          10   would report it?				false

		999						LN		40		11		false		          11        A    We educated them broadly on what needed to				false

		1000						LN		40		12		false		          12   be reported and how to report.				false

		1001						LN		40		13		false		          13        Q    Okay.  So you didn't say, hey, if we have				false

		1002						LN		40		14		false		          14   a medical device, you need to categorize it as this?				false

		1003						LN		40		15		false		          15        A    We didn't go into that much detail, no.				false

		1004						LN		40		16		false		          16        Q    Okay.  So it was basically up to the				false

		1005						LN		40		17		false		          17   employee to characterize it based on what they				false

		1006						LN		40		18		false		          18   thought the problem might be?				false

		1007						LN		40		19		false		          19        A    Yes.				false

		1008						LN		40		20		false		          20        Q    Okay.  And the same for the physicians?				false

		1009						LN		40		21		false		          21        A    Yes.				false

		1010						LN		40		22		false		          22        Q    Okay.  Do you know if, in the QASYS				false

		1011						LN		40		23		false		          23   system, there are -- well, first of all, do you				false

		1012						LN		40		24		false		          24   monitor the QASYS -- well, you said you do monitor				false

		1013						LN		40		25		false		          25   it, correct?  Or you get those reports?				false

		1014						PG		41		0		false		page 41				false

		1015						LN		41		1		false		           1        A    We get -- when a report is submitted, we				false

		1016						LN		41		2		false		           2   get electronic copies.  So it goes to the director				false

		1017						LN		41		3		false		           3   of the department that's involved --				false

		1018						LN		41		4		false		           4        Q    Okay.				false

		1019						LN		41		5		false		           5        A    -- or selected as the involved department,				false

		1020						LN		41		6		false		           6   and then it goes -- copies are sent to my team, and				false

		1021						LN		41		7		false		           7   myself as well.				false

		1022						LN		41		8		false		           8        Q    Okay.  The director of the department.				false

		1023						LN		41		9		false		           9   Does the director have a role in educating the				false

		1024						LN		41		10		false		          10   physicians in his department about adverse events?				false

		1025						LN		41		11		false		          11        A    You mean as a physician chair?				false

		1026						LN		41		12		false		          12        Q    As the director.				false

		1027						LN		41		13		false		          13        A    I think they have a --				false

		1028						LN		41		14		false		          14        Q    Now, the --				false

		1029						LN		41		15		false		          15        A    Go ahead.				false

		1030						LN		41		16		false		          16        Q    No.  I was just going to say, the				false

		1031						LN		41		17		false		          17   director, not the chair, because I think you just				false

		1032						LN		41		18		false		          18   said "chair."  Are we talking about two different				false

		1033						LN		41		19		false		          19   positions here?				false

		1034						LN		41		20		false		          20        A    Well, there's -- there's directors who				false

		1035						LN		41		21		false		          21   are -- could be clinical staff.  So there's nursing				false

		1036						LN		41		22		false		          22   directors, there's directors in facilities, and				false

		1037						LN		41		23		false		          23   materials management.  There are division directors				false

		1038						LN		41		24		false		          24   in some of the medical departments, such as surgery.				false

		1039						LN		41		25		false		          25   And there are chairs.  And I think we have eight				false

		1040						PG		42		0		false		page 42				false

		1041						LN		42		1		false		           1   chairs of the medical departments.				false

		1042						LN		42		2		false		           2        Q    Okay.				false

		1043						LN		42		3		false		           3        A    These are physicians.  So, depending on				false

		1044						LN		42		4		false		           4   the department, they may not have physician division				false

		1045						LN		42		5		false		           5   directors, they may just have a chair.				false

		1046						LN		42		6		false		           6        Q    Okay.				false

		1047						LN		42		7		false		           7        A    Or they may have division directors who --				false

		1048						LN		42		8		false		           8   that would be responsible, as well, to educate.				false

		1049						LN		42		9		false		           9   But, again, if they had a question, those chairs				false

		1050						LN		42		10		false		          10   would also come to us in the department.				false

		1051						LN		42		11		false		          11        Q    Okay.  So let's talk about the chair of				false

		1052						LN		42		12		false		          12   the OB/GYN department.  Is it correct that				false

		1053						LN		42		13		false		          13   urogynecology comes under the chair of the OB/GYN				false

		1054						LN		42		14		false		          14   department?				false

		1055						LN		42		15		false		          15        A    Urogynecology, yes, they would.				false

		1056						LN		42		16		false		          16        Q    Yes.  So you work with the chair of the				false

		1057						LN		42		17		false		          17   OB/GYN department to educate the staff in OB/GYN				false

		1058						LN		42		18		false		          18   related to medical devices and what adverse events				false

		1059						LN		42		19		false		          19   would be reportable?				false

		1060						LN		42		20		false		          20        A    No.				false

		1061						LN		42		21		false		          21        Q    Does anybody educate them?				false

		1062						LN		42		22		false		          22        A    Again, going back to those categories that				false

		1063						LN		42		23		false		          23   we talked about before, new employee orientation,				false

		1064						LN		42		24		false		          24   annual training would be our role.				false

		1065						LN		42		25		false		          25        Q    Okay.				false

		1066						PG		43		0		false		page 43				false

		1067						LN		43		1		false		           1        A    So we don't individually work with our				false

		1068						LN		43		2		false		           2   chairs or individually train departments.				false

		1069						LN		43		3		false		           3        Q    So you don't train departments for devices				false

		1070						LN		43		4		false		           4   that are specific for that department?				false

		1071						LN		43		5		false		           5        A    No.				false

		1072						LN		43		6		false		           6        Q    It's more of a broad general training?				false

		1073						LN		43		7		false		           7        A    Correct.				false

		1074						LN		43		8		false		           8        Q    Okay.  So do you know if, in your QASYS				false

		1075						LN		43		9		false		           9   reporting -- so it's 2012 to 2015 -- if any adverse				false

		1076						LN		43		10		false		          10   events have been reported related to the pelvic mesh				false

		1077						LN		43		11		false		          11   products?				false

		1078						LN		43		12		false		          12        A    Well, in response to the litigation, we				false

		1079						LN		43		13		false		          13   reviewed that, and there are none.				false

		1080						LN		43		14		false		          14        Q    There are none.  Okay.  Have you reviewed				false

		1081						LN		43		15		false		          15   cases to see if there were actually reportable				false

		1082						LN		43		16		false		          16   events that were not reported?				false

		1083						LN		43		17		false		          17        A    No.				false

		1084						LN		43		18		false		          18        Q    Do you know if removing a medical device,				false

		1085						LN		43		19		false		          19   so in this case the mesh, part of the pelvic mesh				false

		1086						LN		43		20		false		          20   that was implanted -- do you know if that's a				false

		1087						LN		43		21		false		          21   reportable adverse event?				false

		1088						LN		43		22		false		          22             MR. STOCKMAN:  Objection.				false

		1089						LN		43		23		false		          23             You can answer, to the extent you don't				false

		1090						LN		43		24		false		          24        know based on conversation with counsel.				false

		1091						LN		43		25		false		          25             THE WITNESS:  Yeah.  We're getting pretty				false

		1092						PG		44		0		false		page 44				false

		1093						LN		44		1		false		           1        close to that line here.  So I'm --				false

		1094						LN		44		2		false		           2   BY MS. FUSCO:				false

		1095						LN		44		3		false		           3        Q    Well, while your conversations are				false

		1096						LN		44		4		false		           4   confidential, facts allow you to testify here are				false

		1097						LN		44		5		false		           5   not.				false

		1098						LN		44		6		false		           6             MR. STOCKMAN:  Right.  So my instruction				false

		1099						LN		44		7		false		           7        to you is, if you have an independent basis				false

		1100						LN		44		8		false		           8        beyond conversations with counsel you can				false

		1101						LN		44		9		false		           9        answer.  If your response is based on				false

		1102						LN		44		10		false		          10        conversations with counsel you should not				false

		1103						LN		44		11		false		          11        answer.				false

		1104						LN		44		12		false		          12             MS. FUSCO:  I think I disagree with that				false

		1105						LN		44		13		false		          13        because, you know, your obligation is to				false

		1106						LN		44		14		false		          14        prepare her to testify.  So the facts --				false

		1107						LN		44		15		false		          15             MR. STOCKMAN:  I know.  But I don't think				false

		1108						LN		44		16		false		          16        you're asking her for facts.  Because I don't				false

		1109						LN		44		17		false		          17        think it's black and white as to whether or not				false

		1110						LN		44		18		false		          18        removal of mesh is a reportable event.  I				false

		1111						LN		44		19		false		          19        don't -- I don't think you're seeking a fact.				false

		1112						LN		44		20		false		          20             MS. FUSCO:  I think I am seeking a fact.				false

		1113						LN		44		21		false		          21             MR. STOCKMAN:  Okay.  You may think you're				false

		1114						LN		44		22		false		          22        seeking a fact.  I don't think you're seeking a				false

		1115						LN		44		23		false		          23        fact.				false

		1116						LN		44		24		false		          24             MS. FUSCO:  And I may have it here, which				false

		1117						LN		44		25		false		          25        we can get to.				false

		1118						PG		45		0		false		page 45				false

		1119						LN		45		1		false		           1             MR. STOCKMAN:  Okay.				false

		1120						LN		45		2		false		           2             MS. FUSCO:  That's a good segue.  Let's				false

		1121						LN		45		3		false		           3        see.				false

		1122						LN		45		4		false		           4                       (Discussion off the record.)				false

		1123						LN		45		5		false		           5             MS. FUSCO:  I do have it, but I don't have				false

		1124						LN		45		6		false		           6        it with me.				false

		1125						LN		45		7		false		           7             MR. STOCKMAN:  Okay.  Why don't we skip				false

		1126						LN		45		8		false		           8        this for now, and we'll come back to it.				false

		1127						LN		45		9		false		           9             THE WITNESS:  Can I --				false

		1128						LN		45		10		false		          10             MR. STOCKMAN:  Can you what?				false

		1129						LN		45		11		false		          11             MS. FUSCO:  Okay.				false

		1130						LN		45		12		false		          12             THE WITNESS:  Can you repeat the question?				false

		1131						LN		45		13		false		          13             MR. STOCKMAN:  Yeah.  Why don't we repeat				false

		1132						LN		45		14		false		          14        the question.				false

		1133						LN		45		15		false		          15   BY MS. FUSCO:				false

		1134						LN		45		16		false		          16        Q    I will represent to you, subject to				false

		1135						LN		45		17		false		          17   looking at the regulations, because I didn't bring				false

		1136						LN		45		18		false		          18   them with me, the federal regulations -- I don't --				false

		1137						LN		45		19		false		          19   I can check on my computer at the break -- that				false

		1138						LN		45		20		false		          20   removing the mesh -- removing a part of a medical				false

		1139						LN		45		21		false		          21   device is a reportable event.  Okay.				false

		1140						LN		45		22		false		          22             MR. STOCKMAN:  So you're asking whether or				false

		1141						LN		45		23		false		          23        not she knows that?				false

		1142						LN		45		24		false		          24   BY MS. FUSCO:				false

		1143						LN		45		25		false		          25        Q    Whether or not you know that.  Correct.				false

		1144						PG		46		0		false		page 46				false

		1145						LN		46		1		false		           1             MR. STOCKMAN:  I'll let her answer that.				false

		1146						LN		46		2		false		           2             MS. FUSCO:  Yes.				false

		1147						LN		46		3		false		           3             MR. STOCKMAN:  Objection.  But I'll let				false

		1148						LN		46		4		false		           4        her answer that.				false

		1149						LN		46		5		false		           5             MS. FUSCO:  Subject to confirmation that				false

		1150						LN		46		6		false		           6        my memory is intact.				false

		1151						LN		46		7		false		           7             MR. STOCKMAN:  Okay.				false

		1152						LN		46		8		false		           8             THE WITNESS:  So the question is, do I				false

		1153						LN		46		9		false		           9        know that removal of a --				false

		1154						LN		46		10		false		          10   BY MS. FUSCO:				false

		1155						LN		46		11		false		          11        Q    Of mesh --				false

		1156						LN		46		12		false		          12        A    -- mesh is a reportable --				false

		1157						LN		46		13		false		          13        Q    Is a reportable event?				false

		1158						LN		46		14		false		          14             MR. STOCKMAN:  Objection.				false

		1159						LN		46		15		false		          15             You can answer.				false

		1160						LN		46		16		false		          16             THE WITNESS:  I don't know that.				false

		1161						LN		46		17		false		          17   BY MS. FUSCO:				false

		1162						LN		46		18		false		          18        Q    You don't know that.  Okay.  If that was				false

		1163						LN		46		19		false		          19   in the regulations, who would be responsible for --				false

		1164						LN		46		20		false		          20   for conveying that information to the physician, so				false

		1165						LN		46		21		false		          21   that the physician could report it to the hospital,				false

		1166						LN		46		22		false		          22   so that the hospital could fulfill its mandatory				false

		1167						LN		46		23		false		          23   duty to report that event?				false

		1168						LN		46		24		false		          24        A    Partly, certainly, in my department, as				false

		1169						LN		46		25		false		          25   well as the director or overseer of that department,				false

		1170						PG		47		0		false		page 47				false

		1171						LN		47		1		false		           1   as well if that's a chair.				false

		1172						LN		47		2		false		           2        Q    So do you know if the chair of the				false

		1173						LN		47		3		false		           3   department -- and we'll just be specific to the				false

		1174						LN		47		4		false		           4   OB/GYN department -- do they have a responsibility				false

		1175						LN		47		5		false		           5   to review the regulations related to medical devices				false

		1176						LN		47		6		false		           6   that are implanted just within their department?				false

		1177						LN		47		7		false		           7             MR. STOCKMAN:  Objection.				false

		1178						LN		47		8		false		           8             You can answer.				false

		1179						LN		47		9		false		           9             THE WITNESS:  I don't know.  I don't know				false

		1180						LN		47		10		false		          10        their job description, so I don't know if				false

		1181						LN		47		11		false		          11        that's part of it.				false

		1182						LN		47		12		false		          12   BY MS. FUSCO:				false

		1183						LN		47		13		false		          13        Q    Okay.  So just quickly back to Peminic --				false

		1184						LN		47		14		false		          14             MR. STOCKMAN:  And whenever there's a				false

		1185						LN		47		15		false		          15        natural break point, just let us know --				false

		1186						LN		47		16		false		          16             MS. FUSCO:  Okay.				false

		1187						LN		47		17		false		          17             MR. STOCKMAN:  -- because I'd like to hit				false

		1188						LN		47		18		false		          18        the restroom.				false

		1189						LN		47		19		false		          19             MS. FUSCO:  Okay.  Let me just finish up				false

		1190						LN		47		20		false		          20        this one part.				false

		1191						LN		47		21		false		          21             MR. STOCKMAN:  Sure.				false

		1192						LN		47		22		false		          22   BY MS. FUSCO:				false

		1193						LN		47		23		false		          23        Q    So I think you said that you could easily				false

		1194						LN		47		24		false		          24   access Peminic?				false

		1195						LN		47		25		false		          25        A    I can -- my IT staff can access Peminic.				false

		1196						PG		48		0		false		page 48				false

		1197						LN		48		1		false		           1   And I don't think I used the word "easily."				false

		1198						LN		48		2		false		           2        Q    Okay.				false

		1199						LN		48		3		false		           3        A    We have access to --				false

		1200						LN		48		4		false		           4        Q    They can access it?				false

		1201						LN		48		5		false		           5        A    -- data on a server, so, essentially, a				false

		1202						LN		48		6		false		           6   storage server.				false

		1203						LN		48		7		false		           7        Q    Okay.  And do you know if the				false

		1204						LN		48		8		false		           8   occurrences -- reportable occurrences are organized				false

		1205						LN		48		9		false		           9   the same way as they are in QASYS, meaning you've				false

		1206						LN		48		10		false		          10   got the categories?				false

		1207						LN		48		11		false		          11        A    My recollection is they were similar.  It				false

		1208						LN		48		12		false		          12   was type of event --				false

		1209						LN		48		13		false		          13        Q    Okay.				false

		1210						LN		48		14		false		          14        A    -- department involved, and then some				false

		1211						LN		48		15		false		          15   narrative.				false

		1212						LN		48		16		false		          16        Q    Do you know if they could search for a				false

		1213						LN		48		17		false		          17   particular device in Peminic to see if there were				false

		1214						LN		48		18		false		          18   adverse events reported related to that?				false

		1215						LN		48		19		false		          19        A    I don't know specifics.  My recollection				false

		1216						LN		48		20		false		          20   is that they could search.  But, again, it's the				false

		1217						LN		48		21		false		          21   same type, you'd have to search by events, and then,				false

		1218						LN		48		22		false		          22   more likely than not, the -- any device names are in				false

		1219						LN		48		23		false		          23   the narrative.				false

		1220						LN		48		24		false		          24        Q    Right.  And so, since you are here since				false

		1221						LN		48		25		false		          25   2006, to your knowledge, with your recollection,				false

		1222						PG		49		0		false		page 49				false

		1223						LN		49		1		false		           1   have any adverse events been reported related to				false

		1224						LN		49		2		false		           2   pelvic mesh products?				false

		1225						LN		49		3		false		           3        A    No.				false

		1226						LN		49		4		false		           4             MS. FUSCO:  Break time.				false

		1227						LN		49		5		false		           5                       (Recess:  10:56 a.m. until 11:06				false

		1228						LN		49		6		false		           6                  a.m.)				false

		1229						LN		49		7		false		           7                       (Mr. O'Dea is now attending via				false

		1230						LN		49		8		false		           8                  teleconference.)				false

		1231						LN		49		9		false		           9             MS. FUSCO:  Okay.  Back on the record.				false

		1232						LN		49		10		false		          10   BY MS. FUSCO:				false

		1233						LN		49		11		false		          11        Q    One question in follow-up, because I just				false

		1234						LN		49		12		false		          12   want to clarify.  I think you said that in the QASYS				false

		1235						LN		49		13		false		          13   there were no adverse events related to the pelvic				false

		1236						LN		49		14		false		          14   mesh products; is that correct?				false

		1237						LN		49		15		false		          15        A    Correct.				false

		1238						LN		49		16		false		          16             MR. STOCKMAN:  You asked about Peminic				false

		1239						LN		49		17		false		          17        too; right?				false

		1240						LN		49		18		false		          18             MS. FUSCO:  Yes.  There were none in				false

		1241						LN		49		19		false		          19        Peminic.				false

		1242						LN		49		20		false		          20             MR. STOCKMAN:  Right.				false

		1243						LN		49		21		false		          21             MS. FUSCO:  Did I ask QASYS?  I couldn't				false

		1244						LN		49		22		false		          22        remember.				false

		1245						LN		49		23		false		          23             MR. STOCKMAN:  Okay.				false

		1246						LN		49		24		false		          24             THE WITNESS:  You did.				false

		1247						LN		49		25		false		          25             MS. FUSCO:  There are none.				false

		1248						PG		50		0		false		page 50				false

		1249						LN		50		1		false		           1             MR. STOCKMAN:  There are none, period.				false

		1250						LN		50		2		false		           2   BY MS. FUSCO:				false

		1251						LN		50		3		false		           3        Q    And then I think you already said that				false

		1252						LN		50		4		false		           4   risk management is not involved in creating any				false

		1253						LN		50		5		false		           5   policies and procedures relating to the medical				false

		1254						LN		50		6		false		           6   devices; is that correct?				false

		1255						LN		50		7		false		           7             MR. STOCKMAN:  Well, objection.				false

		1256						LN		50		8		false		           8   BY MS. FUSCO:				false

		1257						LN		50		9		false		           9        Q    I'm asking if that's what you said.				false

		1258						LN		50		10		false		          10             MR. STOCKMAN:  Yeah.  She said that to one				false

		1259						LN		50		11		false		          11        thing, but not to everything.  In terms of				false

		1260						LN		50		12		false		          12        proactive medical device evaluation --				false

		1261						LN		50		13		false		          13             THE WITNESS:  The acquisition --				false

		1262						LN		50		14		false		          14             MR. STOCKMAN:  Right.				false

		1263						LN		50		15		false		          15   BY MS. FUSCO:				false

		1264						LN		50		16		false		          16        Q    Acquisition; right?				false

		1265						LN		50		17		false		          17        A    -- and evaluation, I'm not involved.				false

		1266						LN		50		18		false		          18        Q    In terms of new medical devices?				false

		1267						LN		50		19		false		          19        A    Correct.				false

		1268						LN		50		20		false		          20        Q    Okay.  So is risk management involved in				false

		1269						LN		50		21		false		          21   any way with creating policies and procedures				false

		1270						LN		50		22		false		          22   relating to medical devices?				false

		1271						LN		50		23		false		          23        A    Only with respect to the reporting of them				false

		1272						LN		50		24		false		          24   to the FDA.  So that reporting or obligation sits in				false

		1273						LN		50		25		false		          25   my department.				false

