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Plaintiff now has presented all the evidence that he suggested would establish the predicate 

“link” between the Composix Kugel recall and subsequent FDA investigations and audits, namely 

the testimony of Roger Darois, Dan LaFever, Christopher Paolo, and Stephen Eldridge.  7/22/2021 

Hrg. Tr., ECF No. 495, at 43:9-19, 45:2-9.  Thus, the issue of striking previously admitted 

Composix Kugel and audit evidence is ripe for determination.  See MIL Order No. 14, ECF No. 

503, at 1-2 (choosing “to evaluate this evidence at trial where the Court can better ascertain 

whether Plaintiff has established a connection between the Composix Kugel evidence and the 

instant case, and weigh Federal Rule of Evidence 403 concerns”).  A straightforward review of 

this testimony spotlights the nebulousness of any supposed link—if not an outright gap 

demonstrating a lack of such a link—between what happened with the evidence introduced thus 

far and anything that supposedly happened with the design of the Ventralight ST that allegedly led 

to an excessive risk of adhesions. 

 Mr. Darois.  The testimony from Mr. Darois touching on the Composix Kugel 
recall, FDA inspections, and related audits is entirely backwards-looking, with no 
reflections on the Ventralight ST’s development.1  See Darois Dep., Sept. 13, 
2019, at 299:16-327:5.  If anything, his testimony supports the conclusion that 
Bard’s design control procedures had changed before the Ventralight ST was 
developed.  See id., at 194:24-195:12 (“There were some changes and retraining 
individuals.”); see also id., at 198:6-9 (testifying that the design process 
improved).   
 

 Mr. LaFever.  Mr. LaFever’s testimony was also substantially rooted in the 
Composix Kugel history, as opposed to any reflections on Ventralight ST.  To 
that end, he established that the design control issues that became the subject of 
the FDA inspections and audits pertained to the timeframe between 1998 and 
2004.  LaFever Dep., Nov. 13, 2019, at 67:24-70:23.  At the time of the 
deposition, he actually had “been away from the design control for 11 years,” 
having left Davol in February 2008.  Id. at 106:7-107:3.  He certainly established 
no link to anything about Ventralight ST, let alone alleged design issues with its 
ST coating. 

 

                                                 
1  Attached hereto as Exhibits 1 through 5 are the cited excerpts from the final run reports for videos played at trial 
from the depositions of Mr. Darois, Mr. LaFever, Mr. Paolo, and Mr. Eldridge. 
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 Mr. Paolo.  Mr. Paolo refutes Plaintiff’s premise:  “We have different 
requirements and procedures now, so the reviews – there’s more levels of review 
potentially than there were prior to ‘06[.]”  Paolo Dep., Oct. 30, 2019, at 251:9-
252:4 (emphasis added); see also Paolo Dep., Dec. 19, 2019, at 601:18-602:11 
(agreeing that in late 2006, early 2007, extensive energy was applied to upgrade 
quality controls).   

 
 Mr. Eldridge.  According to Plaintiff, Mr. Eldridge’s testimony is significant for 

his acknowledgement that Bard’s “Voice of the Customer” (“VOC”) surveys of 
surgeons are important to the development of “user needs.”  Eldridge Dep., June 
29, 2021, at 55:16-57:6.  Plaintiff then offered a 2008 VOC survey, which 
included some responses suggesting a preference for a barrier that “lasted longer” 
than 14 to 30 days.  P1.0467.58; see also Pl.’s Proffer, ECF No. 486, at 14.  But, 
even if this did suggest a design issue with Ventralight ST, it does not link to 
anything about Composix Kugel or the audits and inspections.  Any criticism of 
the design or warnings for a medical device could be attributed to an issue with 
the “design inputs” or “user needs.”  That does provide a link. 

While this testimony establishes no link, Plaintiff may point to an August 15, 2007, memo 

by Roger Darois in which, on reflection of various design control corrective actions undertaken 

already, he wrote:  “All specifications must be derived from defined and documented user needs.  

None of the older products have user needs identified.”  P1.1042.2.  But Sepramesh IP and 

Ventralight ST were not existing Bard products then.  Moreover, in 2007, Bard implemented a 

research and development procedure, RD-4.54, that required the creation of a Design Input 

Summary report to “document[] the sources and methods used to identify user needs required to 

create the Product Performance Specifications.”  D1.2202.  And the Ventralight ST design history 

file, which contains documents created in 2009 and 2010, does identify user needs:  “Product must 

minimize tissue attachment.”  Product Performance Specification, Rev. 6, P1.1112-06.6.  Whether 

Bard adequately addressed this user need is an issue that can be, and should be, decided on the 

Ventralight ST record. 