		1274						PG		51		0		false		page 51				false

		1275						LN		51		1		false		           1        Q    Okay.  And that reporting obligation, from				false

		1276						LN		51		2		false		           2   what I understand about your testimony, is related				false

		1277						LN		51		3		false		           3   to the way you educate everybody on reporting the				false

		1278						LN		51		4		false		           4   occurrences through either QASYS or the Peminic; is				false

		1279						LN		51		5		false		           5   that correct?				false

		1280						LN		51		6		false		           6        A    That's -- yes, that's correct.				false

		1281						LN		51		7		false		           7        Q    Okay.  Is there another component to -- or				false

		1282						LN		51		8		false		           8   why don't you describe the policies and procedures				false

		1283						LN		51		9		false		           9   related to medical devices.				false

		1284						LN		51		10		false		          10        A    Okay.  So we have access to MedSun, which				false

		1285						LN		51		11		false		          11   is a voluntary FDA reporting tool.  And so we,				false

		1286						LN		51		12		false		          12   obviously, have the required reports that a				false

		1287						LN		51		13		false		          13   healthcare organization, a hospital, is required to				false

		1288						LN		51		14		false		          14   report.  And those reports, just like the health				false

		1289						LN		51		15		false		          15   department adverse events reports, although get				false

		1290						LN		51		16		false		          16   reported to us from clinicians in other departments,				false

		1291						LN		51		17		false		          17   we are responsible for reporting it on behalf of the				false

		1292						LN		51		18		false		          18   hospital to the FDA.  So we use MedSun's reporting				false

		1293						LN		51		19		false		          19   system to report to the FDA required reports, such				false

		1294						LN		51		20		false		          20   as death or serious disability related to a medical				false

		1295						LN		51		21		false		          21   device, and we are also -- we voluntarily report as				false

		1296						LN		51		22		false		          22   well.  And through that there's a annual report that				false

		1297						LN		51		23		false		          23   organizations have, and that's also done through				false

		1298						LN		51		24		false		          24   that.				false

		1299						LN		51		25		false		          25        Q    What's included in the voluntary report?				false

		1300						PG		52		0		false		page 52				false

		1301						LN		52		1		false		           1        A    It could be a device that malfunctioned or				false

		1302						LN		52		2		false		           2   didn't work as intended that they are interested in				false

		1303						LN		52		3		false		           3   tracking, and so we report that.  So it could be --				false

		1304						LN		52		4		false		           4   for example, what I recall was a ice pack that				false

		1305						LN		52		5		false		           5   leaked, and that shouldn't have leaked when you're				false

		1306						LN		52		6		false		           6   putting an ice pack on a patient.  So we reported				false

		1307						LN		52		7		false		           7   that.  Did it cause any harm?  No.  But if we have				false

		1308						LN		52		8		false		           8   it and like hospitals have the same issue, they use				false

		1309						LN		52		9		false		           9   it to do surveillance of their -- of devices.				false

		1310						LN		52		10		false		          10        Q    So would this voluntary reporting be for				false

		1311						LN		52		11		false		          11   any device, or is it solely for devices that are				false

		1312						LN		52		12		false		          12   subject to post-market tracking for surveillance?				false

		1313						LN		52		13		false		          13        A    I'd have to look at our policy as far as				false

		1314						LN		52		14		false		          14   what the definition is.				false

		1315						LN		52		15		false		          15        Q    Okay.				false

		1316						LN		52		16		false		          16        A    But we've interpreted -- or my				false

		1317						LN		52		17		false		          17   interpretation or understanding is relatively broad.				false

		1318						LN		52		18		false		          18        Q    Okay.				false

		1319						LN		52		19		false		          19        A    So anything that meets their definition				false

		1320						LN		52		20		false		          20   and is used in patient care we would look to see.				false

		1321						LN		52		21		false		          21        Q    And by "their," you mean the FDA?				false

		1322						LN		52		22		false		          22        A    Yes, yes.				false

		1323						LN		52		23		false		          23        Q    Okay.  Now, going back to some of the --				false

		1324						LN		52		24		false		          24   the second part of regulatory affairs, one of the				false

		1325						LN		52		25		false		          25   other subcategories was Joint Commission, JCAHO?				false

		1326						PG		53		0		false		page 53				false

		1327						LN		53		1		false		           1        A    Correct.				false

		1328						LN		53		2		false		           2        Q    You said something about surveys?				false

		1329						LN		53		3		false		           3        A    Yes.  So we are subject to unannounced				false

		1330						LN		53		4		false		           4   surveys every three years.  Generally hospitals have				false

		1331						LN		53		5		false		           5   a -- they call it their triennial survey, to ensure				false

		1332						LN		53		6		false		           6   that we still meet the standards for Joint				false

		1333						LN		53		7		false		           7   Commission accreditation.  There are also specialty				false

		1334						LN		53		8		false		           8   specific programs now over the last couple of years,				false

		1335						LN		53		9		false		           9   so one for spine and joint program, for stroke				false

		1336						LN		53		10		false		          10   programs that are program specific standards.  And I				false

		1337						LN		53		11		false		          11   don't know the timing of those surveys.  I don't				false

		1338						LN		53		12		false		          12   know -- I think it's less than three years, but				false

		1339						LN		53		13		false		          13   every year or two years.  So we prepare for them.				false

		1340						LN		53		14		false		          14   They're unannounced, so it's, essentially, ongoing				false

		1341						LN		53		15		false		          15   regulatory compliance and readiness around making				false

		1342						LN		53		16		false		          16   sure we meet those standards.				false

		1343						LN		53		17		false		          17        Q    Okay.  Do you prepare reports for JCAHO,				false

		1344						LN		53		18		false		          18   or do they require you to prepare reports, or is it				false

		1345						LN		53		19		false		          19   purely them just popping by and doing their survey?				false

		1346						LN		53		20		false		          20        A    They come unannounced at or near the				false

		1347						LN		53		21		false		          21   three-year mark generally.  And, if a report was				false

		1348						LN		53		22		false		          22   required, it would be in response to their report to				false

		1349						LN		53		23		false		          23   us.				false

		1350						LN		53		24		false		          24        Q    Okay.				false

		1351						LN		53		25		false		          25        A    So, you know, so here's the survey report.				false

		1352						PG		54		0		false		page 54				false

		1353						LN		54		1		false		           1   We require a report back from you on this item,				false

		1354						LN		54		2		false		           2   so -- or issue.				false

		1355						LN		54		3		false		           3        Q    Okay.  Does JCAHO require you to report				false

		1356						LN		54		4		false		           4   adverse events to them?				false

		1357						LN		54		5		false		           5        A    The terminology that the Joint Commission				false

		1358						LN		54		6		false		           6   uses is "sentinel event."				false

		1359						LN		54		7		false		           7        Q    Okay.				false

		1360						LN		54		8		false		           8        A    And so, again, they have some language				false

		1361						LN		54		9		false		           9   around that.  We are not required to report -- you				false

		1362						LN		54		10		false		          10   have -- there are a number of reporting options.				false

		1363						LN		54		11		false		          11   And we did do not report to the Joint Commission.				false

		1364						LN		54		12		false		          12   But we do follow a policy.  And, when they arrive,				false

		1365						LN		54		13		false		          13   they will generally ask:  Have you had any sentinel				false

		1366						LN		54		14		false		          14   events, yes or no?  If you do, you are prepared to				false

		1367						LN		54		15		false		          15   go through the sentinel event, and your process				false

		1368						LN		54		16		false		          16   around that with them, and to make the records				false

		1369						LN		54		17		false		          17   available.				false

		1370						LN		54		18		false		          18        Q    Okay.  So a sentinel event, is this a				false

		1371						LN		54		19		false		          19   Joint Commission term?				false

		1372						LN		54		20		false		          20        A    Yes.				false

		1373						LN		54		21		false		          21        Q    Okay.  So as opposed to Department of				false

		1374						LN		54		22		false		          22   Public Health and the FDA?				false

		1375						LN		54		23		false		          23        A    Yes.				false

		1376						LN		54		24		false		          24        Q    So Joint Commission has their own				false

		1377						LN		54		25		false		          25   events --				false

		1378						PG		55		0		false		page 55				false

		1379						LN		55		1		false		           1        A    Yes.				false

		1380						LN		55		2		false		           2        Q    -- that they require reporting?				false

		1381						LN		55		3		false		           3                  Can you give me some examples of				false

		1382						LN		55		4		false		           4   these sentinel events?				false

		1383						LN		55		5		false		           5        A    Very similar to the health department				false

		1384						LN		55		6		false		           6   adverse events:  Wrong site surgery, I believe				false

		1385						LN		55		7		false		           7   suicide is one of them, as well.  So very similar.				false

		1386						LN		55		8		false		           8   And anything -- very similar types.  So those that				false

		1387						LN		55		9		false		           9   involve either death, or serious disability, or				false

		1388						LN		55		10		false		          10   significant safety risk to patient care.				false

		1389						LN		55		11		false		          11        Q    Okay.  So the Joint Commission doesn't				false

		1390						LN		55		12		false		          12   want a listing of all adverse events, just their				false

		1391						LN		55		13		false		          13   particular categories?				false

		1392						LN		55		14		false		          14        A    Yeah.  But there's -- there's overlap.  I				false

		1393						LN		55		15		false		          15   don't know exactly where, but there's generally				false

		1394						LN		55		16		false		          16   overlap between the adverse events for the state and				false

		1395						LN		55		17		false		          17   Joint Commission.  As I said, the National Quality				false

		1396						LN		55		18		false		          18   Forum years ago developed this "never event" list,				false

		1397						LN		55		19		false		          19   and different regulatory and oversight agencies have				false

		1398						LN		55		20		false		          20   adopted them for -- for use in their own				false

		1399						LN		55		21		false		          21   organizations.				false

		1400						LN		55		22		false		          22        Q    Okay.  Does the Joint Commission have a				false

		1401						LN		55		23		false		          23   category for medical devices?				false

		1402						LN		55		24		false		          24        A    I don't remember.				false

		1403						LN		55		25		false		          25        Q    Okay.  Is that something --				false

		1404						PG		56		0		false		page 56				false

		1405						LN		56		1		false		           1        A    I'd be guessing.  I want to say no, but I				false

		1406						LN		56		2		false		           2   don't remember.				false

		1407						LN		56		3		false		           3        Q    Okay.  So I take it you don't know if				false

		1408						LN		56		4		false		           4   there's a category for pelvic mesh devices?				false

		1409						LN		56		5		false		           5        A    No.				false

		1410						LN		56		6		false		           6        Q    Okay.  Does that mean there is no				false

		1411						LN		56		7		false		           7   pelvic -- that specific for pelvic mesh devices, or				false

		1412						LN		56		8		false		           8   you're not sure?				false

		1413						LN		56		9		false		           9        A    I'd be guessing here because I just don't				false

		1414						LN		56		10		false		          10   remember the complete list.				false

		1415						LN		56		11		false		          11        Q    Okay.  Is that something that you could				false

		1416						LN		56		12		false		          12   easily find out?				false

		1417						LN		56		13		false		          13        A    Yeah.  We have a policy around sentinel				false

		1418						LN		56		14		false		          14   events.  And we would look at it to say:  Does this				false

		1419						LN		56		15		false		          15   meet the criteria?  And, if it does, we manage it in				false

		1420						LN		56		16		false		          16   a certain way.				false

		1421						LN		56		17		false		          17        Q    Okay.  When's the last time Joint				false

		1422						LN		56		18		false		          18   Commission came?				false

		1423						LN		56		19		false		          19        A    For our regular hospital-wide survey, our				false

		1424						LN		56		20		false		          20   three year we're due in October, so it's got to be				false

		1425						LN		56		21		false		          21   October 2012.				false

		1426						LN		56		22		false		          22        Q    Okay.  Do they come for other reasons?				false

		1427						LN		56		23		false		          23        A    Yeah, they could, for a complaint.				false

		1428						LN		56		24		false		          24        Q    Okay.				false

		1429						LN		56		25		false		          25        A    They could come on-site for a complaint.				false

		1430						PG		57		0		false		page 57				false

		1431						LN		57		1		false		           1   They would come on-site for, as I mentioned, the				false

		1432						LN		57		2		false		           2   program specific surveys that they do.				false

		1433						LN		57		3		false		           3        Q    Okay.  Has a Joint Commission come for a				false

		1434						LN		57		4		false		           4   complaint that you know of?				false

		1435						LN		57		5		false		           5        A    Yes.				false

		1436						LN		57		6		false		           6        Q    Okay.  Can you tell me what that --				false

		1437						LN		57		7		false		           7        A    No.				false

		1438						LN		57		8		false		           8             MR. STOCKMAN:  Well, finish first.				false

		1439						LN		57		9		false		           9   BY MS. FUSCO:				false

		1440						LN		57		10		false		          10        Q    If you can tell me what that complaint				false

		1441						LN		57		11		false		          11   was, without violating any attorney-client privilege				false

		1442						LN		57		12		false		          12   or HIPAA violations.				false

		1443						LN		57		13		false		          13             MR. STOCKMAN:  HIPAA.  Okay.  Can we talk?				false

		1444						LN		57		14		false		          14             MS. FUSCO:  Not really.				false

		1445						LN		57		15		false		          15             MR. STOCKMAN:  I mean, if it's mesh, I				false

		1446						LN		57		16		false		          16        don't -- I'm certain it isn't, but -- I'm a				false

		1447						LN		57		17		false		          17        little loathe --				false

		1448						LN		57		18		false		          18             MS. FUSCO:  There haven't been any				false

		1449						LN		57		19		false		          19        complaints of the mesh, I don't think.				false

		1450						LN		57		20		false		          20             MR. STOCKMAN:  All right.  I don't think				false

		1451						LN		57		21		false		          21        there have been, but I'm a little loathe to				false

		1452						LN		57		22		false		          22        have her talk about something that's				false

		1453						LN		57		23		false		          23        potentially -- I mean, potentially be a claim.				false

		1454						LN		57		24		false		          24        It could already be under peer review.  So I'm				false

		1455						LN		57		25		false		          25        a little -- that's why I want to talk to her.				false

		1456						PG		58		0		false		page 58				false

		1457						LN		58		1		false		           1             MS. FUSCO:  Well, if we could answer				false

		1458						LN		58		2		false		           2        first.  I think it's a yes or no, and then we				false

		1459						LN		58		3		false		           3        can --				false

		1460						LN		58		4		false		           4             MR. STOCKMAN:  Okay.				false

		1461						LN		58		5		false		           5             THE WITNESS:  I think I answered yes, we				false

		1462						LN		58		6		false		           6        have had complaints.  We have not had any on				false

		1463						LN		58		7		false		           7        mesh items, I can tell you that.				false

		1464						LN		58		8		false		           8             MS. FUSCO:  Actually, I forget what my				false

		1465						LN		58		9		false		           9        question was.				false

		1466						LN		58		10		false		          10             MR. STOCKMAN:  You said:  Can you tell me				false

		1467						LN		58		11		false		          11        what those were about?  I think that's what you				false

		1468						LN		58		12		false		          12        said.				false

		1469						LN		58		13		false		          13             MS. FUSCO:  Oh.  Okay.				false

		1470						LN		58		14		false		          14             MR. STOCKMAN:  Which is why I -- that's				false

		1471						LN		58		15		false		          15        when I jump in.  That's my job.				false

		1472						LN		58		16		false		          16             Can I talk to her for a minute?				false

		1473						LN		58		17		false		          17             MS. FUSCO:  I see your point.				false

		1474						LN		58		18		false		          18             MR. STOCKMAN:  Okay.				false

		1475						LN		58		19		false		          19             MS. FUSCO:  Yeah.				false

		1476						LN		58		20		false		          20             MR. STOCKMAN:  Let me just talk to her for				false

		1477						LN		58		21		false		          21        a minute.  We'll take a break.				false

		1478						LN		58		22		false		          22                       (Recess:  11:17 a.m. until 11:19				false

		1479						LN		58		23		false		          23                  a.m.)				false

		1480						LN		58		24		false		          24             MR. STOCKMAN:  Okay.				false

		1481						LN		58		25		false		          25             MS. FUSCO:  Okay.				false

		1482						PG		59		0		false		page 59				false

		1483						LN		59		1		false		           1             MR. STOCKMAN:  I'll let her tell you				false

		1484						LN		59		2		false		           2        generally what the complaint was, but that's				false

		1485						LN		59		3		false		           3        about as far as I'll --				false

		1486						LN		59		4		false		           4             MS. FUSCO:  Are there complaints that are				false

		1487						LN		59		5		false		           5        under peer review?				false

		1488						LN		59		6		false		           6             MR. STOCKMAN:  Well, I'm sure they are.				false

		1489						LN		59		7		false		           7             THE WITNESS:  Uh-huh.				false

		1490						LN		59		8		false		           8             MR. STOCKMAN:  But I'll let her tell you				false

		1491						LN		59		9		false		           9        there was X complaint, Y complaint, and no mesh				false

		1492						LN		59		10		false		          10        complaints.				false

		1493						LN		59		11		false		          11             MS. FUSCO:  Okay.				false

		1494						LN		59		12		false		          12             MR. STOCKMAN:  Okay.  But I'm not going to				false

		1495						LN		59		13		false		          13        let you go any further than that, because they				false

		1496						LN		59		14		false		          14        have nothing to do with mesh whatsoever.  They				false

		1497						LN		59		15		false		          15        really have nothing to do with mesh.				false

		1498						LN		59		16		false		          16             MS. FUSCO:  That I don't know, you know.				false

		1499						LN		59		17		false		          17             MR. STOCKMAN:  When you hear what she has				false

		1500						LN		59		18		false		          18        to say you'll know.				false

		1501						LN		59		19		false		          19   BY MS. FUSCO:				false

		1502						LN		59		20		false		          20        Q    Okay.  So let's talk about the complaints				false

		1503						LN		59		21		false		          21   that were made -- I guess they're made to the Joint				false

		1504						LN		59		22		false		          22   Commission?				false

		1505						LN		59		23		false		          23        A    Complaints are made to the Joint				false

		1506						LN		59		24		false		          24   Commission, yes.				false

		1507						LN		59		25		false		          25        Q    Okay.				false

		1508						PG		60		0		false		page 60				false

		1509						LN		60		1		false		           1        A    Anybody can make a complaint with Joint				false

		1510						LN		60		2		false		           2   Commission.  You asked about when the Joint				false

		1511						LN		60		3		false		           3   Commission comes on-site here.  They come on-site				false

		1512						LN		60		4		false		           4   for our regular survey process every three years or				false

		1513						LN		60		5		false		           5   for program specific more frequently.  They may come				false

		1514						LN		60		6		false		           6   on-site and have come on-site for complaints that				false

		1515						LN		60		7		false		           7   they want to investigate.  We've had two complaints,				false

		1516						LN		60		8		false		           8   one involving our intermediate care unit and one				false

		1517						LN		60		9		false		           9   involving care of a patient in our emergency room.				false

		1518						LN		60		10		false		          10   And there have been no complaints or investigations				false

		1519						LN		60		11		false		          11   related to mesh products.				false

		1520						LN		60		12		false		          12        Q    Okay.  Are these complaints made by				false

		1521						LN		60		13		false		          13   patients?				false

		1522						LN		60		14		false		          14        A    They never tell us who complains.				false

		1523						LN		60		15		false		          15        Q    Okay.  So have -- has the Department of				false

		1524						LN		60		16		false		          16   Public Health investigated Stamford Hospital for				false

		1525						LN		60		17		false		          17   complaints related to pelvic mesh products?				false

		1526						LN		60		18		false		          18        A    No.				false

		1527						LN		60		19		false		          19        Q    Okay.  So I think the next part, you				false

		1528						LN		60		20		false		          20   talked about being a claims manager for captive				false

		1529						LN		60		21		false		          21   insurance?				false

		1530						LN		60		22		false		          22        A    Uh-huh.				false

		1531						LN		60		23		false		          23        Q    Just briefly describe that.				false

		1532						LN		60		24		false		          24        A    We are self-insured for our professional				false

		1533						LN		60		25		false		          25   general liability.  We have an offshore captive.				false

		1534						PG		61		0		false		page 61				false

		1535						LN		61		1		false		           1   And, essentially, when litigation -- we're served				false

		1536						LN		61		2		false		           2   with a summons and complaint, it comes to my office,				false

		1537						LN		61		3		false		           3   we engage counsel.  We oversee, and work with				false

		1538						LN		61		4		false		           4   counsel to defend the lawsuits, and manage the				false

		1539						LN		61		5		false		           5   functions that are necessary for managing a captive,				false

		1540						LN		61		6		false		           6   i.e., reserves, and financial records, and things				false

		1541						LN		61		7		false		           7   like that.				false
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		1790						LN		70		22		false		          22   notices is I've learned through counsel through the				false

		1791						LN		70		23		false		          23   litigation process.				false

		1792						LN		70		24		false		          24        Q    So, if someone testified that they				false

		1793						LN		70		25		false		          25   received the notification and passed it on to risk				false

		1794						PG		71		0		false		page 71				false

		1795						LN		71		1		false		           1   management, would there be a way to verify that?				false

		1796						LN		71		2		false		           2        A    We have files -- you know, we have files				false

		1797						LN		71		3		false		           3   paper files.  At that point that would be the only				false

		1798						LN		71		4		false		           4   way to see if it was received.  Generally we would				false

		1799						LN		71		5		false		           5   date stamp it and keep a paper copy of it.				false

		1800						LN		71		6		false		           6        Q    Okay.				false

		1801						LN		71		7		false		           7        A    And anything that was done with it, as				false

		1802						LN		71		8		false		           8   well, any background information, or what was done				false

		1803						LN		71		9		false		           9   as a result of it.				false

		1804						LN		71		10		false		          10        Q    If that was sent via email, would there be				false

		1805						LN		71		11		false		          11   a way to track that?				false

		1806						LN		71		12		false		          12        A    From 2008?				false

		1807						LN		71		13		false		          13        Q    Whenever it was sent, some point after				false

		1808						LN		71		14		false		          14   October 20 of 2008?				false

		1809						LN		71		15		false		          15        A    Generally our email would not be archived				false

		1810						LN		71		16		false		          16   that long.  So, unless someone had an email and				false

		1811						LN		71		17		false		          17   printed it out, again, and kept it in a paper				false

		1812						LN		71		18		false		          18   format, that would be the only way.				false

		1813						LN		71		19		false		          19        Q    And the paper would not have been scanned				false

		1814						LN		71		20		false		          20   into the computer at all?				false

		1815						LN		71		21		false		          21        A    No.				false

		1816						LN		71		22		false		          22        Q    Okay.  If, in fact, this was sent to risk				false

		1817						LN		71		23		false		          23   management, this report, sometime soon after				false

		1818						LN		71		24		false		          24   October 20, 2008, what would risk management have				false

		1819						LN		71		25		false		          25   done with it?				false

		1820						PG		72		0		false		page 72				false

		1821						LN		72		1		false		           1             MR. STOCKMAN:  Objection.				false

		1822						LN		72		2		false		           2             To the extent you know.				false

		1823						LN		72		3		false		           3             THE WITNESS:  To the extent I know what we				false

		1824						LN		72		4		false		           4        would have done with it or --				false

		1825						LN		72		5		false		           5             MR. STOCKMAN:  Yeah.				false

		1826						LN		72		6		false		           6             THE WITNESS:  Is this about this -- this				false

		1827						LN		72		7		false		           7        specific one, or in general?				false

		1828						LN		72		8		false		           8   BY MS. FUSCO:				false

		1829						LN		72		9		false		           9        Q    This specific notification.  Because I'll				false

		1830						LN		72		10		false		          10   represent to you that it was testified by a witness				false

		1831						LN		72		11		false		          11   that this was sent to risk management.  So, if it				false

		1832						LN		72		12		false		          12   was sent, if that was accurate, what would risk				false

		1833						LN		72		13		false		          13   management have done with it?				false

		1834						LN		72		14		false		          14        A    We would have worked with the clinical				false

		1835						LN		72		15		false		          15   experts in this area.				false

		1836						LN		72		16		false		          16        Q    Okay.				false

		1837						LN		72		17		false		          17        A    Urogynecology surgery, the chair of the				false

		1838						LN		72		18		false		          18   department, and asked for their recommendations as				false

		1839						LN		72		19		false		          19   to what needs to be done.				false

		1840						LN		72		20		false		          20        Q    Okay.  Would there be any documentation				false

		1841						LN		72		21		false		          21   related to these communications?				false

		1842						LN		72		22		false		          22        A    Yes.  That's what I said.  If we did				false

		1843						LN		72		23		false		          23   receive it, and anything was done, you know, it was				false

		1844						LN		72		24		false		          24   received, maybe who it went to, and what was done,				false

		1845						LN		72		25		false		          25   or a decision, that paper trail would be kept with				false

		1846						PG		73		0		false		page 73				false

		1847						LN		73		1		false		           1   the notice in our department.				false

		1848						LN		73		2		false		           2        Q    All right.  And that's something you could				false

		1849						LN		73		3		false		           3   look for?				false

		1850						LN		73		4		false		           4        A    Yes.				false

		1851						LN		73		5		false		           5        Q    Okay.  Would that be terribly difficult				false

		1852						LN		73		6		false		           6   for you to do?				false

		1853						LN		73		7		false		           7             MR. STOCKMAN:  To look for it?				false

		1854						LN		73		8		false		           8             MS. FUSCO:  Yes.				false

		1855						LN		73		9		false		           9             MR. STOCKMAN:  You can answer that.				false

		1856						LN		73		10		false		          10             THE WITNESS:  We don't have a record of				false

		1857						LN		73		11		false		          11        it, I can tell you that.				false

		1858						LN		73		12		false		          12             MS. FUSCO:  So --				false

		1859						LN		73		13		false		          13             THE WITNESS:  We've already looked.				false

		1860						LN		73		14		false		          14             MR. STOCKMAN:  We've already looked for				false

		1861						LN		73		15		false		          15        it.				false

		1862						LN		73		16		false		          16   BY MS. FUSCO:				false

		1863						LN		73		17		false		          17        Q    Oh.  You've already looked for it?				false

		1864						LN		73		18		false		          18        A    Yeah.				false

		1865						LN		73		19		false		          19        Q    So you know for a fact that you did not				false

		1866						LN		73		20		false		          20   receive this 2008 FDA notification?				false

		1867						LN		73		21		false		          21             MR. STOCKMAN:  Well, objection.  That's				false

		1868						LN		73		22		false		          22        not what she said.				false

		1869						LN		73		23		false		          23   BY MS. FUSCO:				false

		1870						LN		73		24		false		          24        Q    Well, let me say -- why don't you explain				false

		1871						LN		73		25		false		          25   to me what you mean by you don't have a record of				false

		1872						PG		74		0		false		page 74				false

		1873						LN		74		1		false		           1   it.				false

		1874						LN		74		2		false		           2        A    All I can say is, we don't have a record				false

		1875						LN		74		3		false		           3   of it.  I understand that a witness testified that				false

		1876						LN		74		4		false		           4   it was sent to us.  All I'm saying is, we do not				false

		1877						LN		74		5		false		           5   have a record of anything being sent to us.				false

		1878						LN		74		6		false		           6        Q    By anyone, and particularly by this				false

		1879						LN		74		7		false		           7   particular witness?				false

		1880						LN		74		8		false		           8        A    By anyone in the organization.  We don't				false

		1881						LN		74		9		false		           9   have a copy of this notice.  Routinely our policy				false

		1882						LN		74		10		false		          10   was -- our practice was, if we got something like				false

		1883						LN		74		11		false		          11   this, we'd have a date stamp on it --				false

		1884						LN		74		12		false		          12        Q    Okay.				false

		1885						LN		74		13		false		          13        A    -- risk management, and the date.  And				false

		1886						LN		74		14		false		          14   anything that was done in response to it would be				false

		1887						LN		74		15		false		          15   clipped to it.  And we would file it in an annual				false

		1888						LN		74		16		false		          16   folder, 2009 alerts, 2010 alerts, 2011.  We have not				false

		1889						LN		74		17		false		          17   received this.				false

		1890						LN		74		18		false		          18        Q    If you --				false

		1891						LN		74		19		false		          19        A    We don't have a copy of it.				false

		1892						LN		74		20		false		          20        Q    Okay.  But let's suppose you had.  Would				false

		1893						LN		74		21		false		          21   one of the things you would have done is talk -- you				false

		1894						LN		74		22		false		          22   said, I think, you'd talk to the chair of that				false

		1895						LN		74		23		false		          23   department, and then you'd work with the people in				false

		1896						LN		74		24		false		          24   that department?				false

		1897						LN		74		25		false		          25        A    Yes.				false

		1898						PG		75		0		false		page 75				false

		1899						LN		75		1		false		           1        Q    And it would be the responsibility of the				false

		1900						LN		75		2		false		           2   chair and the people in that department to address				false

		1901						LN		75		3		false		           3   the issues and the concerns in this public health				false

		1902						LN		75		4		false		           4   notification?				false

		1903						LN		75		5		false		           5        A    I don't know if it would be their				false

		1904						LN		75		6		false		           6   responsibility to address it, but, certainly, they				false

		1905						LN		75		7		false		           7   would be part, and certainly they would be -- as the				false

		1906						LN		75		8		false		           8   clinical experts, we would rely on them to help				false

		1907						LN		75		9		false		           9   address it across the organization.  So, depending				false

		1908						LN		75		10		false		          10   on what had to be done -- they may not be				false

		1909						LN		75		11		false		          11   responsible for all those follow-up activities, but				false

		1910						LN		75		12		false		          12   we would certainly seek their guidance on what				false

		1911						LN		75		13		false		          13   needed to be done.				false

		1912						LN		75		14		false		          14        Q    When did Stamford Hospital first become				false

		1913						LN		75		15		false		          15   aware of all these complaints with these pelvic mesh				false

		1914						LN		75		16		false		          16   products?				false

		1915						LN		75		17		false		          17             MR. DRURY:  Objection.				false

		1916						LN		75		18		false		          18             MS. KELSON:  Objection.				false

		1917						LN		75		19		false		          19             MR. STOCKMAN:  Objection.				false

		1918						LN		75		20		false		          20             Do you mean actual legal complaints?				false

		1919						LN		75		21		false		          21   BY MS. FUSCO:				false

		1920						LN		75		22		false		          22        Q    Well, since you didn't get this 2008				false

		1921						LN		75		23		false		          23   notification, when were you first notified?				false

		1922						LN		75		24		false		          24             MR. STOCKMAN:  Well, you're asking risk				false

		1923						LN		75		25		false		          25        management, because we've had -- you're asking				false

		1924						PG		76		0		false		page 76				false

		1925						LN		76		1		false		           1        when risk management became aware of it?				false

		1926						LN		76		2		false		           2        Because -- I don't want to say too much, but --				false

		1927						LN		76		3		false		           3             MS. FUSCO:  Well, either way.  Because				false

		1928						LN		76		4		false		           4        maybe risk management became aware yesterday				false

		1929						LN		76		5		false		           5        that somebody else knew five years ago, so --				false

		1930						LN		76		6		false		           6             MR. STOCKMAN:  Well, she -- okay.  Well, I				false

		1931						LN		76		7		false		           7        think -- I think she can answer about risk				false

		1932						LN		76		8		false		           8        management.  I think she can answer about risk				false

		1933						LN		76		9		false		           9        management.				false

		1934						LN		76		10		false		          10             MS. FUSCO:  I think she can answer about				false

		1935						LN		76		11		false		          11        if she knows about Stamford Hospital.				false

		1936						LN		76		12		false		          12             MR. STOCKMAN:  Okay.  I mean, part of the				false

		1937						LN		76		13		false		          13        problem is, it's communications with counsel.				false

		1938						LN		76		14		false		          14             MS. FUSCO:  So are you saying that, once				false

		1939						LN		76		15		false		          15        Stamford Hospital became aware of these adverse				false

		1940						LN		76		16		false		          16        events or problems with pelvic mesh, that's				false

		1941						LN		76		17		false		          17        privileged?				false

		1942						LN		76		18		false		          18             MR. STOCKMAN:  No.  She only knows it				false

		1943						LN		76		19		false		          19        because of her role in risk management -- her				false

		1944						LN		76		20		false		          20        role as a litigation conduit.				false

		1945						LN		76		21		false		          21             MS. FUSCO:  I know.  But that's a fact.				false

		1946						LN		76		22		false		          22        So --				false

		1947						LN		76		23		false		          23             MR. STOCKMAN:  Well, I'll let her answer				false

		1948						LN		76		24		false		          24        the question, and then we'll see where it goes				false

		1949						LN		76		25		false		          25        from there.				false

		1950						PG		77		0		false		page 77				false

		1951						LN		77		1		false		           1             MS. FUSCO:  Okay.				false

		1952						LN		77		2		false		           2             MR. STOCKMAN:  Okay.				false

		1953						LN		77		3		false		           3             THE WITNESS:  So the question is:  When				false

		1954						LN		77		4		false		           4        did risk management become aware?				false

		1955						LN		77		5		false		           5   BY MS. FUSCO:				false

		1956						LN		77		6		false		           6        Q    First with Stamford Hospital, because				false

		1957						LN		77		7		false		           7   there could be two different issues here.				false

		1958						LN		77		8		false		           8             MR. STOCKMAN:  So anybody at Stamford --				false

		1959						LN		77		9		false		           9        when did anybody at Stamford Hospital become				false

		1960						LN		77		10		false		          10        aware --				false

		1961						LN		77		11		false		          11             MS. FUSCO:  If you know.				false

		1962						LN		77		12		false		          12             MR. STOCKMAN:  -- to your understanding,				false

		1963						LN		77		13		false		          13        as you sit here today?				false

		1964						LN		77		14		false		          14             MR. DRURY:  Become aware of what?				false

		1965						LN		77		15		false		          15   BY MS. FUSCO:				false

		1966						LN		77		16		false		          16        Q    Become aware of the problems with the				false

		1967						LN		77		17		false		          17   pelvic mesh products --				false

		1968						LN		77		18		false		          18             MR. DRURY:  Objection to the form.				false

		1969						LN		77		19		false		          19             MR. STOCKMAN:  Objection.				false

		1970						LN		77		20		false		          20             But you can answer.				false

		1971						LN		77		21		false		          21   BY MS. FUSCO:				false

		1972						LN		77		22		false		          22        Q    -- as documented in the FDA notifications?				false

		1973						LN		77		23		false		          23        A    I first became aware of this when we were				false

		1974						LN		77		24		false		          24   served notice with a lawsuit.				false

		1975						LN		77		25		false		          25        Q    So, when you were served notice, did you				false

		1976						PG		78		0		false		page 78				false

		1977						LN		78		1		false		           1   go and talk to anybody, other than counsel?				false

		1978						LN		78		2		false		           2        A    No.				false

		1979						LN		78		3		false		           3        Q    So you didn't go to talk to the chair of				false

		1980						LN		78		4		false		           4   the department, and say, hey, were you aware that				false

		1981						LN		78		5		false		           5   these problems were going on in your department?				false

		1982						LN		78		6		false		           6        A    No.				false

		1983						LN		78		7		false		           7             MR. DRURY:  Objection.				false

		1984						LN		78		8		false		           8   BY MS. FUSCO:				false

		1985						LN		78		9		false		           9        Q    And did you speak to the physicians who				false

		1986						LN		78		10		false		          10   were implanting these pelvic mesh products and ask				false

		1987						LN		78		11		false		          11   them if they were aware of any problems?				false

		1988						LN		78		12		false		          12             MS. KELSON:  Objection.				false

		1989						LN		78		13		false		          13             MR. DRURY:  Objection.				false

		1990						LN		78		14		false		          14             MR. STOCKMAN:  Objection.				false

		1991						LN		78		15		false		          15             MS. FUSCO:  Physicians.				false

		1992						LN		78		16		false		          16             MR. STOCKMAN:  I understand.				false

		1993						LN		78		17		false		          17             First answer the question yes or no.				false

		1994						LN		78		18		false		          18             THE WITNESS:  No.				false

		1995						LN		78		19		false		          19             MR. STOCKMAN:  Okay.				false

		1996						LN		78		20		false		          20             MS. FUSCO:  Okay.  That solves that.				false

		1997						LN		78		21		false		          21             MR. STOCKMAN:  Right, that solves that.				false

		1998						LN		78		22		false		          22   BY MS. FUSCO:				false

		1999						LN		78		23		false		          23        Q    Okay.  So that takes us to the next				false

		2000						LN		78		24		false		          24   exhibit, Exhibit 3.  (Handing.)  So Exhibit 3,				false

		2001						LN		78		25		false		          25   Ms. Cardiello, is a report, an FDA safety				false

		2002						PG		79		0		false		page 79				false

		2003						LN		79		1		false		           1   communication issued on July 13th, 2011, and it's				false

		2004						LN		79		2		false		           2   updates on serious complications associated with				false

		2005						LN		79		3		false		           3   transvaginal placement of surgical mesh for pelvic				false

		2006						LN		79		4		false		           4   organ prolapse.  And I'll represent to you that this				false

		2007						LN		79		5		false		           5   is a document that's an update to the Exhibit 2, the				false

		2008						LN		79		6		false		           6   2008 public health notification.  Now, it's my				false

		2009						LN		79		7		false		           7   understanding that this type of communication would				false

		2010						LN		79		8		false		           8   have come through RASMAS?				false

		2011						LN		79		9		false		           9        A    I guess it would have.  I don't know.  I'd				false

		2012						LN		79		10		false		          10   have to verify that.				false

		2013						LN		79		11		false		          11        Q    Okay.  Who would you ask to verify that?				false

		2014						LN		79		12		false		          12        A    We can look in the system to see.				false

		2015						LN		79		13		false		          13        Q    Okay.  So you can look in the system				false

		2016						LN		79		14		false		          14   yourself?				false

		2017						LN		79		15		false		          15        A    No.  Not me personally, no.				false

		2018						LN		79		16		false		          16        Q    Would IT have to do that?				false

		2019						LN		79		17		false		          17        A    No.  Someone in my department could.				false

		2020						LN		79		18		false		          18        Q    So you could just ask somebody, simply,				false

		2021						LN		79		19		false		          19   "Hey, go see if we got this report?"				false

		2022						LN		79		20		false		          20        A    Yes.				false

		2023						LN		79		21		false		          21        Q    Okay.  So, if you had gotten this report,				false

		2024						LN		79		22		false		          22   what would you have done with it, your department?				false

		2025						LN		79		23		false		          23        A    Essentially, the same as I previously				false

		2026						LN		79		24		false		          24   testified, which is work with the clinical experts,				false

		2027						LN		79		25		false		          25   chair, division directors, physicians, and to get				false

		2028						PG		80		0		false		page 80				false

		2029						LN		80		1		false		           1   their recommendations on how to respond to this.				false

		2030						LN		80		2		false		           2        Q    And I think part of what you said earlier				false

		2031						LN		80		3		false		           3   was that the mesh would come under possibly a				false

		2032						LN		80		4		false		           4   surgical device.  So is it possible this				false

		2033						LN		80		5		false		           5   notification went to a different department and				false

		2034						LN		80		6		false		           6   didn't come to risk management?				false

		2035						LN		80		7		false		           7             MR. STOCKMAN:  Objection.				false

		2036						LN		80		8		false		           8             You can answer.				false

		2037						LN		80		9		false		           9             THE WITNESS:  It's possible.				false

		2038						LN		80		10		false		          10   BY MS. FUSCO:				false

		2039						LN		80		11		false		          11        Q    It's possible.  If that happened, would				false

		2040						LN		80		12		false		          12   that department be responsible for notifying risk				false

		2041						LN		80		13		false		          13   management of this notification?				false

		2042						LN		80		14		false		          14        A    I don't know the functionality of the				false

		2043						LN		80		15		false		          15   system well enough to know how that would work.  So				false

		2044						LN		80		16		false		          16   I don't know.				false

		2045						LN		80		17		false		          17        Q    Okay.  So, I guess what I'm trying to get				false

		2046						LN		80		18		false		          18   at, if this came to somebody at Stamford Hospital,				false

		2047						LN		80		19		false		          19   what would they do with it?				false

		2048						LN		80		20		false		          20        A    Generally, either -- if it's -- we often				false

		2049						LN		80		21		false		          21   get recalls where we have to literally pull				false

		2050						LN		80		22		false		          22   something off a shelf.  So this is -- I'm not sure				false

		2051						LN		80		23		false		          23   if this is a recall or not.				false

		2052						LN		80		24		false		          24        Q    This is not a recall.  I'll represent				false

		2053						LN		80		25		false		          25   that.				false

		2054						PG		81		0		false		page 81				false

		2055						LN		81		1		false		           1        A    Right.  Okay.  So it's a safety				false

		2056						LN		81		2		false		           2   communication.  So then, generally speaking -- I				false

		2057						LN		81		3		false		           3   don't know what happened -- whatever -- if anything,				false

		2058						LN		81		4		false		           4   or not, happened with this document.  Generally the				false

		2059						LN		81		5		false		           5   domain coordinator would be responsible for				false

		2060						LN		81		6		false		           6   following up on it.  If they were unsure of what to				false

		2061						LN		81		7		false		           7   do with it, they can certainly come to risk				false

		2062						LN		81		8		false		           8   management or to their supervisory chain of command.				false

		2063						LN		81		9		false		           9        Q    Okay.  And you're not sure who the demain				false

		2064						LN		81		10		false		          10   coordinator would be?				false

		2065						LN		81		11		false		          11        A    Don't know, no.				false

		2066						LN		81		12		false		          12        Q    Is that something that you could find				false

		2067						LN		81		13		false		          13   out --				false

		2068						LN		81		14		false		          14        A    Yes.				false

		2069						LN		81		15		false		          15        Q    -- by asking somebody?				false

		2070						LN		81		16		false		          16        A    Yes.  Not by asking somebody.  I can look				false

		2071						LN		81		17		false		          17   in the system to see where this fell under.				false

		2072						LN		81		18		false		          18        Q    You can look in the system.  Okay.				false

		2073						LN		81		19		false		          19                  And you just talked about recalls.				false

		2074						LN		81		20		false		          20   That was kind of my next question.  If you got a				false

		2075						LN		81		21		false		          21   recall, whatever department -- whatever domain				false

		2076						LN		81		22		false		          22   person -- I forget the term -- would they be				false

		2077						LN		81		23		false		          23   responsible for pulling the product off the shelves,				false

		2078						LN		81		24		false		          24   or would it come through your department?				false

		2079						LN		81		25		false		          25        A    They would be responsible.				false

		2080						PG		82		0		false		page 82				false

		2081						LN		82		1		false		           1        Q    Okay.				false

		2082						LN		82		2		false		           2        A    The "domain coordinator" is what it's				false

		2083						LN		82		3		false		           3   called.				false

		2084						LN		82		4		false		           4        Q    Okay.				false

		2085						LN		82		5		false		           5        A    Yeah, would be responsible for seeing if				false

		2086						LN		82		6		false		           6   it's in our inventory, removing it if it is in our				false

		2087						LN		82		7		false		           7   inventory.				false

		2088						LN		82		8		false		           8        Q    Okay.				false

		2089						LN		82		9		false		           9        A    And sometimes the products need to be				false

		2090						LN		82		10		false		          10   returned to the company.  They have to track -- so				false

		2091						LN		82		11		false		          11   they may recall certain lot numbers, and they need				false

		2092						LN		82		12		false		          12   to make sure they've gotten all their, you know,				false

		2093						LN		82		13		false		          13   specific products back.  So there's usually a				false

		2094						LN		82		14		false		          14   recording of it, and generally returned to the				false

		2095						LN		82		15		false		          15   company that's recalled the product.				false

		2096						LN		82		16		false		          16        Q    Is risk management made aware of -- if				false

		2097						LN		82		17		false		          17   there's been a recall in a particular domain, and				false

		2098						LN		82		18		false		          18   they pull the products off the shelves, and send				false

		2099						LN		82		19		false		          19   them back, do they then notify you --				false

		2100						LN		82		20		false		          20        A    No.				false

		2101						LN		82		21		false		          21        Q    -- that this has occurred?				false

		2102						LN		82		22		false		          22        A    No.				false

		2103						LN		82		23		false		          23        Q    Okay.  How would Stamford Hospital handle				false

		2104						LN		82		24		false		          24   a product that has not been recalled but is just no				false

		2105						LN		82		25		false		          25   longer being sold by the company?				false

		2106						PG		83		0		false		page 83				false

		2107						LN		83		1		false		           1             MR. STOCKMAN:  Objection.				false

		2108						LN		83		2		false		           2             You can answer.				false

		2109						LN		83		3		false		           3             THE WITNESS:  I don't know.				false

		2110						LN		83		4		false		           4   BY MS. FUSCO:				false

		2111						LN		83		5		false		           5        Q    So if materials management or the				false

		2112						LN		83		6		false		           6   purchasing person went to order a product and it was				false

		2113						LN		83		7		false		           7   pulled off the market, or not available, shall I				false

		2114						LN		83		8		false		           8   say, would that be noted anywhere?				false

		2115						LN		83		9		false		           9        A    I don't know.				false

		2116						LN		83		10		false		          10        Q    So, if there were a certain number of				false

		2117						LN		83		11		false		          11   products currently on the shelves at Stamford				false

		2118						LN		83		12		false		          12   Hospital, and Stamford Hospital became aware that				false

		2119						LN		83		13		false		          13   the product was no longer being sold by the company,				false

		2120						LN		83		14		false		          14   what -- would Stamford Hospital do anything with				false

		2121						LN		83		15		false		          15   those?  Would they leave them there?  Would they				false

		2122						LN		83		16		false		          16   send them back to the company?  Would it be looked				false

		2123						LN		83		17		false		          17   at in any way?  Or would they just be used when				false

		2124						LN		83		18		false		          18   necessary --				false

		2125						LN		83		19		false		          19             MR. DRURY:  Objection.				false

		2126						LN		83		20		false		          20             MR. STOCKMAN:  Objection.				false

		2127						LN		83		21		false		          21   BY MS. FUSCO:				false

		2128						LN		83		22		false		          22        Q    -- or requested?				false

		2129						LN		83		23		false		          23             MR. STOCKMAN:  Objection.				false

		2130						LN		83		24		false		          24             You can answer.				false

		2131						LN		83		25		false		          25             THE WITNESS:  I don't know.				false

		2132						PG		84		0		false		page 84				false

		2133						LN		84		1		false		           1   BY MS. FUSCO:				false

		2134						LN		84		2		false		           2        Q    Do you know who would know?				false

		2135						LN		84		3		false		           3        A    I would assume materials management, or --				false

		2136						LN		84		4		false		           4   or whatever -- I think it's two or three departments				false

		2137						LN		84		5		false		           5   I can think of specifically.  Probably nutrition,				false

		2138						LN		84		6		false		           6   pharmacy, and surgery.  It may not be materials				false

		2139						LN		84		7		false		           7   management.  It may be those persons responsible for				false

		2140						LN		84		8		false		           8   materials acquisition in those departments would				false

		2141						LN		84		9		false		           9   be -- would know that.				false

		2142						LN		84		10		false		          10        Q    So, that person would be responsible for				false

		2143						LN		84		11		false		          11   going through the shelves and having awareness of				false

		2144						LN		84		12		false		          12   what products are there, obviously, still being sold				false

		2145						LN		84		13		false		          13   by the company, expiration dates are still valid,				false

		2146						LN		84		14		false		          14   nothing has expired?  That material management				false

		2147						LN		84		15		false		          15   person would be responsible for that kind of				false

		2148						LN		84		16		false		          16   oversight of the products?				false

		2149						LN		84		17		false		          17        A    I don't know.  I'm not familiar with their				false

		2150						LN		84		18		false		          18   processes or --				false

		2151						LN		84		19		false		          19        Q    Okay.				false

		2152						LN		84		20		false		          20        A    You asked me who would manage that.  And				false

		2153						LN		84		21		false		          21   what I said was, my assumption is it would be				false

		2154						LN		84		22		false		          22   someone in materials management, or someone in a				false

		2155						LN		84		23		false		          23   materials management role in a particular				false

		2156						LN		84		24		false		          24   department.  How they -- how they do their job, I				false

		2157						LN		84		25		false		          25   don't know.				false

		2158						PG		85		0		false		page 85				false

		2159						LN		85		1		false		           1        Q    Okay.  So risk management has no				false

		2160						LN		85		2		false		           2   involvement or awareness of what products are on the				false

		2161						LN		85		3		false		           3   shelves, and may be subject to recall, or may have				false

		2162						LN		85		4		false		           4   expired, or those kind of details?  Is that part of				false

		2163						LN		85		5		false		           5   risk management?				false

		2164						LN		85		6		false		           6             MR. DRURY:  Objection.				false

		2165						LN		85		7		false		           7             MR. STOCKMAN:  Well, objection, because				false

		2166						LN		85		8		false		           8        it's compound.  Expired and recalled are two				false

		2167						LN		85		9		false		           9        different things, I think.				false

		2168						LN		85		10		false		          10   BY MS. FUSCO:				false

		2169						LN		85		11		false		          11        Q    I'm looking for a general understanding				false

		2170						LN		85		12		false		          12   that that's not what you do.				false