In the absence of the “link” sought by the Court, the evidence at issue should be deemed 

inadmissible, and the jury should be ordered to disregard all such evidence admitted thus far. 
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ROGER DAROIS 091319
COMBINED FINAL PLAYED

ID:RD1_v13

Designation Run Report

__________________________________________________________________

Darois, Roger 09-13-2019
__________________________________________________________________

PLF AFFIRMATIVE  02:50:12____________________________________________________________________
DEF COUNTER  00:48:01____________________________________________________________________

PLF COUNTER-COUNTER  00:19:58_________________________________________________________________________________________________________________________________________
Total Time  03:58:11
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Page/Line Source ID

192:5 Kugel was over.  It was relaunched in April,
192:6 May, and June of 2006.
192:7   Q. Well, there were findings that went
192:8 beyond just Composix Kugel.  They looked at
192:9 your whole design-control process, right?
192:10   A. Yes.

194:24 - 195:4 Darois, Roger 09-13-2019 (00:00:11) RD1_v13.170

194:24   Q. Because what happened was the design
195:1 control process at Bard changed -- Bard Davol
195:2 changed as a result of the FDA findings, which
195:3 then resulted in recommendations from
195:4 Quintiles, right?

195:10 - 195:12 Darois, Roger 09-13-2019 (00:00:03) RD1_v13.171

195:10   A. There were some changes done in
195:11 procedures and retraining of individuals.
195:12 BY MR. O'BRIEN:

195:13 - 195:20 Darois, Roger 09-13-2019 (00:00:33) RD1_v13.172

195:13   Q. At any point in time, did -- after the
195:14 changes to design control procedures occurred
195:15 as a result of these FDA -- FDA findings and
195:16 then the audit, did Bard ever -- for those
195:17 products, which had been designed before 2007,
195:18 did Bard ever recommence the design of those
195:19 products so those products went through the
195:20 correct design process?

195:24 - 196:3 Darois, Roger 09-13-2019 (00:00:08) RD1_v13.173

195:24   A. We did it with every product that we
196:1 were marketing at the time, yes, and we found
196:2 no other specification deficiencies in any
196:3 other products.

196:6 - 196:8 Darois, Roger 09-13-2019 (00:00:05) RD1_v13.174

196:6  Did you put them through
196:7 the design history file process -- the product
196:8 development process again?

196:11 - 196:19 Darois, Roger 09-13-2019 (00:00:21) RD1_v13.175

196:11   A. That's not possible to do.  You go
196:12 in -- you audit your documents and you look at
196:13 the deficiencies that were found in the audit,
196:14 specifically how specifications are derived.
196:15 And we went through the product performance

Page 54/175
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196:16 specifications for every product that we
196:17 manufactured and found no other deficiencies,
196:18 and that was the end of the program.  And we
196:19 communicated all that to the FDA.

196:21 - 197:9 Darois, Roger 09-13-2019 (00:00:25) RD1_v13.176

196:21   Q. So the "we" who looked at it was
196:22 Davol, not an outside group?
196:23   A. I was the team leader for that
196:24 activity.
197:1   Q. So it wasn't an outside agency who
197:2 came in and said, yes, Davol is correct.  They
197:3 had looked at all these things, and now they
197:4 say they've got it all right.
197:5 There was no outside verification of
197:6 that other than to say, what did you do as
197:7 part of this CAPA for this particular finding,
197:8 and they said, okay, they've done the CAPA,
197:9 right?

197:12 - 198:5 Darois, Roger 09-13-2019 (00:00:33) RD1_v13.177

197:12   A. The corporate quality group and
197:13 regulatory group was involved in all this.
197:14 BY MR. O'BRIEN:
197:15   Q. Right.  But that's -- the corporation
197:16 you're talking about is Bard Davol, not
197:17 Quintiles or not some federal agency such as
197:18 the FDA, right?
197:19   A. No.  Quintiles was also involved.
197:20   Q. But did they actually do the
197:21 specification audit or did they look at what
197:22 your work product was, that is, your
197:23 generation of information was, with regard to
197:24 that work product?
198:1   A. They were involved in the methodology
198:2 and approved the review process that we were
198:3 going through.  What specific documents they
198:4 might have reviewed twelve years ago, I just
198:5 don't recall.

198:6 - 198:11 Darois, Roger 09-13-2019 (00:00:07) RD1_v13.178

198:6   Q. Do you think the design process
198:7 improved?
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198:8   A. Yes.
198:9   Q. Do you think it was necessary to
198:10 improve that design process?
198:11   A. We go through audits every year.

198:17 - 199:4 Darois, Roger 09-13-2019 (00:00:17) RD1_v13.179

198:17   A. So we go through audits every year.
198:18 We -- we do self-audits.  We have corporate
198:19 audits, and we actually hire outside auditors
198:20 to audit our systems.  And every time there's
198:21 an audit, there's always a finding and there's
198:22 always an improvement.  Its part of the
198:23 process.
198:24 BY MR. O'BRIEN:
199:1   Q. Well, that's fine.
199:2   A. The guidelines change all the time, so
199:3 we're always changing and upgrading
199:4 procedures.

204:17 - 205:2 Darois, Roger 09-13-2019 (00:00:32) RD1_v13.180

204:17   Q. So we were talking about what was
204:18 going on in 2007 with regard to the
204:19 activities, with regard to the FDA findings
204:20 and the Quintiles audit findings, the due
204:21 diligence with regard to the Genzyme Sepramesh
204:22 license acquisition, and now this
204:23 interruption -- or excuse me, the Shakespeare
204:24 communication to you, that it found out about
205:1 the MSDS, the 2004 Phillips MSDS, right?
205:2 That's where 2007 was, right?

205:5 - 205:10 Darois, Roger 09-13-2019 (00:00:12) RD1_v13.181

205:5   A. Yes.
205:6 BY MR. O'BRIEN:
205:7   Q. All right.  Now, let's go back to
205:8 1.0202, which is the document we were talking
205:9 about some moments ago, the 2007 goal summary.
205:10 And go to .3 of that document.

205:13 - 206:4 Darois, Roger 09-13-2019 (00:00:30) RD1_v13.182

205:13 BY MR. O'BRIEN:
205:14   Q. And there you're talking about the
205:15 Genzyme diligence activity.  You're talking
205:16 about the due diligence, right?
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290:15 for 90 percent of the other Davol products for
290:16 hernia mesh at that time.

291:14 - 291:18 Darois, Roger 09-13-2019 (00:00:05) RD1_v13.270

291:14   Q. Okay.  Now, did the Shakespeare supply
291:15 continue?
291:16   A. No.
291:17   Q. After 2007?
291:18   A. It did not.

293:11 - 293:16 Darois, Roger 09-13-2019 (00:00:15) RD1_v13.271

293:11   Q. So in late 2007, Shakespeare
293:12 ultimately cut off the supply of the
293:13 monofilament to Secant because it knew that
293:14 Secant was going to use it for medical --
293:15 knitting medical meshes, right?
293:16   A. Essentially, yes.

293:23 - 294:4 Darois, Roger 09-13-2019 (00:00:17) RD1_v13.272

293:23   Q. So now, we talked about Shakespeare
293:24 and the issues there.
294:1 The information that Davol was
294:2 purchasing monofilament from Red Oaks was
294:3 being kept secret from Secant as well?
294:4   A. Oh, yes, very definitely.

299:16 - 300:4 Darois, Roger 09-13-2019 (00:00:23) RD1_v13.273

299:16   Q. All right.  Let's go back now to 2006
299:17 with regard to that, February 2006 --
299:18 actually, January to February 2006, FDA
299:19 inspection of Cranston, the Rhode Island
299:20 facility.
299:21 You recall that, don't you?
299:22   A. I do.
299:23   Q. Let me hand you what we're marking as
299:24 Exhibit 1.0581.
300:1
300:2 (Exhibit No. 1.0581 marked for
300:3 identification.)
300:4

300:5 - 300:19 Darois, Roger 09-13-2019 (00:00:47) RD1_v13.274

300:5 BY MR. O'BRIEN:
300:6   Q. And do you see there that there is a
300:7 series of observations throughout the
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300:8 attachment, and then Bard or Davol's response
300:9 to the FDA's observations and findings,
300:10 right?
300:11   A. Yes.
300:12   Q. Now, was this on the heels of the
300:13 Composix Kugel recall?
300:14   A. The first recall of the two extra
300:15 large sizes and, I believe, the midline patch
300:16 was on or about the first of January of 2006.
300:17 So I think that recall probably triggered this
300:18 inspection, but I wasn't involved in the
300:19 communications with the FDA.

301:13 - 301:13 Darois, Roger 09-13-2019 (00:00:02) RD1_v13.275

301:13   Q. Okay.  Observation 5, and there you 1_581.12.1

301:14 - 302:8 Darois, Roger 09-13-2019 (00:00:52) RD1_v13.276

301:14 see at the top, talking about MDR reports. 1_581.12.2

301:15 Do you see that?
301:16   A. Yes.
301:17   Q. And tell our jury, please, what an MDR
301:18 report is?
301:19   A. It's a medical device report.  I
301:20 believe "R" stands for report.  I'm not quite
301:21 sure.
301:22 But any time a serious injury is
301:23 reported to a manufacturer from a customer,
301:24 patient, surgeon, the company has a
302:1 responsibility of A) investigating it to try
302:2 to come up with some conclusion on whether it
302:3 was a lot problem or any other root cause that
302:4 could be identified and, secondarily, to
302:5 report those MDRs to the FDA.
302:6 And that's -- ultimately winds up in
302:7 the FDA's MAUDE database, which, I think, is
302:8 material and use database, something or other.

303:10 - 303:14 Darois, Roger 09-13-2019 (00:00:13) RD1_v13.277

303:10 The FDA's findings and observations clear

303:11 included issues pertinent to design control,
303:12 issues pertinent to post-marketing
303:13 surveillance, and issues pertinent to
303:14 manufacturing, quality assurance, right?
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303:15 - 303:20 Darois, Roger 09-13-2019 (00:00:10) RD1_v13.278

303:15   A. I couldn't find the manufacturing
303:16 observation.
303:17   Q. But you found the design control and
303:18 post-marketing surveillance?
303:19   A. I found observations related to those
303:20 topics.

304:6 - 304:11 Darois, Roger 09-13-2019 (00:00:09) RD1_v13.279

304:6   Q. I've been using the term CAPA,
304:7 C-A-P-A.  Are you familiar with that acronym?
304:8   A. Yes.
304:9   Q. Can you tell the jury, please, what
304:10 that acronym stands for?
304:11   A. Corrective action, preventive action.