		2171						LN		85		13		false		          13             MR. STOCKMAN:  Okay.  Well, just				false

		2172						LN		85		14		false		          14        objection.				false

		2173						LN		85		15		false		          15             If you can parse it out, you can parse				false

		2174						LN		85		16		false		          16        out.				false

		2175						LN		85		17		false		          17             THE WITNESS:  That's not what we do.				false

		2176						LN		85		18		false		          18   BY MS. FUSCO:				false

		2177						LN		85		19		false		          19        Q    That's not what you do?  That's beyond				false

		2178						LN		85		20		false		          20   risk management?				false

		2179						LN		85		21		false		          21        A    Yeah.  That's --				false

		2180						LN		85		22		false		          22        Q    Right.  It's --				false

		2181						LN		85		23		false		          23        A    It's somebody functionally within those				false

		2182						LN		85		24		false		          24   departments, their responsibility.				false

		2183						LN		85		25		false		          25        Q    They're responsible to keep track of				false

		2184						PG		86		0		false		page 86				false

		2185						LN		86		1		false		           1   what's on the shelves?				false

		2186						LN		86		2		false		           2        A    Yeah.				false

		2187						LN		86		3		false		           3        Q    And if it's pulled, if it's recalled,				false

		2188						LN		86		4		false		           4   they've got to pull it?				false

		2189						LN		86		5		false		           5        A    That's right.				false

		2190						LN		86		6		false		           6        Q    Okay.  So whether or not it's still being				false

		2191						LN		86		7		false		           7   sold on the market is not something that you would				false

		2192						LN		86		8		false		           8   have any knowledge of regarding those products if				false

		2193						LN		86		9		false		           9   they're on the shelves?				false

		2194						LN		86		10		false		          10        A    Correct.  I don't have knowledge.				false

		2195						LN		86		11		false		          11        Q    So I take it risk management does not get				false

		2196						LN		86		12		false		          12   notified when products are no longer being sold by a				false

		2197						LN		86		13		false		          13   company that you were previously -- were here on the				false

		2198						LN		86		14		false		          14   shelves of Stamford Hospital?				false

		2199						LN		86		15		false		          15        A    No, we do not.				false

		2200						LN		86		16		false		          16        Q    So risk management was not made aware that				false

		2201						LN		86		17		false		          17   products such as the Prolift or the Prolift Plus M				false

		2202						LN		86		18		false		          18   by Johnson & Johnson were no lodger being sold by				false

		2203						LN		86		19		false		          19   Johnson & Johnson?				false

		2204						LN		86		20		false		          20        A    Are you asking me if I'm aware of that, or				false

		2205						LN		86		21		false		          21   are you asking me was I --				false

		2206						LN		86		22		false		          22             MR. STOCKMAN:  Was it noticed?  Did it				false

		2207						LN		86		23		false		          23        have notice at the time?				false

		2208						LN		86		24		false		          24             MS. FUSCO:  Yeah.				false

		2209						LN		86		25		false		          25             MR. STOCKMAN:  Okay.  Did you have notice				false

		2210						PG		87		0		false		page 87				false

		2211						LN		87		1		false		           1        at the time?				false

		2212						LN		87		2		false		           2             THE WITNESS:  No.				false

		2213						LN		87		3		false		           3             MR. STOCKMAN:  No.				false

		2214						LN		87		4		false		           4   BY MS. FUSCO:				false

		2215						LN		87		5		false		           5        Q    Okay.  Sometime after that you became				false

		2216						LN		87		6		false		           6   aware?				false

		2217						LN		87		7		false		           7             MR. STOCKMAN:  Well, there -- we are				false

		2218						LN		87		8		false		           8        talking about info transmitted in the lawsuit.				false

		2219						LN		87		9		false		           9             MS. FUSCO:  Right.  Well, that was not				false

		2220						LN		87		10		false		          10        until 2012 though.				false

		2221						LN		87		11		false		          11             MR. STOCKMAN:  Did you become aware, in				false

		2222						LN		87		12		false		          12        your independent role as a risk manager, any				false

		2223						LN		87		13		false		          13        time between 2011 and 2012 that they stopped				false

		2224						LN		87		14		false		          14        selling it?				false

		2225						LN		87		15		false		          15             THE WITNESS:  No.				false

		2226						LN		87		16		false		          16             MR. STOCKMAN:  Okay.				false

		2227						LN		87		17		false		          17             MS. FUSCO:  Thank you.				false

		2228						LN		87		18		false		          18             MR. STOCKMAN:  You're welcome.				false

		2229						LN		87		19		false		          19             MS. FUSCO:  It's getting close to lunch.				false

		2230						LN		87		20		false		          20             MR. STOCKMAN:  Hunger generates				false

		2231						LN		87		21		false		          21        efficiency.				false

		2232						LN		87		22		false		          22             MS. FUSCO:  I think I'm wrapping up here.				false

		2233						LN		87		23		false		          23        Okay.  One sec here.				false

		2234						LN		87		24		false		          24   BY MS. FUSCO:				false

		2235						LN		87		25		false		          25        Q    Just a little housekeeping.  Going back to				false

		2236						PG		88		0		false		page 88				false

		2237						LN		88		1		false		           1   the beginning.  Your testimony here -- as a				false

		2238						LN		88		2		false		           2   corporate representative, your testimony is binding				false

		2239						LN		88		3		false		           3   on Stamford Hospital; you're aware of that?				false

		2240						LN		88		4		false		           4        A    Yes.				false

		2241						LN		88		5		false		           5        Q    Okay.  And did you do any independent				false

		2242						LN		88		6		false		           6   investigation into the topics that you are to be				false

		2243						LN		88		7		false		           7   deposed on here today?				false

		2244						LN		88		8		false		           8        A    No.				false

		2245						LN		88		9		false		           9        Q    Okay.  Other than speaking with counsel?				false

		2246						LN		88		10		false		          10        A    Correct.				false

		2247						LN		88		11		false		          11        Q    You didn't speak with anybody else?				false

		2248						LN		88		12		false		          12        A    No.				false

		2249						LN		88		13		false		          13        Q    You didn't look at any other records?				false

		2250						LN		88		14		false		          14        A    No.				false

		2251						LN		88		15		false		          15             MS. FUSCO:  Okay.  I think I'm done.				false

		2252						LN		88		16		false		          16             But there's just one issue.  I just wanted				false

		2253						LN		88		17		false		          17        to put on the record, Eric, that the documents				false

		2254						LN		88		18		false		          18        that we received Friday, it was like almost				false

		2255						LN		88		19		false		          19        4,000 pages, it was kind of incomprehensible.				false

		2256						LN		88		20		false		          20        I just want to reserve -- if there's anything				false

		2257						LN		88		21		false		          21        related to risk management, you know, I'm going				false

		2258						LN		88		22		false		          22        to reserve the right, you know, to continue				false

		2259						LN		88		23		false		          23        this because --				false

		2260						LN		88		24		false		          24             MR. STOCKMAN:  Yeah.  That's fine, to the				false

		2261						LN		88		25		false		          25        extent that you've got questions related to the				false

		2262						PG		89		0		false		page 89				false

		2263						LN		89		1		false		           1        specific documents.  There's 60,000 more				false

		2264						LN		89		2		false		           2        coming, or 70,000 more coming, something like				false

		2265						LN		89		3		false		           3        that, given the scope of the request.				false

		2266						LN		89		4		false		           4             MS. FUSCO:  Yeah.				false

		2267						LN		89		5		false		           5             MR. STOCKMAN:  So -- and, frankly, you				false

		2268						LN		89		6		false		           6        know, based on what I've seen, there may need				false

		2269						LN		89		7		false		           7        to be some follow-up, not necessarily with				false

		2270						LN		89		8		false		           8        Ruth, but probably with another hospital				false

		2271						LN		89		9		false		           9        witness.				false

		2272						LN		89		10		false		          10             MS. FUSCO:  Okay.				false

		2273						LN		89		11		false		          11             MR. STOCKMAN:  So, you know, I understand				false

		2274						LN		89		12		false		          12        it's a bit of a fluid process.				false

		2275						LN		89		13		false		          13             MS. FUSCO:  Yes.  Are they coming in				false

		2276						LN		89		14		false		          14        native format?  And I was a little confused --				false

		2277						LN		89		15		false		          15             MR. STOCKMAN:  Well, I don't know what you				false

		2278						LN		89		16		false		          16        mean by "native format."  They're coming in by				false

		2279						LN		89		17		false		          17        PDF on a disk.  And I think that that's				false

		2280						LN		89		18		false		          18        appropriate production under the practice book.				false

		2281						LN		89		19		false		          19             MS. FUSCO:  Except that the PDF was, you				false

		2282						LN		89		20		false		          20        know, 3,697 pages of what appeared to be				false

		2283						LN		89		21		false		          21        spreadsheets converted to PDF, and it's				false

		2284						LN		89		22		false		          22        incomprehensible in the current format.				false

		2285						LN		89		23		false		          23             MR. STOCKMAN:  Have you printed it?				false

		2286						LN		89		24		false		          24        Because I --				false

		2287						LN		89		25		false		          25             MS. FUSCO:  So I've got to print it and				false

		2288						PG		90		0		false		page 90				false

		2289						LN		90		1		false		           1        match up the pages?  I mean, I know how				false

		2290						LN		90		2		false		           2        spreadsheets print.  You know, you could have,				false

		2291						LN		90		3		false		           3        you know, one to ten across, or one to ten up				false

		2292						LN		90		4		false		           4        and down.  I don't know how you've converted it				false

		2293						LN		90		5		false		           5        to a PDF.  It's incomprehensible.				false

		2294						LN		90		6		false		           6             MR. STOCKMAN:  I would have to ask IT how				false

		2295						LN		90		7		false		           7        they converted spreadsheets.  But, I mean, I				false

		2296						LN		90		8		false		           8        don't think that the entire production is				false

		2297						LN		90		9		false		           9        spreadsheets.				false

		2298						LN		90		10		false		          10             MS. FUSCO:  From what I've looked at --				false

		2299						LN		90		11		false		          11        and, you know, granted, it was Friday afternoon				false

		2300						LN		90		12		false		          12        I got it -- flipping through it, it just				false

		2301						LN		90		13		false		          13        appeared like columns.				false

		2302						LN		90		14		false		          14             MR. STOCKMAN:  I'll talk to IT to find out				false

		2303						LN		90		15		false		          15        what --				false

		2304						LN		90		16		false		          16             MS. FUSCO:  If they can produce it in the				false

		2305						LN		90		17		false		          17        spreadsheet format --				false

		2306						LN		90		18		false		          18             MR. STOCKMAN:  Okay.				false

		2307						LN		90		19		false		          19             MS. FUSCO:  -- that would be helpful.  It				false

		2308						LN		90		20		false		          20        would save me time converting it.				false

		2309						LN		90		21		false		          21             MR. STOCKMAN:  Sure.				false

		2310						LN		90		22		false		          22             MS. FUSCO:  Okay.  And do you know when				false

		2311						LN		90		23		false		          23        the other documents are coming?				false

		2312						LN		90		24		false		          24             MR. STOCKMAN:  Well, Simon swears he put				false

		2313						LN		90		25		false		          25        it in the box personally and sent it to you				false

		2314						PG		91		0		false		page 91				false

		2315						LN		91		1		false		           1        with the other disk too.  So he says you got				false

		2316						LN		91		2		false		           2        them both.  But we sent it again overnight				false

		2317						LN		91		3		false		           3        mail, so you should have it today.				false

		2318						LN		91		4		false		           4             MS. FUSCO:  So what do you mean by other				false

		2319						LN		91		5		false		           5        production?  Because he mentioned some other				false

		2320						LN		91		6		false		           6        disk.				false

		2321						LN		91		7		false		           7             MR. STOCKMAN:  Yeah.  He said that he sent				false

		2322						LN		91		8		false		           8        multiple disks to you.				false

		2323						LN		91		9		false		           9             MS. FUSCO:  Okay.  I got one.  I got one				false

		2324						LN		91		10		false		          10        from June 23rd that looked like it was a				false

		2325						LN		91		11		false		          11        correction disk.  So it sounds to me like the				false

		2326						LN		91		12		false		          12        first package is missing.				false

		2327						LN		91		13		false		          13             MR. STOCKMAN:  I don't know.				false

		2328						LN		91		14		false		          14             MS. FUSCO:  Okay.				false

		2329						LN		91		15		false		          15             MR. STOCKMAN:  All I know is, you know,				false

		2330						LN		91		16		false		          16        when I hear these things, I go:  What -- what's				false

		2331						LN		91		17		false		          17        going on?				false

		2332						LN		91		18		false		          18             And he said:  I put the disks in the				false

		2333						LN		91		19		false		          19        package myself.  I know they got them.				false

		2334						LN		91		20		false		          20             MS. FUSCO:  We didn't get them.				false

		2335						LN		91		21		false		          21             MR. STOCKMAN:  Okay.				false

		2336						LN		91		22		false		          22             MS. FUSCO:  I'm not saying he didn't send				false

		2337						LN		91		23		false		          23        them.				false

		2338						LN		91		24		false		          24             MR. STOCKMAN:  I know.				false

		2339						LN		91		25		false		          25             MS. FUSCO:  But US Postal Service?				false

		2340						PG		92		0		false		page 92				false

		2341						LN		92		1		false		           1             MR. STOCKMAN:  I know.  So I'm having him				false

		2342						LN		92		2		false		           2        send them again.  So they should have been				false

		2343						LN		92		3		false		           3        overnighted to you on Friday.				false

		2344						LN		92		4		false		           4             MS. FUSCO:  Okay.  And are these the				false

		2345						LN		92		5		false		           5        warehouse documents?				false

		2346						LN		92		6		false		           6             MR. STOCKMAN:  Yeah, I think so.				false

		2347						LN		92		7		false		           7             MS. FUSCO:  Okay.				false

		2348						LN		92		8		false		           8             MR. STOCKMAN:  But I'll go back and talk				false

		2349						LN		92		9		false		           9        to him again.				false

		2350						LN		92		10		false		          10             MS. FUSCO:  Because, you know, he seemed				false

		2351						LN		92		11		false		          11        to say that we were not getting warehouse				false

		2352						LN		92		12		false		          12        documents.				false

		2353						LN		92		13		false		          13             MR. STOCKMAN:  Remember the scene in				false

		2354						LN		92		14		false		          14        "Raiders of the Last Ark" where they hide away				false

		2355						LN		92		15		false		          15        the ark in the government warehouse?				false

		2356						LN		92		16		false		          16             MS. FUSCO:  Yeah.				false

		2357						LN		92		17		false		          17             MR. STOCKMAN:  That's what it -- the				false

		2358						LN		92		18		false		          18        Stamford warehouse looks like.				false

		2359						LN		92		19		false		          19             MS. FUSCO:  Okay.				false

		2360						LN		92		20		false		          20             MR. STOCKMAN:  I'm not kidding you.  They				false

		2361						LN		92		21		false		          21        went through boxes and boxes and boxes of				false

		2362						LN		92		22		false		          22        documents trying to find anything responsive to				false

		2363						LN		92		23		false		          23        your request.  So they've gone through as many				false

		2364						LN		92		24		false		          24        as they can possibly go through.  They went				false

		2365						LN		92		25		false		          25        through all of them, in fact, I think.				false

		2366						PG		93		0		false		page 93				false

		2367						LN		93		1		false		           1             MS. FUSCO:  So you're not expecting us to				false

		2368						LN		93		2		false		           2        go to the warehouse?				false

		2369						LN		93		3		false		           3             MR. STOCKMAN:  Well, not unless you want				false

		2370						LN		93		4		false		           4        to.				false

		2371						LN		93		5		false		           5             MS. FUSCO:  Well, no.  We were				false

		2372						LN		93		6		false		           6        expecting -- understood that we would be				false

		2373						LN		93		7		false		           7        produced the documents.				false

		2374						LN		93		8		false		           8             MR. STOCKMAN:  Yeah.				false

		2375						LN		93		9		false		           9             MS. FUSCO:  Okay.				false

		2376						LN		93		10		false		          10             MR. STOCKMAN:  I think that's what we're				false

		2377						LN		93		11		false		          11        doing.  But I'm not in charge of the document				false

		2378						LN		93		12		false		          12        production.				false

		2379						LN		93		13		false		          13             MS. FUSCO:  That was just -- Simon seemed				false

		2380						LN		93		14		false		          14        to be saying something different.  He kept				false

		2381						LN		93		15		false		          15        saying, "You can come to the warehouse."				false

		2382						LN		93		16		false		          16             MR. STOCKMAN:  Well, you're also being				false

		2383						LN		93		17		false		          17        given a list -- I think you're being given a				false

		2384						LN		93		18		false		          18        list of documents that you can ask for or				false

		2385						LN		93		19		false		          19        inspect.  I don't know.  I'd have to talk to				false

		2386						LN		93		20		false		          20        Simon about it.  So let's -- if you want to				false

		2387						LN		93		21		false		          21        talk after Ryan's deposition, I'll get Simon,				false

		2388						LN		93		22		false		          22        and we'll talk about it.				false

		2389						LN		93		23		false		          23             MS. FUSCO:  Okay.  Because I want to get				false

		2390						LN		93		24		false		          24        this -- he mentioned something about a "meet				false

		2391						LN		93		25		false		          25        and confer."  I wanted to get that done so we				false

		2392						PG		94		0		false		page 94				false

		2393						LN		94		1		false		           1        can kind of move on.				false

		2394						LN		94		2		false		           2             MR. STOCKMAN:  Because I do think,				false

		2395						LN		94		3		false		           3        frankly, it also comports with the practice				false

		2396						LN		94		4		false		           4        book to allow you to inspect, you know --				false

		2397						LN		94		5		false		           5             MS. FUSCO:  But I --				false

		2398						LN		94		6		false		           6             MR. STOCKMAN:  But you asked for it;				false

		2399						LN		94		7		false		           7        right?  I mean --				false

		2400						LN		94		8		false		           8             MS. FUSCO:  Well, we asked for it to be				false

		2401						LN		94		9		false		           9        produced, not made available in the warehouse.				false

		2402						LN		94		10		false		          10             MR. STOCKMAN:  That's adequate production.				false

		2403						LN		94		11		false		          11             MS. FUSCO:  So, I mean, I'd rather --				false

		2404						LN		94		12		false		          12             MR. STOCKMAN:  It just is.  It just is.				false

		2405						LN		94		13		false		          13        You know, there are --				false

		2406						LN		94		14		false		          14             MS. FUSCO:  Specifically, for this				false

		2407						LN		94		15		false		          15        situation, I don't think it's adequate.				false

		2408						LN		94		16		false		          16             MR. STOCKMAN:  No.  In litigation -- I				false

		2409						LN		94		17		false		          17        mean, you know, I remember going to warehouses				false

		2410						LN		94		18		false		          18        in Indianapolis and sitting for months looking				false

		2411						LN		94		19		false		          19        for documents.				false

		2412						LN		94		20		false		          20             MS. FUSCO:  But I'm talking about				false

		2413						LN		94		21		false		          21        specifically under this court order, the				false

		2414						LN		94		22		false		          22        documents --				false

		2415						LN		94		23		false		          23             MR. STOCKMAN:  Oh, no.  No.  The document				false

		2416						LN		94		24		false		          24        -- it doesn't say anything about --				false

		2417						LN		94		25		false		          25             MS. FUSCO:  Produce documents.				false

		2418						PG		95		0		false		page 95				false

		2419						LN		95		1		false		           1             MR. STOCKMAN:  That's production.  That's				false

		2420						LN		95		2		false		           2        production under any -- any court order.  In				false

		2421						LN		95		3		false		           3        any event --				false

		2422						LN		95		4		false		           4             MS. FUSCO:  We're not agreeing to that.				false

		2423						LN		95		5		false		           5             MR. STOCKMAN:  Right, because -- well,				false

		2424						LN		95		6		false		           6        never mind.  So we can clarify all of this				false

		2425						LN		95		7		false		           7        after the deposition is over.  Are you finished				false

		2426						LN		95		8		false		           8        for today?				false

		2427						LN		95		9		false		           9             MS. FUSCO:  Yes, I'm finished for today.				false

		2428						LN		95		10		false		          10             MR. STOCKMAN:  Anyone?				false

		2429						LN		95		11		false		          11             MR. DRURY:  No questions.				false

		2430						LN		95		12		false		          12             MR. STOCKMAN:  I have follow-up.				false

		2431						LN		95		13		false		          13                    CROSS EXAMINATION				false

		2432						LN		95		14		false		          14   BY MR. STOCKMAN:				false

		2433						LN		95		15		false		          15        Q    I want you to assume that the 2008 notice				false

		2434						LN		95		16		false		          16   was sent via email to Liz McKinley.  Does the fact				false

		2435						LN		95		17		false		          17   that you cannot find -- that the hospital can't find				false

		2436						LN		95		18		false		          18   any folder with the 2008 notice mean that it				false

		2437						LN		95		19		false		          19   definitively was not sent to her?				false

		2438						LN		95		20		false		          20        A    No.				false

		2439						LN		95		21		false		          21        Q    All right.  Do you know whether or not				false

		2440						LN		95		22		false		          22   there would be any clinical follow-up with regard to				false

		2441						LN		95		23		false		          23   a update on serious complications associated with				false

		2442						LN		95		24		false		          24   transvaginal placement of surgical mesh -- I'm				false

		2443						LN		95		25		false		          25   sorry.  That's the wrong title.  Let me ask that				false

		2444						PG		96		0		false		page 96				false

		2445						LN		96		1		false		           1   again.				false

		2446						LN		96		2		false		           2                  Do you know whether or not there				false

		2447						LN		96		3		false		           3   would be any kind of clinical communication between				false

		2448						LN		96		4		false		           4   risk management and either the surgical or				false

		2449						LN		96		5		false		           5   obstetrical department over an FDA public health				false

		2450						LN		96		6		false		           6   notification that concluded that there were				false

		2451						LN		96		7		false		           7   complications associated with transvaginal placement				false

		2452						LN		96		8		false		           8   of surgical mesh that were rare?				false

		2453						LN		96		9		false		           9        A    I don't know.				false

		2454						LN		96		10		false		          10        Q    In any event, if the department head -- if				false

		2455						LN		96		11		false		          11   the department chair already knew about it, would				false

		2456						LN		96		12		false		          12   risk management necessarily have to be involved?				false

		2457						LN		96		13		false		          13             MS. FUSCO:  Objection.				false

		2458						LN		96		14		false		          14             THE WITNESS:  No.				false

		2459						LN		96		15		false		          15             MR. STOCKMAN:  I have nothing further.				false

		2460						LN		96		16		false		          16             MS. FUSCO:  Okay.  A follow-up.				false

		2461						LN		96		17		false		          17             MR. STOCKMAN:  I knew you were going to				false

		2462						LN		96		18		false		          18        have a follow-up.				false

		2463						LN		96		19		false		          19                   REDIRECT EXAMINATION				false

		2464						LN		96		20		false		          20   BY MS. FUSCO:				false

		2465						LN		96		21		false		          21        Q    Who is Liz McKinley?				false

		2466						LN		96		22		false		          22             MR. STOCKMAN:  Liz -- oh.  You can ask				false

		2467						LN		96		23		false		          23        her.				false

		2468						LN		96		24		false		          24             THE WITNESS:  Liz McKinley is the manager				false

		2469						LN		96		25		false		          25        of regulatory -- well, was the manager of				false

		2470						PG		97		0		false		page 97				false

		2471						LN		97		1		false		           1        regulatory affairs.  Currently she is a				false

		2472						LN		97		2		false		           2        director in our nursing department for our				false

		2473						LN		97		3		false		           3        medical surgical units.  She previously was in				false

		2474						LN		97		4		false		           4        the department as a manager, and then a				false

		2475						LN		97		5		false		           5        director of regulatory affairs.				false

		2476						LN		97		6		false		           6   BY MS. FUSCO:				false

		2477						LN		97		7		false		           7        Q    And she was manager of regulatory affairs				false

		2478						LN		97		8		false		           8   when?				false

		2479						LN		97		9		false		           9        A    I think she was hired in '05.  I don't --				false

		2480						LN		97		10		false		          10   I'm -- that's my memory.  She was in the department				false

		2481						LN		97		11		false		          11   when I started in December of 2006, and then she				false

		2482						LN		97		12		false		          12   left for that new position, I think it was January				false

		2483						LN		97		13		false		          13   2014.				false

		2484						LN		97		14		false		          14        Q    So you did not know that this report was				false

		2485						LN		97		15		false		          15   sent via email to Liz McKinley in regulatory				false

		2486						LN		97		16		false		          16   affairs; is that correct?  I believe that's what				false

		2487						LN		97		17		false		          17   counsel represented.				false

		2488						LN		97		18		false		          18             MR. STOCKMAN:  Yeah.				false

		2489						LN		97		19		false		          19             MS. FUSCO:  Right.				false

		2490						LN		97		20		false		          20             THE WITNESS:  Yeah, I did not know.				false

		2491						LN		97		21		false		          21   BY MS. FUSCO:				false

		2492						LN		97		22		false		          22        Q    Okay.  Do you know what Liz McKinley would				false

		2493						LN		97		23		false		          23   have done with this notification?				false

		2494						LN		97		24		false		          24        A    Generally what I outlined as the process				false

		2495						LN		97		25		false		          25   would apply here, which is, if -- if we got this				false

		2496						PG		98		0		false		page 98				false

		2497						LN		98		1		false		           1   type of public health notification on this device,				false

		2498						LN		98		2		false		           2   or any other device, we are not the clinical				false

		2499						LN		98		3		false		           3   experts, and we would have to go to the clinical				false

		2500						LN		98		4		false		           4   experts and ask them for their guidance regarding				false

		2501						LN		98		5		false		           5   what should be done with this type of alert or				false

		2502						LN		98		6		false		           6   notice.				false

		2503						LN		98		7		false		           7        Q    And it starts with the chair of the				false

		2504						LN		98		8		false		           8   department; is that correct?				false

		2505						LN		98		9		false		           9        A    Yeah.  But it may not be the chair in				false

		2506						LN		98		10		false		          10   certain areas.  It may be the division director.  If				false

		2507						LN		98		11		false		          11   it's an orthopedic device, yes, we could start with				false

		2508						LN		98		12		false		          12   the chair, but we may also ask the division				false

		2509						LN		98		13		false		          13   director, because that is his or her specialty.				false

		2510						LN		98		14		false		          14        Q    Right.  So if the division director -- if				false

		2511						LN		98		15		false		          15   there was a division director of urogynecology who				false

		2512						LN		98		16		false		          16   happened to be implanting pelvic mesh product, that				false

		2513						LN		98		17		false		          17   physician would be the obvious person to go to to				false

		2514						LN		98		18		false		          18   talk about this; is that right?				false

		2515						LN		98		19		false		          19        A    Right, in addition to or in conjunction				false

		2516						LN		98		20		false		          20   with the chair, yes.				false

		2517						LN		98		21		false		          21        Q    Okay.				false

		2518						LN		98		22		false		          22             MS. FUSCO:  That's it.				false

		2519						LN		98		23		false		          23             MR. STOCKMAN:  Okay.  I have nothing else.				false

		2520						LN		98		24		false		          24             MS. FUSCO:  Okay.				false

		2521						LN		98		25		false		          25             MR. STOCKMAN:  Thank you.				false

		2522						PG		99		0		false		page 99				false

		2523						LN		99		1		false		           1             MS. FUSCO:  Thank you.				false

		2524						LN		99		2		false		           2                       (Time noted:  12:02 p.m.)				false

		2525						LN		99		3		false		           3                          * * *				false

		2526						LN		99		4		false		           4				false

		2527						LN		99		5		false		           5				false

		2528						LN		99		6		false		           6				false

		2529						LN		99		7		false		           7				false

		2530						LN		99		8		false		           8				false

		2531						LN		99		9		false		           9				false

		2532						LN		99		10		false		          10				false

		2533						LN		99		11		false		          11				false

		2534						LN		99		12		false		          12				false

		2535						LN		99		13		false		          13				false

		2536						LN		99		14		false		          14				false

		2537						LN		99		15		false		          15				false

		2538						LN		99		16		false		          16				false

		2539						LN		99		17		false		          17				false
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                               STATE OF CONNECTICUT
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               taken on behalf of the Plaintiffs, before Deborah R.
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               License No. 79, and Notary Public within the State
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                             S T I P U L A T I O N S







                    IT IS HEREBY STIPULATED AND AGREED by and between



               counsel for the parties that the proof of the official



               authority of the Notary Public before whom this deposition



               is taken is waived;







                    IT IS FURTHER STIPULATED AND AGREED that the reading



               and signing of the deposition is not waived;







                    IT IS FURTHER STIPULATED AND AGREED that notice of the



               time and place of the taking of the deposition is waived;







                    IT IS FURTHER STIPULATED AND AGREED that all



               objections, except as to the form of the question, are



               reserved until the time of trial.
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           1                       (Plaintiff's Exhibits 1 through



           2                  3 marked for identification.)