305:7 - 305:17 Darois, Roger 09-13-2019 (00:00:24) RD1_v13.280

305:7   Q. Okay.  But in any event, you were
305:8 tasked, in large response, with helping direct
305:9 certain efforts with regard to the CAPAs that
305:10 resulted from the Quintiles audit, which
305:11 resulted -- which was triggered be the FDA 483
305:12 findings, right?
305:13   A. Yes.  I led several teams for some
305:14 corrective action items.
305:15   Q. Was that chiefly in the area of design
305:16 control or did it get into other areas?
305:17   A. Just design control.

305:18 - 305:22 Darois, Roger 09-13-2019 (00:00:11) RD1_v13.281

305:18   Q. And so the CAPAs, with regard to
305:19 design control, they were not Kugel specific.
305:20 They were talking about the design control.
305:21 They were talking about the actual system
305:22 itself, right?

306:1 - 306:8 Darois, Roger 09-13-2019 (00:00:17) RD1_v13.282

306:1   A. Yes.
306:2 BY MR. O'BRIEN:
306:3   Q. And changes had to be made, right?
306:4   A. Changes were made.
306:5   Q. And but for the FDA's findings and
306:6 then the follow-up audit, those changes would
306:7 not have been made at that time frame, in
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306:8 2006; is that right?
306:11 - 306:16 Darois, Roger 09-13-2019 (00:00:09) RD1_v13.283

306:11   A. I don't know.
306:12 BY MR. O'BRIEN:
306:13   Q. Were the changes which were made, in
306:14 your mind, to the design control processes
306:15 feasible before 2006?
306:16   A. Yes.

306:24 - 307:22 Darois, Roger 09-13-2019 (00:00:44) RD1_v13.284

306:24   Q. Are you familiar with the term called
307:1 "failure investigation worksheet"?
307:2   A. Yes.
307:3   Q. What is a failure investigation
307:4 worksheet?
307:5   A. It's a document that lists a
307:6 particular problem -- it could be a rejected
307:7 manufacturing lot.  It could be a system
307:8 failure.  It could be product adverse event
307:9 reported -- that tries to describe the problem
307:10 and tries to get to the root cause.  Various
307:11 tools can be used to try to get to the root
307:12 cause of the problem described.
307:13   Q. And did you have responsibility with
307:14 regard to this time frame, 2006, for failure
307:15 investigations, in completing worksheets?
307:16   A. Yes.
307:17   Q. Let me hand to you what we're marking
307:18 as 1.0589.
307:19
307:20 (Exhibit No. 1.0589 marked for
307:21 identification.)
307:22

307:23 - 308:12 Darois, Roger 09-13-2019 (00:00:33) RD1_v13.285

307:23 BY MR. O'BRIEN:
307:24   Q. And do you recognize this as one of 1_589.1.1

308:1 the failure investigation worksheets that you
308:2 would have generated pursuant to your job with
308:3 respect to the CAPAs, which were commenced as
308:4 a result of the FDA findings and then the
308:5 resulting audit -- external audit, I should
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308:6 say?
308:7   A. Yes.
308:8   Q. And you see there, on the very last
308:9 page, .3, that it was completed and signed by 1_589.3.1

308:10 you in November 2006 and accepted by another
308:11 individual, right?
308:12   A. Yes.

308:20 - 311:21 Darois, Roger 09-13-2019 (00:03:00) RD1_v13.286

308:20 Well, let's go through the whys.  Help
308:21 me understand.  I'm looking at Page 2 of 1_589.2.1

308:22 this, .2.
308:23 For instance, as you're just looking
308:24 at that block, it reads, "Whys, question and 1_589.2.2

309:1 answers," and it has supporting evidence.
309:2 Tell me how this worksheet is supposed
309:3 to work.  In other words, what do the columns
309:4 mean and what information are you responsible
309:5 for putting in there?
309:6   A. First of all, it's called the Five Why
309:7 Test.  It starts out at a high level and
309:8 drills down, kind of a waterfall effect, to
309:9 get more and more specific, based on the
309:10 answers of each question.
309:11 So the first is, you know, why was the
309:12 system not sufficiently robust, et cetera, and
309:13 then you have a supporting evidence of, you
309:14 know, why that statement was in there.
309:15 So at the end, you know, you're
309:16 supposed to be able to -- this is supposed to
309:17 help you try to figure out exactly what the
309:18 gap might have been and to institute some
309:19 corrective actions.
309:20   Q. All right.  So let's just kind of go
309:21 through some of these whys here.
309:22 Number one, "Why were the design 1_589.2.3

309:23 controls not effectively implemented?"
309:24 And that answer:  "The design control
310:1 system was not sufficiently robust to require
310:2 supporting evidence of all key activities or
310:3 to conduct effective design reviews."
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310:4 What would your role have been with
310:5 respect to those words?  In other words, did
310:6 you type those in or did somebody else type
310:7 those in on your behalf, or would those have
310:8 been words of Quintiles?
310:9   A. They wouldn't have been Quintiles.
310:10 They would have been one of the team members
310:11 on the first page, either myself or Steve
310:12 Eldridge or Gus Felix or from Robert Krugal
310:13 (phonetic).
310:14   Q. So this is based on your own review of
310:15 the design control process at -- then in
310:16 existence at Davol and attempting to
310:17 understand the deficiency?
310:18   A. Yes.
310:19   Q. So you've written there, "The design
310:20 control system was not sufficiently robust to
310:21 require supporting evidence of all key
310:22 activities or to conduct effective design
310:23 reviews."
310:24 And again, was this, the design
311:1 control system, a system-wide design control
311:2 system review?
311:3   A. It was a system-wide review, yes.
311:4   Q. So this answer would apply to the
311:5 whole of the design control process -- or
311:6 system, I should say, for Davol with respect
311:7 to its hernia mesh products; is that right?
311:8   A. Well, that's not what we ended up
311:9 including at the end.  So this is a -- again,
311:10 a waterfall list of activity, what -- you
311:11 know, what the theory was as we cascade down
311:12 this.
311:13   Q. Right.  But there's not a design -- a
311:14 separate design control process for Ventralex
311:15 versus Ventrio versus PerFix, if I went
311:16 through design control process.
311:17 They're company wide, and then the
311:18 company employees are charged with the
311:19 responsibility of making sure that there's a

Page 88/175
PLF AFFIRMATIVE DEF COUNTER PLF COUNTER-COUNTER

Case: 2:18-cv-01509-EAS-KAJ Doc #: 517-1 Filed: 08/17/21 Page: 11 of 20  PAGEID #: 26942



RD1_v13-ROGER DAROIS 091319 COMBINED FINAL PLAYED

Page/Line Source ID

311:20 design control process in place that's adhered
311:21 and followed, right?

311:24 - 312:8 Darois, Roger 09-13-2019 (00:00:24) RD1_v13.287

311:24   A. Correct.  What I'm trying to
312:1 communicate is that not the whole system is at
312:2 fault.  This process of CAPA and trying to go
312:3 through these different steps is to try to get
312:4 to the root of -- the kernel, if you will, of
312:5 what might have gone wrong that led to a low
312:6 specification, in this case, for the Kugel
312:7 welded ring, which is, obviously, what
312:8 triggered this audit, the recall.

312:10 - 312:19 Darois, Roger 09-13-2019 (00:00:28) RD1_v13.288

312:10   Q. But really, the idea of this is to
312:11 make corrections to the design control process
312:12 because of the FDA findings and because of the
312:13 resulting audit to ensure -- or attempt to
312:14 ensure that whatever the design control
312:15 failure was in place, that it's changed so
312:16 that other products, other than Kugel, that in
312:17 the future go through the design control
312:18 process, don't have the same shortcomings,
312:19 right?

312:22 - 313:5 Darois, Roger 09-13-2019 (00:00:15) RD1_v13.289

312:22   A. Two outcomes came out of this.  One,
312:23 as I previously testified, we went in and did
312:24 a retrospective review of all the products
313:1 that are on the market.  We found no
313:2 deficiencies in specification development,
313:3 which was the problem with Kugel.  And yes, on
313:4 a go-forward basis, it makes it a more robust
313:5 system.

313:7 - 314:24 Darois, Roger 09-13-2019 (00:01:26) RD1_v13.290

313:7   Q. Now, you described that you basically
313:8 starting macro with No. 1 and you're kind of
313:9 narrowing it down to more specific issues by
313:10 No. 5; is that right?
313:11   A. Yes.
313:12   Q. Did I characterize that fairly?
313:13   A. Yes.
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313:14   Q. So No. 2, why was the design control 1_589.2.4

313:15 system not sufficiently robust?  Because in
313:16 No. 1 you referring refer to it being not
313:17 sufficiently robust, which then triggers
313:18 Question No. 2, right?
313:19   A. Uh-huh, yes.
313:20   Q. It reads, "Lack of document evidence
313:21 for user needs and in other areas made it
313:22 difficult to conduct effective design
313:23 reviews."
313:24 In the design control process, user
314:1 needs are critically important, aren't they?
314:2   A. Yes.  And we tend to have them
314:3 sprinkled within our product performance
314:4 specifications.  And the audit found that it
314:5 would be more effective if we had a separate
314:6 user-needs document that drove the
314:7 specifications --
314:8   Q. Right.
314:9   A. -- so we kind of included both of
314:10 them.  You have to understand, the FDA
314:11 guidelines don't prescribe any of this.
314:12 They're very general, and it's the auditor's,
314:13 basically, interpretation of these guidelines
314:14 that leads to these audit findings.
314:15   Q. Well, I understand that the FDA
314:16 doesn't sell meshes to people.
314:17   A. company like Davol does, right?
314:18   A. Yes, they do.
314:19   Q. And it is the company's responsibility
314:20 to ensure that No. 1, there is an effective
314:21 and robust design control process, right?
314:22   A. Yes.
314:23   Q. And you found that it was not
314:24 sufficiently robust, right?