           3             THE COURT REPORTER:  Are there any



           4        stipulations for the record?



           5             MR. STOCKMAN:  We'd like to reserve the



           6        right to read and sign.



           7             MS. FUSCO:  Usual stips?



           8             MR. STOCKMAN:  Other than that, usual



           9        stips.



          10             MR. DRURY:  That includes objection by one



          11        is objection for all?



          12             MR. STOCKMAN:  I don't know if that



          13        includes that.



          14             MS. FUSCO:  It actually doesn't.



          15             MR. DRURY:  Right.  I mean, that's what



          16        we've done in the past, right, can we agree?



          17             MR. STOCKMAN:  That's fine.  That's good



          18        with me.  Just means I get more objections.



          19   R U T H  C A R D I E L L O,



          20   30 Shelburne Road, Stamford, Connecticut,



          21        called as a witness, after having been duly sworn, was



          22        examined and testified as follows:



          23                    DIRECT EXAMINATION



          24   BY MS. FUSCO:



          25        Q    Good morning, Ms. Cardiello.  My name is
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           1   Jacqueline Fusco, and I'm going to take your



           2   deposition today.



           3                  Have you ever been deposed before?



           4        A    No.



           5        Q    Okay.  Just some simple ground rules.



           6   It's going to be a "question and answer" type of



           7   session.  Try to listen to my question and answer



           8   the question.  If you don't understand the question,



           9   please let me know, and I can rephrase it.  If you



          10   do answer the question, we're all going to -- we're



          11   going to assume that you actually understood the



          12   question and are answering it to the best of your



          13   ability.  Try not to talk -- we'll try not to talk



          14   over each other.  The court reporter is going to



          15   take down everything that we say.  And it's very



          16   difficult to create a record if more than one person



          17   is speaking at one time.  Okay?



          18        A    (Indicating.)



          19        Q    Okay.



          20             MR. SALIMBENE:  I don't mean to interrupt.



          21        This is Mike on the line.  It's really choppy



          22        on my end, almost likes there's a bad cell



          23        phone connection, or something.  So I don't



          24        know if there's anything you can do about that.



          25             MR. STOCKMAN:  It could be because you're
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           1        typing, Mike, because we can hear you typing



           2        better than we can even hear Jackie.



           3             MR. SALIMBENE:  I'm sorry.



           4             MR. O'DEA:  I was just trying to text you,



           5        Mike, to put yourself on mute.



           6             MR. SALIMBENE:  Okay.



           7             MR. STOCKMAN:  So let us know if you can't



           8        hear.



           9             MR. SALIMBENE:  Yeah.



          10             MS. FUSCO:  Should I shout?



          11             MR. SALIMBENE:  Okay.  Thank you.



          12             MS. FUSCO:  Sorry.  I feel like I'm



          13        speaking so loudly.



          14             THE WITNESS:  You can try the speaker



          15        there.  It doesn't carry very far though.



          16             MR. STOCKMAN:  Okay.  We'll just keep our



          17        voices up too.



          18             MS. FUSCO:  All right.  Can you hear me,



          19        Mike?



          20             MR. SALIMBENE:  Loud and clear now.



          21             MS. FUSCO:  Okay.



          22   BY MS. FUSCO:



          23        Q    Okay.  Ms. Cardiello, what is your



          24   position here at Stamford Hospital?



          25        A    Vice-president for enterprise risk
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           1   management.



           2        Q    Okay.  And can you tell me what that



           3   means?



           4        A    I oversee the risk management program for



           5   the organization, which includes risk



           6   identification, the insurance program, both



           7   professional and general liability, and all the



           8   other types of insurance the organization has.  I



           9   oversee regulatory affairs.  I act as a claims



          10   manager for our captive insurance company.  So I



          11   select counsel, oversee litigation.  I'm also the



          12   corporate compliance officer for the organization as



          13   well.



          14             MR. STOCKMAN:  Jackie, I have a CV.  I'm



          15        not sure if we forwarded one to you, but I can



          16        get them copied.



          17             MS. FUSCO:  You did not.  Yeah.  That



          18        would be great.



          19             MR. STOCKMAN:  Okay.



          20             MS. FUSCO:  Thanks.



          21             MR. STOCKMAN:  Let me just get this copied



          22        quickly.



          23             MS. FUSCO:  Okay.



          24             MR. STOCKMAN:  It will take two seconds.



          25
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           1                       (Brief interruption in the



           2                  proceedings.)



           3             MR. STOCKMAN:  (Handing.)



           4             MS. FUSCO:  So we can mark this as four, I



           5        guess.



           6                       (Plaintiff's Exhibit 4 marked



           7                  for identification.)



           8   BY MS. FUSCO:



           9        Q    So why don't we go to Exhibit 1, which is



          10   the letter from counsel regarding the topics that



          11   Ms. Cardiello is going to be testifying on today.



          12             MR. STOCKMAN:  Sure.



          13             MS. FUSCO:  Okay.



          14             MR. STOCKMAN:  Let me just put on the



          15        record, while we designated Ruth originally on



          16        risk management topics, based not only on what



          17        risk management encompasses but on Sharon



          18        Kiely's testimony, I just wanted to put on the



          19        record that she is also here to talk about



          20        adverse event alerts from the FDA, to the



          21        extent that it involves her oversight of those,



          22        medical device reporting and post market



          23        surveillance, to the extent it -- she oversees



          24        people that do that, regulatory compliance at



          25        the Stamford Hospital, to the extent she

�

                                                                          10







           1        oversees people who are responsible for that,



           2        adverse event reporting policies and procedures



           3        as well.  I think those are all generally



           4        encompassed under risk management.



           5             MS. FUSCO:  Okay.



           6   BY MS. FUSCO:



           7        Q    Ms. Cardiello, now, you indicated several



           8   different areas that come under your --



           9        A    Uh-huh.



          10        Q    -- risk management title.  The first one



          11   was risk identification?



          12        A    Uh-huh.



          13             MR. STOCKMAN:  You've got to say yes or



          14        no.



          15   BY MS. FUSCO:



          16        Q    Actually, yes, that was the one



          17   instruction.  I knew I was forgetting something.



          18   You have to answer out loud.



          19        A    Yes.



          20        Q    Okay.  Risk identification, could you



          21   describe what that means?



          22        A    We utilize several mechanisms to identify



          23   risks in the organization.  The main one is an



          24   electronic occurrence reporting system, where things



          25   of potential concern or harm are reported by
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           1   employees and physicians in the organization.



           2        Q    Okay.  So, when we talk about risk, what



           3   risks are we talking about, as opposed to is it



           4   patient injury, is it risk of hacking the computer



           5   system?  What types of risks are we talking about



           6   here?



           7        A    The occurrence reporting system allows



           8   employees and physicians to enter, essentially, any



           9   kind of risk.  So it might be a security risk.  It



          10   might be a privacy risk.  You mentioned HIPAA.  It



          11   might be a clinical risk as well.



          12        Q    Okay.



          13        A    So, generally, those are the categories



          14   that we would say, anything that potentially could



          15   harm a patient, an employee, involves a piece of



          16   equipment that malfunctions or doesn't work as



          17   intended, or a visitor.



          18        Q    Okay.



          19        A    So that's pretty broad.



          20        Q    Such as a puddle out by the front door?



          21        A    Exactly.



          22        Q    Okay.  Does risk involve anything to do



          23   with the business portion of running the hospital?



          24        A    When you say "the business portion," you



          25   mean like the finance?

�

                                                                          12







           1        Q    Stuff like the finance or -- as opposed to



           2   being -- it appears that all the risk you identified



           3   are with the actual building and the people who work



           4   here and the patients?



           5        A    Correct.



           6        Q    But there are -- obviously, you bill for



           7   services provided.  Whether it's done here or



           8   somewhere else I don't know.  But would a risk



           9   involve -- would a risk involve something related



          10   to, I guess, submitting a claim to an insurance



          11   company?



          12        A    No.



          13        Q    Okay.  So it's purely based on, I guess,



          14   in the facility here, in the building, risk -- it's



          15   really risk of injury to people?  Would that be a



          16   better way to clarify it?



          17        A    Yes.



          18        Q    Okay.



          19        A    Yes.  I'm trying to think.  People.  Yes,



          20   because it would also include employees --



          21        Q    Right.



          22        A    -- if there was an employee injury.



          23        Q    Okay.  And it would include the HIPAA



          24   risk.  So a violation of patient privacy, that --



          25   we'll include that as a risk of injury to a person.
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           1        A    Correct.



           2        Q    Okay.  And then the second part was the



           3   insurance, professional and general liability.  Is



           4   that just liability for the hospital or -- just



           5   briefly describe that.



           6        A    Sure.  So we have -- essentially, the



           7   insurance program for the organization is what I



           8   handle in my office.  We have a portion of that



           9   insurance program that's self-insured, and that's



          10   our professional and general liability.  So I handle



          11   that from a case identification through to



          12   litigation reserves, things like that.  And then we



          13   have a set of insurance policies that are



          14   commercially placed, for example, our property



          15   insurance.  So we have a -- so that is within the



          16   insurance.  So we have to report claims to those



          17   insurance companies, as well.  That's done out of my



          18   office.



          19        Q    Claim being -- meaning what?  Not a claim



          20   for services, but a claim for injury?



          21        A    A claim just like you submit to your auto



          22   insurance when you have -- your car gets hit, and



          23   you get in a motor vehicle accident, you submit a



          24   claim.  So it's for coverage, a claim for coverage.



          25        Q    Like a liability coverage?
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           1        A    Yes.



           2        Q    Not just simple insurance payment for a



           3   claim as --



           4        A    No.



           5        Q    -- I'm submitting a claim?



           6        A    No.  It's on behalf of the Stamford Health



           7   System.



           8        Q    Okay.



           9        A    So the insurance program is overly -- it



          10   covers all of the entities and operations of the



          11   system.



          12        Q    So do you have policies and procedures to



          13   identify risks of a potential claim?



          14             MR. STOCKMAN:  I'm not sure what you mean



          15        by that.



          16             THE WITNESS:  Yeah.  I don't -- I don't



          17        understand the question.



          18   BY MS. FUSCO:



          19        Q    Okay.  So, if I'm understanding what you



          20   described as a claim -- how do you identify a claim,



          21   a potential claim?



          22        A    As I mentioned before, the occurrence



          23   reporting system.



          24        Q    Okay.  But not every event that is



          25   reported in that system becomes a claim; is that
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           1   correct?



           2        A    Correct.



           3        Q    Is there some sort of an analysis that is



           4   done to each complaint to determine whether it needs



           5   to be -- whether it's a potential claim?



           6        A    I wouldn't call it a complaint.  It's an



           7   occurrence report.  So they are reviewed.  When an



           8   occurrence report is submitted, the -- where the



           9   occurrence happened, for example, the clinical unit



          10   it happened, it goes to the manager of that area,



          11   simultaneously it gets to -- sent to the risk



          12   management team as well.



          13        Q    Okay.  So it was an occurrence --



          14        A    Report.



          15        Q    -- report.  Okay.  As opposed to a



          16   complaint?



          17        A    Right.



          18        Q    Occurrence report.  Forgive me if I forget



          19   that again.



          20        A    That's okay.



          21        Q    Okay.  So is there any system in place to



          22   identify potential occurrences before they happen?



          23             MR. STOCKMAN:  Objection.



          24             You can answer.



          25             THE WITNESS:  Possibly.  We could get
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           1        something in our occurrence reporting system,



           2        but generally not.



           3   BY MS. FUSCO:



           4        Q    Okay.  So let me be a little more



           5   specific.  I'll give you an example.  So if somebody



           6   mops the floors, they put out a sign that says "Wet



           7   Floor.  Be Careful."



           8        A    Uh-huh.



           9        Q    All right.  That's, I think, in policy and



          10   procedures that are aimed at preventing an injury to



          11   somebody, would you agree?



          12        A    Yes.



          13        Q    Okay.  So are there other policies in



          14   place or procedures that would be implemented or



          15   utilized to prevent clinical injuries in the



          16   hospital?



          17             MR. STOCKMAN:  Just objection.



          18             You can answer.



          19             THE WITNESS:  Are there policies and



          20        procedures?  I still need clarification.  I



          21        think I understand your question to be are



          22        there policies and procedures in place that we



          23        had in order to prevent injury to patients?



          24             MS. FUSCO:  Yes.



          25             THE WITNESS:  Yes, we do.
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           1   BY MS. FUSCO:



           2        Q    Okay.  Generally, if you could describe



           3   some of those policies and procedures.



           4        A    I think they are care specific and



           5   location specific.



           6        Q    Okay.



           7        A    Some that come to mind though that I am



           8   aware of that -- a timeout in the operating room.



           9   So, before a patient is brought in for surgery,



          10   there's a set of procedures that they would follow



          11   to make sure it's the right patient, right



          12   procedure, everything that's done.  So that's one



          13   example, I guess, I would give you.



          14        Q    Okay.



          15        A    Yes, there are procedures in place to



          16   reduce the occurrence -- possibility of occurrence.



          17        Q    Okay.  So now I'm going to give you the



          18   same question regarding to the medical devices that



          19   are implanted here at Stamford Hospital.  Is there



          20   some sort of, I guess, a policy or procedure that



          21   the hospital would go through to determine or to try



          22   to assess the potential for injury for a



          23   particular -- for any medical device that's



          24   implanted here at Stamford Hospital?



          25        A    Can you repeat the question?
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           1        Q    Okay.  I'll try to rephrase.



           2        A    Okay.



           3        Q    It's a little confusing.



           4                  So does the hospital have any policy



           5   whereby it's going to look at a medical device and



           6   assess potential risks and injuries and try to



           7   create a policy that's going to prevent potential



           8   injuries?



           9             MR. STOCKMAN:  Objection.



          10             You can answer.



          11             THE WITNESS:  The process for bringing in



          12        devices -- so this a new device that's being



          13        brought in, is that your question?



          14   BY MS. FUSCO:



          15        Q    Yes.



          16        A    I don't have any --



          17        Q    It could be a new device or it could be an



          18   update on a device.



          19        A    I don't have any knowledge about any



          20   procedures around the introduction of devices to the



          21   organization.



          22        Q    So, for example, would -- if there's a new



          23   device being introduced or wants to be introduced



          24   into Stamford Hospital, would Stamford Hospital



          25   confirm that the device is being legally sold?
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           1        A    I don't know.



           2        Q    Okay.  Do you know if Stamford Hospital



           3   would confirm if the medical device has the proper



           4   clearance or approval by the FDA?



           5        A    I don't know.



           6        Q    And I take it that's for now and back --



           7        A    Yeah, I don't know what the --



           8        Q    You don't know what the --



           9        A    I don't know what the process is, if we --



          10   my assumption is we have a process.  I don't know



          11   what the process is for bringing in new devices to



          12   the organization.



          13        Q    Okay.  So risk management does not have a



          14   role in the new medical device approval process?



          15        A    No.



          16        Q    So, to your knowledge, there's no



          17   assessment of a potential risk of injury for a



          18   particular medical device?



          19             MR. STOCKMAN:  Well, objection.  That's



          20        sort of like the "Have you stopped beating your



          21        wife?" question.  She has no knowledge of any



          22        process.  So to say, so, to your knowledge



          23        there's no process -- she doesn't know if



          24        there's a process one way or the other.



          25             MS. FUSCO:  Okay.
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           1             MR. STOCKMAN:  Right?



           2             MS. FUSCO:  Let's have Ms. Cardiello



           3        answer, if we could.



           4             MR. STOCKMAN:  I'll have her answer a fair



           5        question.



           6             MS. FUSCO:  I know.  But let's not tell



           7        her how to answer.



           8             MR. STOCKMAN:  I'm not telling her how to



           9        answer it.  The way it's phrased, artfully



          10        though it was phrased, it can't be answered



          11        without making it sound like the hospital has



          12        shunned some obligation.



          13             MS. FUSCO:  Well, to her knowledge.  You



          14        know, it's -- you know, if there's an



          15        obligation, the question is to her knowledge.



          16        If she doesn't know, then she doesn't know, you



          17        know.



          18             MR. STOCKMAN:  Well, I'd appreciate it if



          19        you would rephrase the question.



          20             MS. FUSCO:  Now I've forgotten the



          21        question.



          22                       (Whereupon, the record was



          23                  read.)



          24             MR. STOCKMAN:  Again, objection.



          25             THE WITNESS:  I can't -- I can't answer
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           1        the question the way it's asked.



           2             MS. FUSCO:  Okay.



           3             THE WITNESS:  I'm not aware of the policy



           4        or process.



           5   BY MS. FUSCO:



           6        Q    Risk management does not assess a product?



           7        A    No, it does not.



           8        Q    Okay.  I guess for safety and efficacy?



           9        A    No, we do not.



          10        Q    You do not.  Okay.  And you don't know if



          11   anybody does?



          12        A    I don't know.



          13        Q    You don't know.  Okay.



          14                  I think the next part of -- what's



          15   encompassed in your risk management is regulatory



          16   affairs.  So would part of risk management's job to



          17   be -- to determine if a medical device is in



          18   compliance with state, and federal, local



          19   regulations?



          20        A    If a medical device is -- I'm not sure I



          21   can answer the question the way it's asked.  Do you



          22   want me to tell you what regulatory --



          23        Q    I was going to say, let's go back, and



          24   tell me what "regulatory affairs" is.



          25        A    Okay.  So, obviously, there are a number
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           1   of regulations that healthcare providers have to



           2   follow.  I probably break them into two categories:



           3   One is our life safety function, so the facilities,



           4   how they're constructed, right, life safety, fire



           5   alarms, building code.



           6        Q    So like the physical structure?



           7        A    Yeah, the physical structure.  That's



           8   facilities and engineering.  On the more



           9   clinically-oriented regulatory topics we handle, in



          10   our office, the survey process.  We are surveyed --



          11   we're surveyed by the Joint Commission.  We are



          12   licensed by the health department.  So those types



          13   of activities fall under the regulatory affairs,



          14   responsibility that we -- that I have in my



          15   department.  Reporting of adverse events to the



          16   health department, to the FDA.  So survey



          17   certification process.  I think that is relatively



          18   complete.



          19        Q    Okay.  So how do you know if an event



          20   needs to be reported to DPH?



          21        A    We have received notifications from the



          22   health department regarding the required what they



          23   call "adverse events."  And we work with counsel, as



          24   well, to understand them and interpret them, and put



          25   policies and procedures in place to make sure we're
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           1   complying.



           2        Q    So the adverse events -- let's talk about



           3   DPH.  So, in Connecticut, are they -- are they



           4   standardized, do you know, on a national level, or



           5   are these purely specific to Connecticut?



           6        A    They are state based.



           7        Q    Okay.



           8        A    I think they are based, though, on some



           9   national criteria.  It's called the "National



          10   Quality Forum," but -- that's identified these



          11   adverse events.  But it is a state law that we're



          12   required to comply with.  And we follow their



          13   definitions, and if there is interpretive guidance



          14   or documents that they send.



          15        Q    Do you know if Connecticut has adopted



          16   some of the federal guidelines from the National



          17   Quality association?



          18        A    The National Quality Forum -- I don't



          19   think it's a government agency, but they identified



          20   years ago a number of adverse events.  And it's my



          21   understanding that each state has adopted different



          22   definitions or different requirements to report.  So



          23   what I'm familiar with is the Connecticut health



          24   department requirements.  So that's under -- in my



          25   department.
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           1        Q    So when you -- the original adverse event



           2   list, are you referring to the "never events" that



           3   were originally identified?



           4        A    We refer to them here as "adverse events."



           5   But, yes, I think it was --



           6        Q    But they were originally "never events,"



           7   and have evolved into "adverse events"?



           8        A    I'm only familiar with -- the term from



           9   the health department has always been "adverse



          10   events."



          11        Q    Okay.



          12        A    There's some organizations that call them



          13   "never events."  But what we -- what we refer to



          14   them as is "adverse events."  And that's what the



          15   health department definition is.



          16        Q    Okay.  So what is an "adverse event,"



          17   according to the Department of Public Health?



          18        A    Is an event that reached the patient that



          19   generally caused death or a serious disability.



          20   There's a number of categories.  But, generally,



          21   that's what they are.  So one is, you know, wrong



          22   site surgery, surgery on the wrong patient,



          23   elopement from a psychiatric facility, suicide in a



          24   hospital setting.  So there are hospital specific



          25   ones.  And we have -- I don't know what number we
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           1   have.  So there's a number of events.



           2        Q    Okay.  Do you know of adverse -- any



           3   adverse events specifically related to medical



           4   devices?



           5        A    No.  I can't remember them all, but I



           6   don't remember that one.



           7        Q    So do you know if it would be considered



           8   an adverse event by the Department of Public Health



           9   if a medical device is implanted one day and then



          10   subsequent to that there is a malfunction of that



          11   device and it has to be removed?  Do you know if



          12   that's a reportable event?



          13        A    No, it's not.  Not to the health



          14   department, no.



          15        Q    Not to the health department.  Okay.



          16             MR. STOCKMAN:  Are you still on there,



          17        Mike?



          18                       (Discussion off the record.)



          19   BY MS. FUSCO:



          20        Q    So a serious injury is reportable to the



          21   DPH.  Do you know how they define "serious injury"?



          22        A    No.  We need to clarify that.  There are a



          23   set of adverse events.  They're categorized by the



          24   type of event, i.e., wrong surgery --



          25        Q    Okay.
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           1        A    -- perforation from a laparoscopic



           2   surgery.  So that's the category.  And, generally,



           3   it's based on death or serious disability as a



           4   result of one of those events.



           5        Q    Okay.



           6        A    So you have a list of events you have to



           7   report, and there is criteria for each of them.  So



           8   it's not the injury that's reported, it's the type



           9   of event.  And that list has generally been the



          10   same, but year over year it's been updated.



          11        Q    So, for example, there could be something



          12   that's not on their list, the DPH's list, of adverse



          13   events that are reportable, but results in a serious



          14   injury or death of a patient and that's not



          15   reportable?



          16        A    Potentially there could be an event that



          17   caused serious injury or disability that's not on



          18   the adverse event list with the health department;



          19   correct.



          20        Q    Right.  So the health department's list is



          21   not all-inclusive, it's specific for what they want?



          22        A    Yes.



          23        Q    Okay.  Now let's talk about the FDA.  How



          24   does the FDA define an adverse event?



          25        A    Generally -- you know, don't hold me to
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           1   the regulation here, but, generally, serious



           2   disability or death resulting from a medical device.



           3        Q    Okay.  So how would they classify a



           4   serious injury?



           5        A    I would have to look at, you know, the



           6   policies that we have in place that would generally



           7   include those definitions.  If we needed to we would



           8   consult with counsel, our regulatory counsel, to



           9   make sure we're interpreting that correctly.



          10        Q    So regarding, I guess, your function in



          11   regulatory affairs, is it within that category that



          12   you read the regulations and follow them?



          13        A    We usually don't read the regulations.  We



          14   generally work with counsel.  They may provide



          15   them --



          16        Q    Okay.



          17        A    -- as background.  And then, if we're



          18   developing, let's say, a new policy in response to a



          19   new regulation, or revising policies and procedures



          20   in response to an update, we would consult with



          21   them, maybe revise it ourselves, work with them, and



          22   have them review and approve it before we sent it



          23   out internally for communication.



          24        Q    Okay.  So I'm not getting into privilege



          25   here, but if -- you, essentially, rely on counsel to
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           1   help you interpret the regulations and follow and



           2   implement them; would that be correct?



           3        A    Well, yes.  To help us interpret them,



           4   yes.



           5        Q    Okay.



           6        A    And provide guidance in following them,



           7   yes.



           8        Q    Are there policies at Stamford Hospital



           9   regarding reporting adverse events, as required



          10   under the FDA, for medical devices?



          11        A    Yes.



          12        Q    Okay.  When did those policies -- when



          13   were those policies created, if you know?



          14        A    I don't remember that date.



          15        Q    Okay.



          16        A    I don't remember.



          17        Q    Okay.  Roughly, do you know how long



          18   they've been in effect?



          19        A    I'm more familiar with the process to --



          20   when they were put in place.  I've been in risk



          21   management since late '06, so -- I just don't



          22   remember the dates.



          23        Q    Okay.  So in late '06 were policies in



          24   place for reporting adverse events to the FDA?



          25        A    I'd have to look to see if -- when the
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           1   dates of those were.



           2        Q    Okay.



           3        A    So I don't remember.  Let's put it that



           4   way, I don't remember.



           5        Q    So there's someplace where you could go



           6   and look and find documents?



           7        A    Yes.



           8        Q    Okay.  Where would that be, if you know?



           9        A    We have a policy and procedure electronic



          10   library.



          11        Q    Okay.  And that gives you access to



          12   documents as far as back as 2006?



          13        A    If they're -- if they are retained there,



          14   yes.



          15        Q    They may not be retained there?



          16        A    Well, if they're there -- I mean, I'm



          17   saying if they're there, yes.  So we'd have a place



          18   for archived.  If someone accurately archives them,



          19   yes, they would be there.



          20        Q    Okay.  So you don't know?  You think they



          21   might be there, you'd have to go look to see if they



          22   are there?



          23        A    Yeah, I'd have to look.



          24        Q    If they're not in the electronic library,



          25   where else might they be?
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           1        A    I don't know.  They'd have to be there.



           2        Q    Is there somebody you could ask?



           3        A    Yeah.  I can go back and look, yeah.



           4        Q    Okay.  Who would you ask about this?



           5        A    Well, I can go back and access it myself



           6   is what I would do.



           7        Q    Okay.  So you don't need to ask anybody



           8   else?



           9        A    No, no.  I have access to that.  And I



          10   have access to the archived, so we could look there.



          11        Q    Okay.  So I think you said back in 2006



          12   there were policies in place for reporting adverse



          13   events to your recollection?



          14        A    To my recollection, yes.



          15        Q    Yes.  Okay.  And from 2006 to the present



          16   there have always been policies --



          17        A    Uh-huh.



          18        Q    -- and procedures in place for reporting



          19   adverse events?



          20        A    Yes.



          21        Q    Okay.  Is there any review system, for



          22   lack of a better word, to evaluate if, number one,



          23   adverse events that have occurred and are reportable



          24   have been identified?



          25        A    Is there a review system to understand if

�

                                                                          31







           1   there was a adverse event with a device?



           2        Q    Yes.  In order to determine if a



           3   reportable event occurred, was it properly reported



           4   so that you could report it to the FDA or the



           5   manufacturer?



           6        A    Well, you're trying to track down a --



           7   you're trying to track something down that, you



           8   know, is a negative.  So we rely on our employees



           9   and physicians to notify us if there is an



          10   occurrence which may be potentially reportable.  So



          11   we -- since, obviously, we're not involved in direct



          12   patient care, we would rely on our staff to let us



          13   know.



          14        Q    So, if a reportable event occurred and was



          15   not reported, there's no way you would know that



          16   unless somebody tells you?



          17        A    Correct.



          18        Q    Okay.



          19        A    Unless we get served with a lawsuit a



          20   couple years later, and then we know.



          21        Q    Right.  Exactly.



          22             MR. STOCKMAN:  Which I'm sure you'll get



          23        to it --



          24             THE WITNESS:  That's how I know.



          25             MR. STOCKMAN:  -- when we talk about this
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           1        case.



           2             MS. FUSCO:  Right, right.  Exactly.



           3   BY MS. FUSCO:



           4        Q    So what was -- how did you -- how do you



           5   educate the staff and the physicians on adverse



           6   events that are reportable?



           7        A    A couple different ways.  We have a new



           8   employee orientation where we provide -- risk



           9   management provides -- risk management provides



          10   education to new employees.  We have annual training



          11   on HealthStream, which has a regulatory and risk



          12   management.  So HealthStream is a computer-based



          13   education tool.  So employees have to go on there



          14   and complete their annual training, generally, by



          15   end of July each year.  New physician training, as



          16   well.  So some -- you know, as new physicians come



          17   on to the organization, they may not be employed by



          18   us, but we'd have to certainly orient them as well.



          19        Q    Okay.



          20        A    So that's how.



          21        Q    Okay.  And so were these policies in



          22   place -- we'll go back in the past -- between 2002



          23   and the present, and, if not, do you know when they



          24   were fist implemented?



          25        A    I'm speaking from my experience in risk
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           1   management since late 2006.  So I don't know prior



           2   to that.



           3        Q    Okay.



           4        A    But I do know, as an employee here, and as



           5   a director in other areas, there was always a new



           6   employee orientation, and there was always the



           7   HealthStream or some -- some -- I don't know if it



           8   was HealthStream, it was the same vendor, but some



           9   level of annual training --



          10        Q    Okay.



          11        A    -- that employees had to go through.



          12        Q    So if an adverse event was not reported,



          13   and it came to your knowledge that there was an



          14   adverse event that was not reported, was there some



          15   sort of follow-up with the person or persons



          16   involved who should have reported that event?



          17             MR. STOCKMAN:  Objection.



          18             You can answer.



          19             THE WITNESS:  Well, generally, we would



          20        remind the reporter that this is an obligation,



          21        you know, you should let us know.  But that



          22        would be the follow-up.  If -- if -- if there



          23        was something more that's needed, we could, you



          24        know, do more focused education.



          25
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           1   BY MS. FUSCO:



           2        Q    Okay.  Regarding the medical devices,



           3   would you educate the staff regarding specific



           4   criteria related to that medical device that would



           5   make it reportable, or do you rely on the physicians



           6   or the -- the physician to know what's reportable,



           7   if that makes sense?



           8             MR. STOCKMAN:  Objection.



           9             MS. FUSCO:  Yeah.



          10             MR. STOCKMAN:  Are you asking whether risk



          11        management sets the standards that govern when



          12        the physician decides whether an event is



          13        reportable or whether there's been an adverse



          14        outcome?



          15   BY MS. FUSCO:



          16        Q    I wouldn't say standards.  I would say



          17   there are certain things that are absolutely



          18   reportable, and there are certain things where



          19   there's a gray area, where it's a judgment call.



          20   So, I'd like to know, where's the oversight on that?



          21   Is that something that the hospital educates the



          22   doctor on, and say, listen, doctor, we have a



          23   mandatory reporting requirement for A, B and C,



          24   okay, but for D, E and F it's going to be a judgment



          25   call?  Is there anything like that?
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           1             MR. STOCKMAN:  Okay.  You can answer.



           2             THE WITNESS:  Okay.  So, generally, we



           3        would probably use the very broad definition.



           4        So to educate our employees and physician on



           5        every potential -- you know, the 20 plus



           6        categories of the health department, they won't



           7        remember.  So we take a very general approach.



           8        Anything that causes, again, probably serious



           9        disability or death we need to hear about.  If



          10        you are unsure, please call us --



          11             MS. FUSCO:  Okay.



          12             THE WITNESS:  -- so that we could walk --



          13        we could help them.  So there could be an email



          14        or a phone call to say this happened, I'm not



          15        sure if it's reportable.  We may not even know.



          16        We'd have to go back and do that evaluation as



          17        well.



          18   BY MS. FUSCO:



          19        Q    Do you have a record of potential adverse



          20   events that were reported to the hospital regarding



          21   medical devices?



          22        A    If it was reported in our current



          23   reporting system, that's where we would keep it.



          24        Q    Okay.  And you would still maintain those



          25   records?
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           1        A    They are generally retrievable, yes.



           2        Q    Okay.



           3        A    Yeah, depending on the time period in



           4   question.



           5        Q    Okay.  So do you know how far back that



           6   would go?



           7        A    Probably -- I don't know.  I don't know.



           8        Q    Is it something where I could just log on



           9   to the computer and look at the archives and see?



          10        A    No, not since 2012, because we went with a



          11   new occurrence reporting system and did not bring



          12   over the old one pre-2012.



          13        Q    Okay.



          14        A    So we'd have to go to access our servers



          15   to search those for the historical data on our old



          16   occurrence reporting system.



          17        Q    And what's the older occurrence reporting



          18   system?



          19        A    It's called Peminic, P-E-M-I-N-I-C.



          20        Q    And how far back did that go?



          21        A    We had two -- ten years in total.  We had



          22   two five-year contracts.



          23        Q    Okay.  So Peminic, Pimetic --



          24             MR. STOCKMAN:  Peminic is the way I



          25        pronounce it.
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           1             THE WITNESS:  The owner -- should I put



           2        this on the record?  Now that I started --



           3             MR. STOCKMAN:  Do they want --



           4             THE WITNESS:  Penny, Michael, Nicholas was



           5        his children's names, so that's how I remember



           6        it, P-E-M-I-N-I-C.



           7   BY MS. FUSCO:



           8        Q    Peminic?



           9        A    Peminic.



          10             MR. STOCKMAN:  Which one to put the



          11        emphasis on?  Peminic.



          12   BY MS. FUSCO:



          13        Q    So Peminic or Peminic --



          14        A    Yeah.



          15        Q    -- has the records from 2002 to 2012 on



          16   the occurrence reporting?



          17        A    We have records on our servers.  I don't



          18   know if it goes back to 2002.



          19        Q    Okay.  So you have -- I'm a little



          20   confused now.  Records on your servers.  I thought



          21   you said Peminic was on a different server?



          22        A    Yeah.  So QASYS is our current reporting



          23   system.  If -- I can go in there now -- it's a live



          24   system -- and search currently --



          25        Q    Okay.
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           1        A    -- from 2012 to current.  When we



           2   transitioned that -- because I oversaw the



           3   department during this transition -- we chose not to



           4   try to integrate Peminic and QASYS.  It was too



           5   difficult to integrate all the data points in there.



           6   So we put this information on the server.  I don't



           7   know how long -- how many years of data resides on



           8   the server for Peminic.



           9        Q    Okay.  So, in my limited technology, you



          10   would have on your server a file for QASYS and a



          11   file for Peminic?



          12        A    Yeah.



          13        Q    Okay.



          14        A    Essentially, Peminic is a static file.



          15        Q    Okay.



          16        A    It's an electronic storage file.  We took



          17   all the data, and said, okay, we're going to leave



          18   it there in case it's ever needed.



          19        Q    Okay.



          20        A    And then QASYS is an online active, for



          21   lack of a better word, database that's added to on a



          22   daily basis.



          23        Q    So you could access QASYS for, I think,



          24   2012 to the present --



          25        A    Uh-huh.
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           1        Q    -- for occurrences?



           2        A    Correct.



           3        Q    Okay.  And that's something you could



           4   easily do?



           5        A    Yes.



           6        Q    Okay.  For medical devices?



           7        A    Yes.



           8        Q    Okay.  Would it be easy to sort for mesh



           9   devices?



          10        A    No, because I think the category would



          11   probably be equipment related.  So you don't have



          12   it -- so if you think about any typical database you



          13   have certain high level categories.  So we'd have --



          14   one of them would be type of event.  So it might be



          15   equipment related.  But in the narrative text that



          16   the staff might be completing, or a physician, it



          17   would be -- if there's a -- the actual product would



          18   be, more likely than not, in the narrative.  There



          19   isn't a "click and point" that you can say it's this



          20   device, this device, this device.



          21        Q    But could you search QASYS for a



          22   particular product and get all the reports related



          23   to a particular product?



          24        A    We could search for -- by the type of



          25   event, not by a product.
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           1        Q    Okay.  And the category event?



           2        A    Would be equipment related.



           3        Q    Not surgery related?



           4        A    It could be.



           5        Q    Okay.



           6        A    I mean, you'd have to define your search



           7   terms.  It could be.



           8        Q    So did you educate the staff in any



           9   particular way related to medical devices, how they



          10   would report it?



          11        A    We educated them broadly on what needed to



          12   be reported and how to report.



          13        Q    Okay.  So you didn't say, hey, if we have



          14   a medical device, you need to categorize it as this?



          15        A    We didn't go into that much detail, no.



          16        Q    Okay.  So it was basically up to the



          17   employee to characterize it based on what they



          18   thought the problem might be?



          19        A    Yes.



          20        Q    Okay.  And the same for the physicians?



          21        A    Yes.



          22        Q    Okay.  Do you know if, in the QASYS



          23   system, there are -- well, first of all, do you



          24   monitor the QASYS -- well, you said you do monitor



          25   it, correct?  Or you get those reports?
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           1        A    We get -- when a report is submitted, we



           2   get electronic copies.  So it goes to the director



           3   of the department that's involved --



           4        Q    Okay.



           5        A    -- or selected as the involved department,



           6   and then it goes -- copies are sent to my team, and



           7   myself as well.



           8        Q    Okay.  The director of the department.



           9   Does the director have a role in educating the



          10   physicians in his department about adverse events?



          11        A    You mean as a physician chair?



          12        Q    As the director.



          13        A    I think they have a --



          14        Q    Now, the --



          15        A    Go ahead.



          16        Q    No.  I was just going to say, the



          17   director, not the chair, because I think you just



          18   said "chair."  Are we talking about two different



          19   positions here?



          20        A    Well, there's -- there's directors who



          21   are -- could be clinical staff.  So there's nursing



          22   directors, there's directors in facilities, and



          23   materials management.  There are division directors



          24   in some of the medical departments, such as surgery.



          25   And there are chairs.  And I think we have eight
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           1   chairs of the medical departments.



           2        Q    Okay.



           3        A    These are physicians.  So, depending on



           4   the department, they may not have physician division



           5   directors, they may just have a chair.



           6        Q    Okay.



           7        A    Or they may have division directors who --



           8   that would be responsible, as well, to educate.



           9   But, again, if they had a question, those chairs



          10   would also come to us in the department.



          11        Q    Okay.  So let's talk about the chair of



          12   the OB/GYN department.  Is it correct that



          13   urogynecology comes under the chair of the OB/GYN



          14   department?



          15        A    Urogynecology, yes, they would.



          16        Q    Yes.  So you work with the chair of the



          17   OB/GYN department to educate the staff in OB/GYN



          18   related to medical devices and what adverse events



          19   would be reportable?



          20        A    No.



          21        Q    Does anybody educate them?



          22        A    Again, going back to those categories that



          23   we talked about before, new employee orientation,



          24   annual training would be our role.



          25        Q    Okay.
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           1        A    So we don't individually work with our



           2   chairs or individually train departments.



           3        Q    So you don't train departments for devices



           4   that are specific for that department?



           5        A    No.



           6        Q    It's more of a broad general training?



           7        A    Correct.



           8        Q    Okay.  So do you know if, in your QASYS



           9   reporting -- so it's 2012 to 2015 -- if any adverse



          10   events have been reported related to the pelvic mesh



          11   products?



          12        A    Well, in response to the litigation, we



          13   reviewed that, and there are none.



          14        Q    There are none.  Okay.  Have you reviewed



          15   cases to see if there were actually reportable



          16   events that were not reported?



          17        A    No.



          18        Q    Do you know if removing a medical device,



          19   so in this case the mesh, part of the pelvic mesh



          20   that was implanted -- do you know if that's a



          21   reportable adverse event?



          22             MR. STOCKMAN:  Objection.



          23             You can answer, to the extent you don't



          24        know based on conversation with counsel.



          25             THE WITNESS:  Yeah.  We're getting pretty
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           1        close to that line here.  So I'm --



           2   BY MS. FUSCO:



           3        Q    Well, while your conversations are



           4   confidential, facts allow you to testify here are



           5   not.



           6             MR. STOCKMAN:  Right.  So my instruction



           7        to you is, if you have an independent basis



           8        beyond conversations with counsel you can



           9        answer.  If your response is based on



          10        conversations with counsel you should not



          11        answer.



          12             MS. FUSCO:  I think I disagree with that



          13        because, you know, your obligation is to



          14        prepare her to testify.  So the facts --



          15             MR. STOCKMAN:  I know.  But I don't think



          16        you're asking her for facts.  Because I don't



          17        think it's black and white as to whether or not



          18        removal of mesh is a reportable event.  I



          19        don't -- I don't think you're seeking a fact.



          20             MS. FUSCO:  I think I am seeking a fact.



          21             MR. STOCKMAN:  Okay.  You may think you're



          22        seeking a fact.  I don't think you're seeking a



          23        fact.



          24             MS. FUSCO:  And I may have it here, which



          25        we can get to.
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           1             MR. STOCKMAN:  Okay.



           2             MS. FUSCO:  That's a good segue.  Let's



           3        see.



           4                       (Discussion off the record.)



           5             MS. FUSCO:  I do have it, but I don't have



           6        it with me.



           7             MR. STOCKMAN:  Okay.  Why don't we skip



           8        this for now, and we'll come back to it.



           9             THE WITNESS:  Can I --



          10             MR. STOCKMAN:  Can you what?



          11             MS. FUSCO:  Okay.



          12             THE WITNESS:  Can you repeat the question?



          13             MR. STOCKMAN:  Yeah.  Why don't we repeat



          14        the question.



          15   BY MS. FUSCO:



          16        Q    I will represent to you, subject to



          17   looking at the regulations, because I didn't bring



          18   them with me, the federal regulations -- I don't --



          19   I can check on my computer at the break -- that



          20   removing the mesh -- removing a part of a medical



          21   device is a reportable event.  Okay.



          22             MR. STOCKMAN:  So you're asking whether or



          23        not she knows that?



          24   BY MS. FUSCO:



          25        Q    Whether or not you know that.  Correct.
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           1             MR. STOCKMAN:  I'll let her answer that.



           2             MS. FUSCO:  Yes.



           3             MR. STOCKMAN:  Objection.  But I'll let



           4        her answer that.



           5             MS. FUSCO:  Subject to confirmation that



           6        my memory is intact.



           7             MR. STOCKMAN:  Okay.



           8             THE WITNESS:  So the question is, do I



           9        know that removal of a --



          10   BY MS. FUSCO:



          11        Q    Of mesh --



          12        A    -- mesh is a reportable --



          13        Q    Is a reportable event?



          14             MR. STOCKMAN:  Objection.



          15             You can answer.



          16             THE WITNESS:  I don't know that.



          17   BY MS. FUSCO:



          18        Q    You don't know that.  Okay.  If that was



          19   in the regulations, who would be responsible for --



          20   for conveying that information to the physician, so



          21   that the physician could report it to the hospital,



          22   so that the hospital could fulfill its mandatory



          23   duty to report that event?



          24        A    Partly, certainly, in my department, as



          25   well as the director or overseer of that department,
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           1   as well if that's a chair.



           2        Q    So do you know if the chair of the



           3   department -- and we'll just be specific to the



           4   OB/GYN department -- do they have a responsibility



           5   to review the regulations related to medical devices



           6   that are implanted just within their department?



           7             MR. STOCKMAN:  Objection.



           8             You can answer.



           9             THE WITNESS:  I don't know.  I don't know



          10        their job description, so I don't know if



          11        that's part of it.



          12   BY MS. FUSCO:



          13        Q    Okay.  So just quickly back to Peminic --



          14             MR. STOCKMAN:  And whenever there's a



          15        natural break point, just let us know --



          16             MS. FUSCO:  Okay.



          17             MR. STOCKMAN:  -- because I'd like to hit



          18        the restroom.



          19             MS. FUSCO:  Okay.  Let me just finish up



          20        this one part.



          21             MR. STOCKMAN:  Sure.



          22   BY MS. FUSCO:



          23        Q    So I think you said that you could easily



          24   access Peminic?



          25        A    I can -- my IT staff can access Peminic.
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           1   And I don't think I used the word "easily."



           2        Q    Okay.



           3        A    We have access to --



           4        Q    They can access it?



           5        A    -- data on a server, so, essentially, a



           6   storage server.



           7        Q    Okay.  And do you know if the



           8   occurrences -- reportable occurrences are organized



           9   the same way as they are in QASYS, meaning you've



          10   got the categories?



          11        A    My recollection is they were similar.  It



          12   was type of event --



          13        Q    Okay.



          14        A    -- department involved, and then some



          15   narrative.



          16        Q    Do you know if they could search for a



          17   particular device in Peminic to see if there were



          18   adverse events reported related to that?



          19        A    I don't know specifics.  My recollection



          20   is that they could search.  But, again, it's the



          21   same type, you'd have to search by events, and then,



          22   more likely than not, the -- any device names are in



          23   the narrative.



          24        Q    Right.  And so, since you are here since



          25   2006, to your knowledge, with your recollection,
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           1   have any adverse events been reported related to



           2   pelvic mesh products?



           3        A    No.



           4             MS. FUSCO:  Break time.



           5                       (Recess:  10:56 a.m. until 11:06



           6                  a.m.)



           7                       (Mr. O'Dea is now attending via



           8                  teleconference.)



           9             MS. FUSCO:  Okay.  Back on the record.



          10   BY MS. FUSCO:



          11        Q    One question in follow-up, because I just



          12   want to clarify.  I think you said that in the QASYS



          13   there were no adverse events related to the pelvic



          14   mesh products; is that correct?



          15        A    Correct.



          16             MR. STOCKMAN:  You asked about Peminic



          17        too; right?



          18             MS. FUSCO:  Yes.  There were none in



          19        Peminic.



          20             MR. STOCKMAN:  Right.



          21             MS. FUSCO:  Did I ask QASYS?  I couldn't



          22        remember.



          23             MR. STOCKMAN:  Okay.



          24             THE WITNESS:  You did.



          25             MS. FUSCO:  There are none.
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           1             MR. STOCKMAN:  There are none, period.



           2   BY MS. FUSCO:



           3        Q    And then I think you already said that



           4   risk management is not involved in creating any



           5   policies and procedures relating to the medical



           6   devices; is that correct?



           7             MR. STOCKMAN:  Well, objection.



           8   BY MS. FUSCO:



           9        Q    I'm asking if that's what you said.



          10             MR. STOCKMAN:  Yeah.  She said that to one



          11        thing, but not to everything.  In terms of



          12        proactive medical device evaluation --



          13             THE WITNESS:  The acquisition --



          14             MR. STOCKMAN:  Right.



          15   BY MS. FUSCO:



          16        Q    Acquisition; right?



          17        A    -- and evaluation, I'm not involved.



          18        Q    In terms of new medical devices?



          19        A    Correct.



          20        Q    Okay.  So is risk management involved in



          21   any way with creating policies and procedures



          22   relating to medical devices?



          23        A    Only with respect to the reporting of them



          24   to the FDA.  So that reporting or obligation sits in



          25   my department.
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           1        Q    Okay.  And that reporting obligation, from



           2   what I understand about your testimony, is related



           3   to the way you educate everybody on reporting the



           4   occurrences through either QASYS or the Peminic; is



           5   that correct?



           6        A    That's -- yes, that's correct.



           7        Q    Okay.  Is there another component to -- or



           8   why don't you describe the policies and procedures



           9   related to medical devices.



          10        A    Okay.  So we have access to MedSun, which



          11   is a voluntary FDA reporting tool.  And so we,



          12   obviously, have the required reports that a



          13   healthcare organization, a hospital, is required to



          14   report.  And those reports, just like the health



          15   department adverse events reports, although get



          16   reported to us from clinicians in other departments,



          17   we are responsible for reporting it on behalf of the



          18   hospital to the FDA.  So we use MedSun's reporting



          19   system to report to the FDA required reports, such



          20   as death or serious disability related to a medical



          21   device, and we are also -- we voluntarily report as



          22   well.  And through that there's a annual report that



          23   organizations have, and that's also done through



          24   that.



          25        Q    What's included in the voluntary report?
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           1        A    It could be a device that malfunctioned or



           2   didn't work as intended that they are interested in



           3   tracking, and so we report that.  So it could be --



           4   for example, what I recall was a ice pack that



           5   leaked, and that shouldn't have leaked when you're



           6   putting an ice pack on a patient.  So we reported



           7   that.  Did it cause any harm?  No.  But if we have



           8   it and like hospitals have the same issue, they use



           9   it to do surveillance of their -- of devices.



          10        Q    So would this voluntary reporting be for



          11   any device, or is it solely for devices that are



          12   subject to post-market tracking for surveillance?



          13        A    I'd have to look at our policy as far as



          14   what the definition is.



          15        Q    Okay.



          16        A    But we've interpreted -- or my



          17   interpretation or understanding is relatively broad.



          18        Q    Okay.



          19        A    So anything that meets their definition



          20   and is used in patient care we would look to see.



          21        Q    And by "their," you mean the FDA?



          22        A    Yes, yes.



          23        Q    Okay.  Now, going back to some of the --



          24   the second part of regulatory affairs, one of the



          25   other subcategories was Joint Commission, JCAHO?
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           1        A    Correct.