315:3 - 317:13 Darois, Roger 09-13-2019 (00:02:04) RD1_v13.291

315:3   A. There were specific findings that were
315:4 corrected.
315:5 BY MR. O'BRIEN:
315:6   Q. All right.
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315:7   A. The whole system was not faulty.
315:8   Q. And one of the system problems was
315:9 about this user-needs area.  The user needs is
315:10 the surgeon's needs and the patient's needs,
315:11 right?
315:12   A. Yes.
315:13   Q. And as a design control process works,
315:14 you commence with an understanding of what are
315:15 the user needs.
315:16 And then as you go through the design
315:17 process, that would be an input, what's the
315:18 user need.  The output is the result, and you
315:19 see whether that output matches the input,
315:20 right?
315:21   A. That's called design validation.
315:22   Q. Right.
315:23   A. Uh-huh.
315:24   Q. And so if you don't have
316:1 well-documented user needs in the design
316:2 control process -- because that's at the very
316:3 beginning of the design control process, is
316:4 the identification and -- of the user needs,
316:5 right?
316:6   A. Again, we had the user needs kind of
316:7 sprinkled in on our product performance
316:8 specification and we thought it would be more
316:9 effective to have it a separate document that
316:10 it would then end of driving specifications.
316:11 So we did have a user needs identified, but it
316:12 wasn't separated out into something that was
316:13 more easily understood at design reviews.
316:14   Q. Well, what you wrote is, "Lack of
316:15 documented evidence for user needs."
316:16 That's what you wrote, right?
316:17   A. Uh-huh.
316:18   Q. Is that a yes?
316:19   A. That's what it says, yes.
316:20   Q. I'm sorry, "uh-huh" -- she has to hear
316:21 yes or no.
316:22   A. Yes.
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316:23   Q. Sorry about that.
316:24 But going back to my question a few
317:1 moments ago, the user-needs documentation --
317:2 having documented evidence of the user needs
317:3 is really critically of paramount importance
317:4 in the design control process because that's
317:5 the beginning of the design control process,
317:6 right?
317:7   A. I'm not disagreeing with you.  Yes.
317:8   Q. And then you look -- once the design
317:9 control process is completed, you look and see
317:10 whether the output of the design control
317:11 process matches that original input, which is
317:12 the documented evidence of user needs, right?
317:13   A. Exactly, yeah.

317:14 - 318:18 Darois, Roger 09-13-2019 (00:00:54) RD1_v13.292

317:14   Q. And then -- and so following up this
317:15 user needs, this critically important area of
317:16 user needs, you've written there No. 3, "Why 1_589.2.5

317:17 was documented evidence of user needs and
317:18 design transfer traceability not required?"
317:19 Who wrote that question, you?
317:20   A. I don't remember which one of the team
317:21 members wrote it.
317:22   Q. But someone on the team --
317:23   A. Yes.
317:24   Q. -- that is a Davol employee wrote that
318:1 question?
318:2   A. Yes.
318:3   Q. And then the team generated the
318:4 answer, which is reflected on this
318:5 worksheet?
318:6   A. Yes.
318:7   Q. Okay.  So it was found, by this
318:8 process, that documented evidence of user
318:9 needs was not required.
318:10 That's what that question indicates,
318:11 doesn't it?
318:12   A. It wasn't required as a separate
318:13 document.
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318:14   Q. It says, "Why was documented evidence
318:15 of user needs and design transfer traceability
318:16 not required?"
318:17 That's what it -- I've read that
318:18 verbatim, haven't I?

318:20 - 319:5 Darois, Roger 09-13-2019 (00:00:21) RD1_v13.293

318:20   A. Yes.
318:21 BY MR. O'BRIEN:
318:22   Q. And in the design control process,
318:23 you -- it's important to identify the user
318:24 needs first because you can't generate the
319:1 user needs by the output of the design
319:2 process.  In other words, you can't come up
319:3 with a product and then reverse engineer to
319:4 determine what the user needs should be in
319:5 light of what resulted through that process?

319:8 - 320:10 Darois, Roger 09-13-2019 (00:00:57) RD1_v13.294

319:8   A. That's correct, and that wasn't what
319:9 was done at that time.
319:10 BY MR. O'BRIEN:
319:11   Q. And user needs are not only
319:12 effectiveness, but also safety, right?
319:13   A. Yes.  I mean, we had other procedures
319:14 that dealt with safety.
319:15   Q. So the answer under No. 3 was, 1_589.2.6

319:16 "Current procedures do not require formal
319:17 documentation/summary of user-needs
319:18 sources/analysis (jump right to the actual PPS
319:19 requirements) and design transfer was captured
319:20 via DCS system."
319:21 What does that acronym, DCS, stand
319:22 for?
319:23   A. Document control system.
319:24   Q. And then, No. 4, getting a little bit 1_589.2.7

320:1 more specific now in this user-needs issue,
320:2 "Why were user-needs summary design transfer
320:3 procedures not required?"
320:4 And the answer is:  "Lack of
320:5 benchmarking to FDA guidelines and lack of
320:6 previous audit, internal corporate FDA and
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320:7 KEMA observations highlighting this
320:8 deficiency."
320:9 Did I read that correctly?
320:10   A. Yes.

320:24 - 321:16 Darois, Roger 09-13-2019 (00:00:34) RD1_v13.295

320:24   Q. Let's look at No. 5. 1_589.2.8

321:1 It reads, "Why was benchmarking not
321:2 utilized in previous audits deficient?"
321:3 Is it important, in your estimation,
321:4 from a design control process, to benchmark
321:5 the design control process to FDA guidelines?
321:6   A. Yes.
321:7   Q. Why is it important?
321:8   A. Just to make sure we are in compliance
321:9 with them.
321:10   Q. All right.  And what you all found was 1_589.2.9

321:11 that there was a lack of benchmarking to FDA
321:12 guidelines, right?
321:13   A. Yeah, it was not worded that
321:14 correctly.  It's really --
321:15   Q. It's worded exactly as it is, isn't
321:16 it?

321:21 - 322:9 Darois, Roger 09-13-2019 (00:00:30) RD1_v13.296

321:21   A. So what was found here is the fact
321:22 that the guidelines are very general.  And we
321:23 thought we actually met the guidelines, but
321:24 the -- but the auditors have increased the
322:1 diligence and specificity of these audits.
322:2 And if we could have somehow benchmarked with
322:3 other auditors that have been more privy to
322:4 some of these auditing techniques the FDA was
322:5 using, we might have been able to discover
322:6 this earlier.
322:7 BY MR. O'BRIEN:
322:8   Q. Well, let's see what the words
322:9 actually say.

322:14 - 322:15 Darois, Roger 09-13-2019 (00:00:09) RD1_v13.297

322:14   Q. It reads, "Why were user-needs summary 1_589.2.7

322:15 and design transfer procedures not required?"
322:17 - 322:22 Darois, Roger 09-13-2019 (00:00:11) RD1_v13.298
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322:17 "Lack of benchmarking to FDA
322:18 guidelines and lack of previous audit,
322:19 internal corporate FDA and KEMA observations,
322:20 highlighting this deficiency."
322:21 And it was, in fact, a deficiency,
322:22 wasn't it?

323:1 - 324:3 Darois, Roger 09-13-2019 (00:01:03) RD1_v13.299

323:1   A. In the FDA's opinion, it was.
323:2 BY MR. O'BRIEN:
323:3   Q. And there was, in fact, a lack of
323:4 benchmarking to FDA guidelines in this
323:5 user-needs portion of the company-wide design
323:6 control process, wasn't there?
323:7   A. With respect to benchmarking for
323:8 auditing techniques, yes, but as far as
323:9 whether we met the guidelines in a general
323:10 form, I would disagree that we actually didn't
323:11 meet the guidelines.
323:12   Q. Where is that written here?
323:13   A. It's not written here.  I'm telling
323:14 you what I went through as part of this team.
323:15   Q. No. 5, it reads, "Why was benchmarking 1_589.2.9

323:16 not utilized in previous audits deficient?"
323:17 So there, it's indicating that
323:18 benchmarking was just not utilized.  That's
323:19 what it says there, right, No. 5?
323:20   A. Yes, for the specific item I just
323:21 described, what was the auditing techniques
323:22 that the FDA was using over the years.
323:23   Q. Okay.  And then there's an answer
323:24 given here, "Lack of internal corporate audit
324:1 benchmarking and third-party independent
324:2 audits directed to design control system
324:3 adequacy" --

324:4 - 325:19 Darois, Roger 09-13-2019 (00:01:23) RD1_v13.300

324:4 Let's underline that word, "Design 1_589.2.10

324:5 control system adequacy."
324:6   A. Uh-huh.
324:7   Q. Do you see there where that's
324:8 written?
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324:9   A. Yes.
324:10   Q. -- "related to FDA control
324:11 guidelines."
324:12 So there, your team put that -- wrote
324:13 that down, typed it out, right?
324:14   A. Yes.
324:15   Q. And it says, "There's a lack of
324:16 internal corporate audit benchmarking."
324:17 And the benchmarking that's being
324:18 referred to, the FDA guidelines, right?
324:19   A. I'm referring to it as the auditing
324:20 techniques, not specifically just the
324:21 guidelines.
324:22 BY MR. O'BRIEN:
324:23   Q. Well, No. 4 -- because 5 is beget from
324:24 4, and 4 is beget from 3, and 3 is beget from
325:1 2, and 2 is beget from 1.
325:2 And the benchmarking used in No. 4 1_589.2.11

325:3 specifically refers to FDA guidelines,
325:4 right?
325:5   A. It does, in a general sense.  I'm
325:6 telling you what we were focused on as part of
325:7 this process. 1_589.2.12

325:8   Q. And then under the supporting
325:9 evidence, it says, "Quintiles audit was the
325:10 first third-party nonregulatory agency
325:11 independent audit directed to a holistic FDA
325:12 requirement system -- quality system audit."
325:13 Did I read that correctly?
325:14   A. Yes, you did.
325:15   Q. And who wrote that?  Was that someone
325:16 from your team?
325:17   A. Yes, it was.
325:18   Q. Wow.  I mean, that's -- so was that
325:19 statement a lie?