           2        Q    You said something about surveys?



           3        A    Yes.  So we are subject to unannounced



           4   surveys every three years.  Generally hospitals have



           5   a -- they call it their triennial survey, to ensure



           6   that we still meet the standards for Joint



           7   Commission accreditation.  There are also specialty



           8   specific programs now over the last couple of years,



           9   so one for spine and joint program, for stroke



          10   programs that are program specific standards.  And I



          11   don't know the timing of those surveys.  I don't



          12   know -- I think it's less than three years, but



          13   every year or two years.  So we prepare for them.



          14   They're unannounced, so it's, essentially, ongoing



          15   regulatory compliance and readiness around making



          16   sure we meet those standards.



          17        Q    Okay.  Do you prepare reports for JCAHO,



          18   or do they require you to prepare reports, or is it



          19   purely them just popping by and doing their survey?



          20        A    They come unannounced at or near the



          21   three-year mark generally.  And, if a report was



          22   required, it would be in response to their report to



          23   us.



          24        Q    Okay.



          25        A    So, you know, so here's the survey report.
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           1   We require a report back from you on this item,



           2   so -- or issue.



           3        Q    Okay.  Does JCAHO require you to report



           4   adverse events to them?



           5        A    The terminology that the Joint Commission



           6   uses is "sentinel event."



           7        Q    Okay.



           8        A    And so, again, they have some language



           9   around that.  We are not required to report -- you



          10   have -- there are a number of reporting options.



          11   And we did do not report to the Joint Commission.



          12   But we do follow a policy.  And, when they arrive,



          13   they will generally ask:  Have you had any sentinel



          14   events, yes or no?  If you do, you are prepared to



          15   go through the sentinel event, and your process



          16   around that with them, and to make the records



          17   available.



          18        Q    Okay.  So a sentinel event, is this a



          19   Joint Commission term?



          20        A    Yes.



          21        Q    Okay.  So as opposed to Department of



          22   Public Health and the FDA?



          23        A    Yes.



          24        Q    So Joint Commission has their own



          25   events --
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           1        A    Yes.



           2        Q    -- that they require reporting?



           3                  Can you give me some examples of



           4   these sentinel events?



           5        A    Very similar to the health department



           6   adverse events:  Wrong site surgery, I believe



           7   suicide is one of them, as well.  So very similar.



           8   And anything -- very similar types.  So those that



           9   involve either death, or serious disability, or



          10   significant safety risk to patient care.



          11        Q    Okay.  So the Joint Commission doesn't



          12   want a listing of all adverse events, just their



          13   particular categories?



          14        A    Yeah.  But there's -- there's overlap.  I



          15   don't know exactly where, but there's generally



          16   overlap between the adverse events for the state and



          17   Joint Commission.  As I said, the National Quality



          18   Forum years ago developed this "never event" list,



          19   and different regulatory and oversight agencies have



          20   adopted them for -- for use in their own



          21   organizations.



          22        Q    Okay.  Does the Joint Commission have a



          23   category for medical devices?



          24        A    I don't remember.



          25        Q    Okay.  Is that something --
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           1        A    I'd be guessing.  I want to say no, but I



           2   don't remember.



           3        Q    Okay.  So I take it you don't know if



           4   there's a category for pelvic mesh devices?



           5        A    No.



           6        Q    Okay.  Does that mean there is no



           7   pelvic -- that specific for pelvic mesh devices, or



           8   you're not sure?



           9        A    I'd be guessing here because I just don't



          10   remember the complete list.



          11        Q    Okay.  Is that something that you could



          12   easily find out?



          13        A    Yeah.  We have a policy around sentinel



          14   events.  And we would look at it to say:  Does this



          15   meet the criteria?  And, if it does, we manage it in



          16   a certain way.



          17        Q    Okay.  When's the last time Joint



          18   Commission came?



          19        A    For our regular hospital-wide survey, our



          20   three year we're due in October, so it's got to be



          21   October 2012.



          22        Q    Okay.  Do they come for other reasons?



          23        A    Yeah, they could, for a complaint.



          24        Q    Okay.



          25        A    They could come on-site for a complaint.
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           1   They would come on-site for, as I mentioned, the



           2   program specific surveys that they do.



           3        Q    Okay.  Has a Joint Commission come for a



           4   complaint that you know of?



           5        A    Yes.



           6        Q    Okay.  Can you tell me what that --



           7        A    No.



           8             MR. STOCKMAN:  Well, finish first.



           9   BY MS. FUSCO:



          10        Q    If you can tell me what that complaint



          11   was, without violating any attorney-client privilege



          12   or HIPAA violations.



          13             MR. STOCKMAN:  HIPAA.  Okay.  Can we talk?



          14             MS. FUSCO:  Not really.



          15             MR. STOCKMAN:  I mean, if it's mesh, I



          16        don't -- I'm certain it isn't, but -- I'm a



          17        little loathe --



          18             MS. FUSCO:  There haven't been any



          19        complaints of the mesh, I don't think.



          20             MR. STOCKMAN:  All right.  I don't think



          21        there have been, but I'm a little loathe to



          22        have her talk about something that's



          23        potentially -- I mean, potentially be a claim.



          24        It could already be under peer review.  So I'm



          25        a little -- that's why I want to talk to her.
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           1             MS. FUSCO:  Well, if we could answer



           2        first.  I think it's a yes or no, and then we



           3        can --



           4             MR. STOCKMAN:  Okay.



           5             THE WITNESS:  I think I answered yes, we



           6        have had complaints.  We have not had any on



           7        mesh items, I can tell you that.



           8             MS. FUSCO:  Actually, I forget what my



           9        question was.



          10             MR. STOCKMAN:  You said:  Can you tell me



          11        what those were about?  I think that's what you



          12        said.



          13             MS. FUSCO:  Oh.  Okay.



          14             MR. STOCKMAN:  Which is why I -- that's



          15        when I jump in.  That's my job.



          16             Can I talk to her for a minute?



          17             MS. FUSCO:  I see your point.



          18             MR. STOCKMAN:  Okay.



          19             MS. FUSCO:  Yeah.



          20             MR. STOCKMAN:  Let me just talk to her for



          21        a minute.  We'll take a break.



          22                       (Recess:  11:17 a.m. until 11:19



          23                  a.m.)



          24             MR. STOCKMAN:  Okay.



          25             MS. FUSCO:  Okay.
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           1             MR. STOCKMAN:  I'll let her tell you



           2        generally what the complaint was, but that's



           3        about as far as I'll --



           4             MS. FUSCO:  Are there complaints that are



           5        under peer review?



           6             MR. STOCKMAN:  Well, I'm sure they are.



           7             THE WITNESS:  Uh-huh.



           8             MR. STOCKMAN:  But I'll let her tell you



           9        there was X complaint, Y complaint, and no mesh



          10        complaints.



          11             MS. FUSCO:  Okay.



          12             MR. STOCKMAN:  Okay.  But I'm not going to



          13        let you go any further than that, because they



          14        have nothing to do with mesh whatsoever.  They



          15        really have nothing to do with mesh.



          16             MS. FUSCO:  That I don't know, you know.



          17             MR. STOCKMAN:  When you hear what she has



          18        to say you'll know.



          19   BY MS. FUSCO:



          20        Q    Okay.  So let's talk about the complaints



          21   that were made -- I guess they're made to the Joint



          22   Commission?



          23        A    Complaints are made to the Joint



          24   Commission, yes.



          25        Q    Okay.
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           1        A    Anybody can make a complaint with Joint



           2   Commission.  You asked about when the Joint



           3   Commission comes on-site here.  They come on-site



           4   for our regular survey process every three years or



           5   for program specific more frequently.  They may come



           6   on-site and have come on-site for complaints that



           7   they want to investigate.  We've had two complaints,



           8   one involving our intermediate care unit and one



           9   involving care of a patient in our emergency room.



          10   And there have been no complaints or investigations



          11   related to mesh products.



          12        Q    Okay.  Are these complaints made by



          13   patients?



          14        A    They never tell us who complains.



          15        Q    Okay.  So have -- has the Department of



          16   Public Health investigated Stamford Hospital for



          17   complaints related to pelvic mesh products?



          18        A    No.



          19        Q    Okay.  So I think the next part, you



          20   talked about being a claims manager for captive



          21   insurance?



          22        A    Uh-huh.



          23        Q    Just briefly describe that.



          24        A    We are self-insured for our professional



          25   general liability.  We have an offshore captive.
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           1   And, essentially, when litigation -- we're served



           2   with a summons and complaint, it comes to my office,



           3   we engage counsel.  We oversee, and work with



           4   counsel to defend the lawsuits, and manage the



           5   functions that are necessary for managing a captive,



           6   i.e., reserves, and financial records, and things



           7   like that.



           8        Q    And an offshore captive, what do you mean



           9   by that?



          10        A    It's not based in the U.S.



          11        Q    And what is a captive?



          12        A    A captive is a vehicle for insuring a



          13   single parent or a self-insured program.  So, rather



          14   than paying an insurance company, sort of like your



          15   auto insurance, you, essentially, fund this



          16   insurance vehicle and manage claims through them.



          17        Q    And then the last item, I believe, was



          18   corporate compliance office.  What does that



          19   involve?



          20        A    It generally involves what I would



          21   consider the fraud and abuse components for



          22   healthcare.  The Office of Inspector General, as the



          23   regulatory and enforcement arm for CMS, who is



          24   responsible for the Medicare and Medicaid program,



          25   has developed, probably late '90s, what they call
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           1   guidance for corporate compliance programs.  What



           2   does that mean?  Generally, for different healthcare



           3   providers, and hospital is one of them -- so there's



           4   eight elements that you should comply with, and that



           5   if ever there was an investigation your -- your



           6   program structure and compliance with these elements



           7   is generally looked on as favorable to the OIG, if



           8   there was any, what I'll say, OIG, FBI, healthcare



           9   enforcement actions around fraud and abuse,



          10   overbilling, antikickback, those kinds of



          11   activities.  So we have a corporate compliance



          12   program.  I'm the officer, which needs to be



          13   designated.



          14        Q    So you said there are eight elements in



          15   the guidelines?



          16        A    Yes.  I don't remember all of them.



          17        Q    I take it you've mentioned a couple of



          18   them already?



          19        A    Yeah.



          20        Q    Kickbacks and --



          21        A    The selection of a compliance officer,



          22   training and education, reporting mechanism, so such



          23   as a hotline, so very common in -- in most companies



          24   that there's some level of a hotline to report on



          25   unethical or illegal behavior -- auditing and
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           1   monitoring, enforcement of disciplinary actions,



           2   monitoring the effectiveness of the compliance, some



           3   structure around board reports.  I got to seven.



           4   I'm missing one there.



           5        Q    So it's with --



           6        A    Policies and procedures.



           7        Q    So would something like that include --



           8   you mentioned auditing.  Would that be something



           9   that would be related to electronic medical records



          10   and, like, creating the audit trail type of thing?



          11        A    No.  This is more along auditing bills



          12   that might be submitted to make sure that they



          13   comply with Medicare rules and that you're not



          14   getting overpaid by the government.



          15        Q    Or you're not double billing the



          16   government, things like that?



          17        A    Yeah, double billing, incorrect billing,



          18   those kinds of things.



          19        Q    Okay.  (Handing.)  We can go on to Exhibit



          20   2, which is the October 20, 2008 public health



          21   notification.  Now, Ms. Cardiello, have you -- are



          22   you aware that in 2008 the FDA issued this public



          23   health notification regarding pelvic mesh products?



          24        A    I am aware now, yes.



          25        Q    Were you aware in 2008?
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           1        A    No.



           2        Q    Okay.  Were you in risk management in



           3   2008?



           4        A    Yes, I was.



           5        Q    Okay.  So Stamford Hospital had and has a



           6   system to monitor FDA communications; is that



           7   correct?



           8        A    We've had one in place since it went live,



           9   January 21st, 2009.



          10        Q    And what was that system?



          11        A    It's called RASMAS, R-A-S-M-A-S.



          12        Q    And that was a system whereby you



          13   received, electronically, communications from the



          14   FDA?



          15        A    Yes.



          16        Q    Okay.  Was it all communications, or



          17   communications specific to Stamford Hospital, or



          18   what you're doing here?



          19        A    What -- how it works is, it -- it gets



          20   notices, public health notifications, product recall



          21   notifications, FDA.  There may be other



          22   organizations.  And they, essentially, include this



          23   in your database, so that it would be all



          24   unduplicated alerts that would be appropriate,



          25   generally, for a general hospital.  So there may be
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           1   certain products or things that we don't do here



           2   that, you know, another organization might, but --



           3        Q    Thank you.  That was my next question.



           4        A    Yeah.



           5        Q    So you don't get specific -- you don't get



           6   reports only regarding the, let's say, medical



           7   devices that you implanted, you get all of them



           8   related to medical devices?



           9        A    Yes.



          10        Q    Okay.



          11        A    There's a number of categories, you know,



          12   that we would get.



          13        Q    Right.



          14        A    But, yeah, surgical devices would be -- or



          15   surgical implants would be one of them.



          16        Q    Okay.  So what happens to that information



          17   when it comes through RASMAS?  And RASMAS is still



          18   in place today?



          19        A    Yes.



          20        Q    Okay.  So what happens?



          21        A    What happens is, the alerts and the



          22   different -- so RASMUS, essentially, acts, again, as



          23   a very large, I guess, web database that takes all



          24   of these alerts, and then, within each organization



          25   that subscribes to it, you have domain coordinators.
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           1   I think -- I don't know all of them, but, what I



           2   recall, they're domains.  And so there's a pharmacy



           3   domain, there's a food domain, there's a surgical



           4   product domain.  And so, within the system, you



           5   identify who's responsible in the organization for



           6   those types of reports.  So the pharmacy is getting



           7   pharmacy recalls, let's say.  And the food and



           8   nutrition department is getting recalls on, you



           9   know, this formula or enteral feeding product.  We



          10   need to pull it off the shelf.  So they come in.



          11   The domain coordinators review them, document the



          12   follow-up action, or verify we do or don't have it.



          13   So that's the other thing is we may not have all of



          14   the products that we get alerts or notifications on.



          15   So they'll verify.  Do we have the product?  Did we



          16   ever have the product?  If it requires some type of



          17   follow up, document the follow-up.  And that's



          18   what's done at the domain coordinators.  And then



          19   there's a higher level of account manager currently



          20   that resides in materials management.  Up until late



          21   last year, or January sometime '14, it was in risk



          22   management, that responsibility.



          23        Q    Prior to 2014 it was in risk management?



          24        A    Yeah.  So from 2009, when we implemented



          25   it, until January of last year, the domain
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           1   coordinators were always -- generally managers in



           2   the organization that oversaw products in their



           3   area.  And then there is some level of account



           4   manager who can develop -- can create reports, and



           5   how many are outstanding, to make sure that they're



           6   monitored for completion and close out.



           7        Q    And that was previously risk management,



           8   and now it's materials management?



           9        A    Now it's materials, since January 2014.



          10        Q    Okay.



          11        A    So we had a change in personnel, and at



          12   that point we put this -- we put the function into



          13   materials management.



          14        Q    Okay.  So, just so I understand, so the



          15   RASMAS system, the appropriate reports almost get



          16   diverted to each department?



          17        A    Yes.



          18        Q    They don't come to the central location,



          19   but they're --



          20        A    Right.



          21        Q    Okay.



          22        A    So they'll come into the Stamford



          23   Hospital, you know, web location, and then, based on



          24   their domain, which I believe is assigned by



          25   RASMAS -- it's X, Y, Z drug, that's the
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           1   pharmaceutical domain -- it gets sent



           2   electronically.  So all this is done electronically.



           3        Q    Okay.  So who gets the -- well, do you



           4   know what category the pelvic mesh products would



           5   come under?



           6        A    I don't know the exact name of it.  But I



           7   believe there's one around surgical, you know,



           8   patient products, you know, things that we use



           9   during surgery on patients.



          10        Q    Okay.  So who would get that report from



          11   the FDA?



          12        A    Currently, I don't know.



          13        Q    Okay.



          14        A    I don't know who within surgery would.  I



          15   can find that out for you, but I don't know --



          16        Q    But it would be the surgical department?



          17        A    Yeah.  Somebody in surgical materials



          18   management.



          19        Q    Okay.



          20        A    You know, someone -- so we have a general



          21   materials management department.



          22        Q    Okay.  So is surgical materials management



          23   part of surgery or part of materials management?



          24        A    I believe it's part of surgery because of



          25   the volume and the uniqueness of the products used.
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           1   But I'm sure it's some -- they have some interaction



           2   with and reporting to materials management.



           3        Q    Okay.



           4        A    But general -- my understanding is it



           5   reports to the surgical leadership.



           6        Q    Okay.  So I think -- if I understand what



           7   you're saying is, let's say most of the materials --



           8   issues would come under materials management, but



           9   because surgical materials are so broad they have



          10   their own kind of --



          11        A    Well, they're very unique.  I wouldn't say



          12   they're broad.  You know, the equipment and tools,



          13   and, you know, items that are needed for surgery are



          14   specific.  There's a specific set of knowledge



          15   versus ordering boxes of IV fluid and linens that



          16   are very -- more generic.  So there's, I think, a



          17   unique knowledge that's required to ensure -- if



          18   you're talking about surgical products and



          19   devices -- that is required that we would not



          20   have -- most hospitals wouldn't have within a



          21   materials management buyer.



          22        Q    Okay.  So prior to January 1, 2009, how



          23   did Stamford Hospital receive these notifications?



          24        A    From the FDA?



          25        Q    Yes.
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           1        A    Well, it could be hard mail.  It could be



           2   dropped off sometimes by a vendor, supplier.



           3        Q    Did anyone monitor the FDA for these types



           4   of notifications?



           5        A    Not in my department.  I don't know if



           6   anybody else did it in any other departments.  I



           7   don't think so.



           8        Q    So do you know if Stamford Hospital, in



           9   fact, received this October 20, 2008 notification?



          10             MR. STOCKMAN:  Well, objection.



          11             To the extent you've learned this from



          12        counsel --



          13   BY MS. FUSCO:



          14        Q    Other than -- other than due to this



          15   litigation --



          16             MR. STOCKMAN:  Right.



          17   BY MS. FUSCO:



          18        Q    -- on its own, did you get it in the mail?



          19   Did you get a fax?  Do you know -- did somebody



          20   email it to somebody?



          21        A    The only information I have about these



          22   notices is I've learned through counsel through the



          23   litigation process.



          24        Q    So, if someone testified that they



          25   received the notification and passed it on to risk
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           1   management, would there be a way to verify that?



           2        A    We have files -- you know, we have files



           3   paper files.  At that point that would be the only



           4   way to see if it was received.  Generally we would



           5   date stamp it and keep a paper copy of it.



           6        Q    Okay.



           7        A    And anything that was done with it, as



           8   well, any background information, or what was done



           9   as a result of it.



          10        Q    If that was sent via email, would there be



          11   a way to track that?



          12        A    From 2008?



          13        Q    Whenever it was sent, some point after



          14   October 20 of 2008?



          15        A    Generally our email would not be archived



          16   that long.  So, unless someone had an email and



          17   printed it out, again, and kept it in a paper



          18   format, that would be the only way.



          19        Q    And the paper would not have been scanned



          20   into the computer at all?



          21        A    No.



          22        Q    Okay.  If, in fact, this was sent to risk



          23   management, this report, sometime soon after



          24   October 20, 2008, what would risk management have



          25   done with it?
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           1             MR. STOCKMAN:  Objection.



           2             To the extent you know.



           3             THE WITNESS:  To the extent I know what we



           4        would have done with it or --



           5             MR. STOCKMAN:  Yeah.



           6             THE WITNESS:  Is this about this -- this



           7        specific one, or in general?



           8   BY MS. FUSCO:



           9        Q    This specific notification.  Because I'll



          10   represent to you that it was testified by a witness



          11   that this was sent to risk management.  So, if it



          12   was sent, if that was accurate, what would risk



          13   management have done with it?



          14        A    We would have worked with the clinical



          15   experts in this area.



          16        Q    Okay.



          17        A    Urogynecology surgery, the chair of the



          18   department, and asked for their recommendations as



          19   to what needs to be done.



          20        Q    Okay.  Would there be any documentation



          21   related to these communications?



          22        A    Yes.  That's what I said.  If we did



          23   receive it, and anything was done, you know, it was



          24   received, maybe who it went to, and what was done,



          25   or a decision, that paper trail would be kept with
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           1   the notice in our department.



           2        Q    All right.  And that's something you could



           3   look for?



           4        A    Yes.



           5        Q    Okay.  Would that be terribly difficult



           6   for you to do?



           7             MR. STOCKMAN:  To look for it?



           8             MS. FUSCO:  Yes.



           9             MR. STOCKMAN:  You can answer that.



          10             THE WITNESS:  We don't have a record of



          11        it, I can tell you that.



          12             MS. FUSCO:  So --



          13             THE WITNESS:  We've already looked.



          14             MR. STOCKMAN:  We've already looked for



          15        it.



          16   BY MS. FUSCO:



          17        Q    Oh.  You've already looked for it?



          18        A    Yeah.



          19        Q    So you know for a fact that you did not



          20   receive this 2008 FDA notification?



          21             MR. STOCKMAN:  Well, objection.  That's



          22        not what she said.



          23   BY MS. FUSCO:



          24        Q    Well, let me say -- why don't you explain



          25   to me what you mean by you don't have a record of
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           1   it.



           2        A    All I can say is, we don't have a record



           3   of it.  I understand that a witness testified that



           4   it was sent to us.  All I'm saying is, we do not



           5   have a record of anything being sent to us.



           6        Q    By anyone, and particularly by this



           7   particular witness?



           8        A    By anyone in the organization.  We don't



           9   have a copy of this notice.  Routinely our policy



          10   was -- our practice was, if we got something like



          11   this, we'd have a date stamp on it --



          12        Q    Okay.



          13        A    -- risk management, and the date.  And



          14   anything that was done in response to it would be



          15   clipped to it.  And we would file it in an annual



          16   folder, 2009 alerts, 2010 alerts, 2011.  We have not



          17   received this.



          18        Q    If you --



          19        A    We don't have a copy of it.



          20        Q    Okay.  But let's suppose you had.  Would



          21   one of the things you would have done is talk -- you



          22   said, I think, you'd talk to the chair of that



          23   department, and then you'd work with the people in



          24   that department?



          25        A    Yes.
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           1        Q    And it would be the responsibility of the



           2   chair and the people in that department to address



           3   the issues and the concerns in this public health



           4   notification?



           5        A    I don't know if it would be their



           6   responsibility to address it, but, certainly, they



           7   would be part, and certainly they would be -- as the



           8   clinical experts, we would rely on them to help



           9   address it across the organization.  So, depending



          10   on what had to be done -- they may not be



          11   responsible for all those follow-up activities, but



          12   we would certainly seek their guidance on what



          13   needed to be done.



          14        Q    When did Stamford Hospital first become



          15   aware of all these complaints with these pelvic mesh



          16   products?



          17             MR. DRURY:  Objection.



          18             MS. KELSON:  Objection.



          19             MR. STOCKMAN:  Objection.



          20             Do you mean actual legal complaints?



          21   BY MS. FUSCO:



          22        Q    Well, since you didn't get this 2008



          23   notification, when were you first notified?



          24             MR. STOCKMAN:  Well, you're asking risk



          25        management, because we've had -- you're asking
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           1        when risk management became aware of it?



           2        Because -- I don't want to say too much, but --



           3             MS. FUSCO:  Well, either way.  Because



           4        maybe risk management became aware yesterday



           5        that somebody else knew five years ago, so --



           6             MR. STOCKMAN:  Well, she -- okay.  Well, I



           7        think -- I think she can answer about risk



           8        management.  I think she can answer about risk



           9        management.



          10             MS. FUSCO:  I think she can answer about



          11        if she knows about Stamford Hospital.



          12             MR. STOCKMAN:  Okay.  I mean, part of the



          13        problem is, it's communications with counsel.



          14             MS. FUSCO:  So are you saying that, once



          15        Stamford Hospital became aware of these adverse



          16        events or problems with pelvic mesh, that's



          17        privileged?



          18             MR. STOCKMAN:  No.  She only knows it



          19        because of her role in risk management -- her



          20        role as a litigation conduit.



          21             MS. FUSCO:  I know.  But that's a fact.



          22        So --



          23             MR. STOCKMAN:  Well, I'll let her answer



          24        the question, and then we'll see where it goes



          25        from there.
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           1             MS. FUSCO:  Okay.



           2             MR. STOCKMAN:  Okay.



           3             THE WITNESS:  So the question is:  When



           4        did risk management become aware?



           5   BY MS. FUSCO:



           6        Q    First with Stamford Hospital, because



           7   there could be two different issues here.



           8             MR. STOCKMAN:  So anybody at Stamford --



           9        when did anybody at Stamford Hospital become



          10        aware --



          11             MS. FUSCO:  If you know.



          12             MR. STOCKMAN:  -- to your understanding,



          13        as you sit here today?



          14             MR. DRURY:  Become aware of what?



          15   BY MS. FUSCO:



          16        Q    Become aware of the problems with the



          17   pelvic mesh products --



          18             MR. DRURY:  Objection to the form.



          19             MR. STOCKMAN:  Objection.



          20             But you can answer.



          21   BY MS. FUSCO:



          22        Q    -- as documented in the FDA notifications?



          23        A    I first became aware of this when we were



          24   served notice with a lawsuit.



          25        Q    So, when you were served notice, did you
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           1   go and talk to anybody, other than counsel?



           2        A    No.



           3        Q    So you didn't go to talk to the chair of



           4   the department, and say, hey, were you aware that



           5   these problems were going on in your department?



           6        A    No.



           7             MR. DRURY:  Objection.



           8   BY MS. FUSCO:



           9        Q    And did you speak to the physicians who



          10   were implanting these pelvic mesh products and ask



          11   them if they were aware of any problems?



          12             MS. KELSON:  Objection.



          13             MR. DRURY:  Objection.



          14             MR. STOCKMAN:  Objection.



          15             MS. FUSCO:  Physicians.



          16             MR. STOCKMAN:  I understand.



          17             First answer the question yes or no.



          18             THE WITNESS:  No.



          19             MR. STOCKMAN:  Okay.



          20             MS. FUSCO:  Okay.  That solves that.



          21             MR. STOCKMAN:  Right, that solves that.



          22   BY MS. FUSCO:



          23        Q    Okay.  So that takes us to the next



          24   exhibit, Exhibit 3.  (Handing.)  So Exhibit 3,



          25   Ms. Cardiello, is a report, an FDA safety
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           1   communication issued on July 13th, 2011, and it's



           2   updates on serious complications associated with



           3   transvaginal placement of surgical mesh for pelvic



           4   organ prolapse.  And I'll represent to you that this



           5   is a document that's an update to the Exhibit 2, the



           6   2008 public health notification.  Now, it's my



           7   understanding that this type of communication would



           8   have come through RASMAS?



           9        A    I guess it would have.  I don't know.  I'd



          10   have to verify that.



          11        Q    Okay.  Who would you ask to verify that?



          12        A    We can look in the system to see.



          13        Q    Okay.  So you can look in the system



          14   yourself?



          15        A    No.  Not me personally, no.



          16        Q    Would IT have to do that?



          17        A    No.  Someone in my department could.



          18        Q    So you could just ask somebody, simply,



          19   "Hey, go see if we got this report?"



          20        A    Yes.



          21        Q    Okay.  So, if you had gotten this report,



          22   what would you have done with it, your department?



          23        A    Essentially, the same as I previously



          24   testified, which is work with the clinical experts,



          25   chair, division directors, physicians, and to get

�

                                                                          80







           1   their recommendations on how to respond to this.



           2        Q    And I think part of what you said earlier



           3   was that the mesh would come under possibly a



           4   surgical device.  So is it possible this



           5   notification went to a different department and



           6   didn't come to risk management?



           7             MR. STOCKMAN:  Objection.



           8             You can answer.



           9             THE WITNESS:  It's possible.



          10   BY MS. FUSCO:



          11        Q    It's possible.  If that happened, would



          12   that department be responsible for notifying risk



          13   management of this notification?



          14        A    I don't know the functionality of the



          15   system well enough to know how that would work.  So



          16   I don't know.



          17        Q    Okay.  So, I guess what I'm trying to get



          18   at, if this came to somebody at Stamford Hospital,



          19   what would they do with it?



          20        A    Generally, either -- if it's -- we often



          21   get recalls where we have to literally pull



          22   something off a shelf.  So this is -- I'm not sure



          23   if this is a recall or not.



          24        Q    This is not a recall.  I'll represent



          25   that.
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           1        A    Right.  Okay.  So it's a safety



           2   communication.  So then, generally speaking -- I



           3   don't know what happened -- whatever -- if anything,



           4   or not, happened with this document.  Generally the



           5   domain coordinator would be responsible for



           6   following up on it.  If they were unsure of what to



           7   do with it, they can certainly come to risk



           8   management or to their supervisory chain of command.



           9        Q    Okay.  And you're not sure who the demain



          10   coordinator would be?



          11        A    Don't know, no.



          12        Q    Is that something that you could find



          13   out --



          14        A    Yes.



          15        Q    -- by asking somebody?



          16        A    Yes.  Not by asking somebody.  I can look



          17   in the system to see where this fell under.



          18        Q    You can look in the system.  Okay.



          19                  And you just talked about recalls.



          20   That was kind of my next question.  If you got a



          21   recall, whatever department -- whatever domain



          22   person -- I forget the term -- would they be



          23   responsible for pulling the product off the shelves,



          24   or would it come through your department?



          25        A    They would be responsible.
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           1        Q    Okay.



           2        A    The "domain coordinator" is what it's



           3   called.



           4        Q    Okay.



           5        A    Yeah, would be responsible for seeing if



           6   it's in our inventory, removing it if it is in our



           7   inventory.



           8        Q    Okay.



           9        A    And sometimes the products need to be



          10   returned to the company.  They have to track -- so



          11   they may recall certain lot numbers, and they need



          12   to make sure they've gotten all their, you know,



          13   specific products back.  So there's usually a



          14   recording of it, and generally returned to the



          15   company that's recalled the product.



          16        Q    Is risk management made aware of -- if



          17   there's been a recall in a particular domain, and



          18   they pull the products off the shelves, and send



          19   them back, do they then notify you --



          20        A    No.



          21        Q    -- that this has occurred?



          22        A    No.



          23        Q    Okay.  How would Stamford Hospital handle



          24   a product that has not been recalled but is just no



          25   longer being sold by the company?
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           1             MR. STOCKMAN:  Objection.



           2             You can answer.



           3             THE WITNESS:  I don't know.



           4   BY MS. FUSCO:



           5        Q    So if materials management or the



           6   purchasing person went to order a product and it was



           7   pulled off the market, or not available, shall I



           8   say, would that be noted anywhere?



           9        A    I don't know.



          10        Q    So, if there were a certain number of



          11   products currently on the shelves at Stamford



          12   Hospital, and Stamford Hospital became aware that



          13   the product was no longer being sold by the company,



          14   what -- would Stamford Hospital do anything with



          15   those?  Would they leave them there?  Would they



          16   send them back to the company?  Would it be looked



          17   at in any way?  Or would they just be used when



          18   necessary --



          19             MR. DRURY:  Objection.



          20             MR. STOCKMAN:  Objection.



          21   BY MS. FUSCO:



          22        Q    -- or requested?



          23             MR. STOCKMAN:  Objection.



          24             You can answer.



          25             THE WITNESS:  I don't know.
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           1   BY MS. FUSCO:



           2        Q    Do you know who would know?



           3        A    I would assume materials management, or --



           4   or whatever -- I think it's two or three departments



           5   I can think of specifically.  Probably nutrition,



           6   pharmacy, and surgery.  It may not be materials



           7   management.  It may be those persons responsible for



           8   materials acquisition in those departments would



           9   be -- would know that.



          10        Q    So, that person would be responsible for



          11   going through the shelves and having awareness of



          12   what products are there, obviously, still being sold



          13   by the company, expiration dates are still valid,



          14   nothing has expired?  That material management



          15   person would be responsible for that kind of



          16   oversight of the products?



          17        A    I don't know.  I'm not familiar with their



          18   processes or --



          19        Q    Okay.



          20        A    You asked me who would manage that.  And



          21   what I said was, my assumption is it would be



          22   someone in materials management, or someone in a



          23   materials management role in a particular



          24   department.  How they -- how they do their job, I



          25   don't know.
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           1        Q    Okay.  So risk management has no



           2   involvement or awareness of what products are on the



           3   shelves, and may be subject to recall, or may have



           4   expired, or those kind of details?  Is that part of



           5   risk management?



           6             MR. DRURY:  Objection.



           7             MR. STOCKMAN:  Well, objection, because



           8        it's compound.  Expired and recalled are two



           9        different things, I think.



          10   BY MS. FUSCO:



          11        Q    I'm looking for a general understanding



          12   that that's not what you do.



          13             MR. STOCKMAN:  Okay.  Well, just



          14        objection.



          15             If you can parse it out, you can parse



          16        out.



          17             THE WITNESS:  That's not what we do.



          18   BY MS. FUSCO:



          19        Q    That's not what you do?  That's beyond



          20   risk management?



          21        A    Yeah.  That's --



          22        Q    Right.  It's --



          23        A    It's somebody functionally within those



          24   departments, their responsibility.



          25        Q    They're responsible to keep track of
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           1   what's on the shelves?



           2        A    Yeah.



           3        Q    And if it's pulled, if it's recalled,



           4   they've got to pull it?



           5        A    That's right.



           6        Q    Okay.  So whether or not it's still being



           7   sold on the market is not something that you would



           8   have any knowledge of regarding those products if



           9   they're on the shelves?



          10        A    Correct.  I don't have knowledge.



          11        Q    So I take it risk management does not get



          12   notified when products are no longer being sold by a



          13   company that you were previously -- were here on the



          14   shelves of Stamford Hospital?



          15        A    No, we do not.



          16        Q    So risk management was not made aware that



          17   products such as the Prolift or the Prolift Plus M



          18   by Johnson & Johnson were no lodger being sold by



          19   Johnson & Johnson?



          20        A    Are you asking me if I'm aware of that, or



          21   are you asking me was I --



          22             MR. STOCKMAN:  Was it noticed?  Did it



          23        have notice at the time?



          24             MS. FUSCO:  Yeah.



          25             MR. STOCKMAN:  Okay.  Did you have notice

�

                                                                          87







           1        at the time?



           2             THE WITNESS:  No.



           3             MR. STOCKMAN:  No.



           4   BY MS. FUSCO:



           5        Q    Okay.  Sometime after that you became



           6   aware?



           7             MR. STOCKMAN:  Well, there -- we are



           8        talking about info transmitted in the lawsuit.



           9             MS. FUSCO:  Right.  Well, that was not



          10        until 2012 though.



          11             MR. STOCKMAN:  Did you become aware, in



          12        your independent role as a risk manager, any



          13        time between 2011 and 2012 that they stopped



          14        selling it?



          15             THE WITNESS:  No.



          16             MR. STOCKMAN:  Okay.



          17             MS. FUSCO:  Thank you.



          18             MR. STOCKMAN:  You're welcome.



          19             MS. FUSCO:  It's getting close to lunch.



          20             MR. STOCKMAN:  Hunger generates



          21        efficiency.



          22             MS. FUSCO:  I think I'm wrapping up here.



          23        Okay.  One sec here.



          24   BY MS. FUSCO:



          25        Q    Just a little housekeeping.  Going back to
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           1   the beginning.  Your testimony here -- as a



           2   corporate representative, your testimony is binding



           3   on Stamford Hospital; you're aware of that?



           4        A    Yes.



           5        Q    Okay.  And did you do any independent



           6   investigation into the topics that you are to be



           7   deposed on here today?



           8        A    No.



           9        Q    Okay.  Other than speaking with counsel?



          10        A    Correct.



          11        Q    You didn't speak with anybody else?



          12        A    No.



          13        Q    You didn't look at any other records?



          14        A    No.



          15             MS. FUSCO:  Okay.  I think I'm done.



          16             But there's just one issue.  I just wanted



          17        to put on the record, Eric, that the documents



          18        that we received Friday, it was like almost



          19        4,000 pages, it was kind of incomprehensible.



          20        I just want to reserve -- if there's anything



          21        related to risk management, you know, I'm going



          22        to reserve the right, you know, to continue



          23        this because --



          24             MR. STOCKMAN:  Yeah.  That's fine, to the



          25        extent that you've got questions related to the
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           1        specific documents.  There's 60,000 more



           2        coming, or 70,000 more coming, something like



           3        that, given the scope of the request.



           4             MS. FUSCO:  Yeah.



           5             MR. STOCKMAN:  So -- and, frankly, you



           6        know, based on what I've seen, there may need



           7        to be some follow-up, not necessarily with



           8        Ruth, but probably with another hospital



           9        witness.



          10             MS. FUSCO:  Okay.



          11             MR. STOCKMAN:  So, you know, I understand



          12        it's a bit of a fluid process.



          13             MS. FUSCO:  Yes.  Are they coming in



          14        native format?  And I was a little confused --



          15             MR. STOCKMAN:  Well, I don't know what you



          16        mean by "native format."  They're coming in by



          17        PDF on a disk.  And I think that that's



          18        appropriate production under the practice book.



          19             MS. FUSCO:  Except that the PDF was, you



          20        know, 3,697 pages of what appeared to be



          21        spreadsheets converted to PDF, and it's



          22        incomprehensible in the current format.



          23             MR. STOCKMAN:  Have you printed it?



          24        Because I --



          25             MS. FUSCO:  So I've got to print it and
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           1        match up the pages?  I mean, I know how



           2        spreadsheets print.  You know, you could have,



           3        you know, one to ten across, or one to ten up



           4        and down.  I don't know how you've converted it



           5        to a PDF.  It's incomprehensible.



           6             MR. STOCKMAN:  I would have to ask IT how



           7        they converted spreadsheets.  But, I mean, I



           8        don't think that the entire production is



           9        spreadsheets.



          10             MS. FUSCO:  From what I've looked at --



          11        and, you know, granted, it was Friday afternoon



          12        I got it -- flipping through it, it just



          13        appeared like columns.



          14             MR. STOCKMAN:  I'll talk to IT to find out



          15        what --



          16             MS. FUSCO:  If they can produce it in the



          17        spreadsheet format --



          18             MR. STOCKMAN:  Okay.



          19             MS. FUSCO:  -- that would be helpful.  It



          20        would save me time converting it.



          21             MR. STOCKMAN:  Sure.



          22             MS. FUSCO:  Okay.  And do you know when



          23        the other documents are coming?



          24             MR. STOCKMAN:  Well, Simon swears he put



          25        it in the box personally and sent it to you
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           1        with the other disk too.  So he says you got



           2        them both.  But we sent it again overnight



           3        mail, so you should have it today.



           4             MS. FUSCO:  So what do you mean by other



           5        production?  Because he mentioned some other



           6        disk.



           7             MR. STOCKMAN:  Yeah.  He said that he sent



           8        multiple disks to you.



           9             MS. FUSCO:  Okay.  I got one.  I got one



          10        from June 23rd that looked like it was a



          11        correction disk.  So it sounds to me like the



          12        first package is missing.



          13             MR. STOCKMAN:  I don't know.



          14             MS. FUSCO:  Okay.



          15             MR. STOCKMAN:  All I know is, you know,



          16        when I hear these things, I go:  What -- what's



          17        going on?



          18             And he said:  I put the disks in the



          19        package myself.  I know they got them.



          20             MS. FUSCO:  We didn't get them.



          21             MR. STOCKMAN:  Okay.



          22             MS. FUSCO:  I'm not saying he didn't send



          23        them.



          24             MR. STOCKMAN:  I know.



          25             MS. FUSCO:  But US Postal Service?
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           1             MR. STOCKMAN:  I know.  So I'm having him



           2        send them again.  So they should have been



           3        overnighted to you on Friday.



           4             MS. FUSCO:  Okay.  And are these the



           5        warehouse documents?



           6             MR. STOCKMAN:  Yeah, I think so.



           7             MS. FUSCO:  Okay.



           8             MR. STOCKMAN:  But I'll go back and talk



           9        to him again.



          10             MS. FUSCO:  Because, you know, he seemed



          11        to say that we were not getting warehouse



          12        documents.



          13             MR. STOCKMAN:  Remember the scene in



          14        "Raiders of the Last Ark" where they hide away



          15        the ark in the government warehouse?



          16             MS. FUSCO:  Yeah.



          17             MR. STOCKMAN:  That's what it -- the



          18        Stamford warehouse looks like.



          19             MS. FUSCO:  Okay.



          20             MR. STOCKMAN:  I'm not kidding you.  They



          21        went through boxes and boxes and boxes of



          22        documents trying to find anything responsive to



          23        your request.  So they've gone through as many



          24        as they can possibly go through.  They went



          25        through all of them, in fact, I think.
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           1             MS. FUSCO:  So you're not expecting us to



           2        go to the warehouse?



           3             MR. STOCKMAN:  Well, not unless you want



           4        to.



           5             MS. FUSCO:  Well, no.  We were



           6        expecting -- understood that we would be



           7        produced the documents.



           8             MR. STOCKMAN:  Yeah.



           9             MS. FUSCO:  Okay.



          10             MR. STOCKMAN:  I think that's what we're



          11        doing.  But I'm not in charge of the document



          12        production.



          13             MS. FUSCO:  That was just -- Simon seemed



          14        to be saying something different.  He kept



          15        saying, "You can come to the warehouse."



          16             MR. STOCKMAN:  Well, you're also being



          17        given a list -- I think you're being given a



          18        list of documents that you can ask for or



          19        inspect.  I don't know.  I'd have to talk to



          20        Simon about it.  So let's -- if you want to



          21        talk after Ryan's deposition, I'll get Simon,



          22        and we'll talk about it.



          23             MS. FUSCO:  Okay.  Because I want to get



          24        this -- he mentioned something about a "meet



          25        and confer."  I wanted to get that done so we
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           1        can kind of move on.



           2             MR. STOCKMAN:  Because I do think,



           3        frankly, it also comports with the practice



           4        book to allow you to inspect, you know --



           5             MS. FUSCO:  But I --



           6             MR. STOCKMAN:  But you asked for it;



           7        right?  I mean --



           8             MS. FUSCO:  Well, we asked for it to be



           9        produced, not made available in the warehouse.



          10             MR. STOCKMAN:  That's adequate production.



          11             MS. FUSCO:  So, I mean, I'd rather --



          12             MR. STOCKMAN:  It just is.  It just is.



          13        You know, there are --



          14             MS. FUSCO:  Specifically, for this



          15        situation, I don't think it's adequate.



          16             MR. STOCKMAN:  No.  In litigation -- I



          17        mean, you know, I remember going to warehouses



          18        in Indianapolis and sitting for months looking



          19        for documents.



          20             MS. FUSCO:  But I'm talking about



          21        specifically under this court order, the



          22        documents --



          23             MR. STOCKMAN:  Oh, no.  No.  The document



          24        -- it doesn't say anything about --



          25             MS. FUSCO:  Produce documents.
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           1             MR. STOCKMAN:  That's production.  That's



           2        production under any -- any court order.  In



           3        any event --



           4             MS. FUSCO:  We're not agreeing to that.



           5             MR. STOCKMAN:  Right, because -- well,



           6        never mind.  So we can clarify all of this



           7        after the deposition is over.  Are you finished



           8        for today?



           9             MS. FUSCO:  Yes, I'm finished for today.



          10             MR. STOCKMAN:  Anyone?



          11             MR. DRURY:  No questions.



          12             MR. STOCKMAN:  I have follow-up.



          13                    CROSS EXAMINATION



          14   BY MR. STOCKMAN:



          15        Q    I want you to assume that the 2008 notice



          16   was sent via email to Liz McKinley.  Does the fact



          17   that you cannot find -- that the hospital can't find



          18   any folder with the 2008 notice mean that it



          19   definitively was not sent to her?



          20        A    No.



          21        Q    All right.  Do you know whether or not



          22   there would be any clinical follow-up with regard to



          23   a update on serious complications associated with



          24   transvaginal placement of surgical mesh -- I'm



          25   sorry.  That's the wrong title.  Let me ask that
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           1   again.



           2                  Do you know whether or not there



           3   would be any kind of clinical communication between



           4   risk management and either the surgical or



           5   obstetrical department over an FDA public health



           6   notification that concluded that there were



           7   complications associated with transvaginal placement



           8   of surgical mesh that were rare?



           9        A    I don't know.



          10        Q    In any event, if the department head -- if



          11   the department chair already knew about it, would



          12   risk management necessarily have to be involved?



          13             MS. FUSCO:  Objection.



          14             THE WITNESS:  No.



          15             MR. STOCKMAN:  I have nothing further.



          16             MS. FUSCO:  Okay.  A follow-up.



          17             MR. STOCKMAN:  I knew you were going to



          18        have a follow-up.



          19                   REDIRECT EXAMINATION



          20   BY MS. FUSCO:



          21        Q    Who is Liz McKinley?



          22             MR. STOCKMAN:  Liz -- oh.  You can ask



          23        her.



          24             THE WITNESS:  Liz McKinley is the manager



          25        of regulatory -- well, was the manager of
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           1        regulatory affairs.  Currently she is a



           2        director in our nursing department for our



           3        medical surgical units.  She previously was in



           4        the department as a manager, and then a



           5        director of regulatory affairs.



           6   BY MS. FUSCO:



           7        Q    And she was manager of regulatory affairs



           8   when?



           9        A    I think she was hired in '05.  I don't --



          10   I'm -- that's my memory.  She was in the department



          11   when I started in December of 2006, and then she



          12   left for that new position, I think it was January



          13   2014.



          14        Q    So you did not know that this report was



          15   sent via email to Liz McKinley in regulatory



          16   affairs; is that correct?  I believe that's what



          17   counsel represented.



          18             MR. STOCKMAN:  Yeah.



          19             MS. FUSCO:  Right.



          20             THE WITNESS:  Yeah, I did not know.



          21   BY MS. FUSCO:



          22        Q    Okay.  Do you know what Liz McKinley would



          23   have done with this notification?



          24        A    Generally what I outlined as the process



          25   would apply here, which is, if -- if we got this
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           1   type of public health notification on this device,



           2   or any other device, we are not the clinical



           3   experts, and we would have to go to the clinical



           4   experts and ask them for their guidance regarding



           5   what should be done with this type of alert or



           6   notice.



           7        Q    And it starts with the chair of the



           8   department; is that correct?



           9        A    Yeah.  But it may not be the chair in



          10   certain areas.  It may be the division director.  If



          11   it's an orthopedic device, yes, we could start with



          12   the chair, but we may also ask the division



          13   director, because that is his or her specialty.



          14        Q    Right.  So if the division director -- if



          15   there was a division director of urogynecology who



          16   happened to be implanting pelvic mesh product, that



          17   physician would be the obvious person to go to to



          18   talk about this; is that right?



          19        A    Right, in addition to or in conjunction



          20   with the chair, yes.



          21        Q    Okay.



          22             MS. FUSCO:  That's it.



          23             MR. STOCKMAN:  Okay.  I have nothing else.



          24             MS. FUSCO:  Okay.



          25             MR. STOCKMAN:  Thank you.
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           1             MS. FUSCO:  Thank you.



           2                       (Time noted:  12:02 p.m.)



           3                          * * *
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           3                 I, RUTH CARDIELLO, have read the foregoing



           4   pages, and find the answers to the questions therein



           5   contained to be true and correct, with the exception of



           6   changes, if any, as may be noted on the Correction Page.



           7



           8



           9                                 ______________________________

               ________________________

          10   Dated                         RUTH CARDIELLO



          11



          12                 Subscribed and sworn to before me this____day



          13   of_______________, 2015.
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          21   My Commission Expires:
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           1   STATE OF CONNECTICUT  )



           2                         )  SS:  DANBURY

               COUNTY OF FAIRFIELD   )

           3          I, Deborah R. Pomponio, a Registered Merit Reporter



           4   and Notary Public within and for the State of Connecticut,



           5   do hereby certify that the within deposition of RUTH



           6   CARDIELLO was held before me on the 29th day of June, 2015.



           7          I further certify that the witness was first sworn by



           8   me to tell the truth, the whole truth and nothing but the



           9   truth, and was examined by counsel, and his testimony was



          10   recorded stenographically by me, it was reduced to



          11   typewriting under my supervision, and I hereby submit that



          12   the within contents of said deposition are true and accurate



          13   to the best of my ability.



          14          I further certify that I am not a relative of nor an



          15   attorney for any of the parties connected with the aforesaid



          16   examination, nor otherwise interested in the testimony of



          17   the witness.



          18          Dated at Danbury, Connecticut, the 1st day of July,



          19   2015.



          20



          21                               ___________________________

                                           Deborah R. Pomponio, RMR

          22                                     Notary Public
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          24   (My Commission expires January 31, 2020.)
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