325:22 - 326:12 Darois, Roger 09-13-2019 (00:00:37) RD1_v13.301

325:22   A. Of course not.  Third-party audits,
325:23 first of all, they're not required.  Second of
325:24 all, as I mentioned before, what we didn't
326:1 have the insight of is what the FDA
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326:2 inspections had evolved into relative to how
326:3 they interpret the guidelines.  Quintiles has
326:4 been through FDA audits extensively as a
326:5 consulting firm.
326:6   Q. Sure.
326:7   A. So they were brought in because they
326:8 had that experience of participating in FDA
326:9 audits and could help us with our design
326:10 control system, to bring it up to the current
326:11 state of auditing techniques that the FDA was
326:12 using.

326:20 - 326:21 Darois, Roger 09-13-2019 (00:00:02) RD1_v13.302

326:20  There was a failure, a
326:21 design control failure, right?

326:24 - 327:5 Darois, Roger 09-13-2019 (00:00:13) RD1_v13.303

326:24   A. One failure among many, many products,
327:1 but yes, there was one failure.  And the
327:2 independent auditing that we relied on in
327:3 previous years was an annual audit by a
327:4 corporate quality group, who we considered to
327:5 be an independent auditing agency.

327:7 - 327:10 Darois, Roger 09-13-2019 (00:00:12) RD1_v13.304

327:7   Q. So was -- do you know whether Davol clear

327:8 was ISO certified before 13- -- ISO 13485 and
327:9 9001 certified at this time frame?
327:10   A. Yes.

330:3 - 330:16 Darois, Roger 09-13-2019 (00:00:25) RD1_v13.305

330:3   Q. And what your team wrote here under 1_589.2.12

330:4 No. 5 is that Quintiles audit, which happened
330:5 only because of the FDA's findings earlier in
330:6 2006 -- the Quintiles audit was the first
330:7 third-party nonregulatory agency independent
330:8 audit directed to a holistic FDA requirements
330:9 quality system audit.
330:10 And that was truthful when it was
330:11 written; is that right?
330:12   A. Yes.
330:13   Q. And it's truthful now?
330:14   A. Yes.
330:15   Q. Right?
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61:9 So it was only appropriate
61:10 that we not skip a chain of command
61:11 member here and that Brian Kelly be
61:12 included in this correspondence.
61:13   Q. Yes, sir.
61:14 And do you recall what role
61:15 or what title he had at this timeframe?
61:16 I presume he was at Bard corporate, then;
61:17 is that correct?
61:18   A. Yes.
61:19   Q. And what would his title
61:20 have been?
61:21   A. He would have been Bard
61:22 group president, Brian Kelly.
61:23   Q. All right.  Thank you.

67:10 - 67:21 Lafever, Daniel 11-13-2019 (00:00:31) DL1_v09.29

67:10   Q.  And so do I clear

67:11 understand from -- that, ultimately, the
67:12 recall resulted in the FDA -- or at least
67:13 in sequence, resulted in the FDA
67:14 establishment inspection reports, which
67:15 resulted in the 483 warning letter,
67:16 then -- of course, we'll talk about this
67:17 in a moment -- but then several audits,
67:18 internal and external, corrective actions
67:19 and the like, is that correct, that,
67:20 basically, the Composix Kugel recall was
67:21 the triggering point for all of that?

67:24 - 68:21 Lafever, Daniel 11-13-2019 (00:00:37) DL1_v09.30

67:24 THE WITNESS:  It's fair to
68:1 say that that event triggered a
68:2 lot of those things that you just
68:3 mentioned, yeah.
68:4 There was a cascade effect
68:5 to that recall, yes.
68:6 BY MR. O'BRIEN:
68:7   Q. All right.  And we'll get
68:8 into it in just a moment.
68:9 But one of the findings and
68:10 areas that corrective action needed and
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68:11 preventative action needed to be taken
68:12 was in the area -- certain areas of
68:13 design control.
68:14 Do you recall that
68:15 generally?
68:16 And we'll -- I'm not
68:17 going -- asking you to memorize anything,
68:18 but do you have a general memory that
68:19 there were design control issues that the
68:20 FDA found, as well as the auditors, which
68:21 followed that initial 483?

68:24 - 69:12 Lafever, Daniel 11-13-2019 (00:00:23) DL1_v09.31

68:24 THE WITNESS:  I do recall
69:1 one of the 483s being tied to
69:2 design control.  I don't remember
69:3 the specifics.  I'd have to read
69:4 through the 483 again to refresh
69:5 my memory.
69:6 BY MR. O'BRIEN:
69:7   Q. Yes, sir.
69:8 MR. O'BRIEN:  In any
69:9 respect, if we can pull that
69:10 call-out down and go to 2001 to
69:11 2003, please, Mr. Wolfe, on the
69:12 chronology.

69:13 - 70:16 Lafever, Daniel 11-13-2019 (00:01:11) DL1_v09.32

69:13 BY MR. O'BRIEN:
69:14   Q. So it says, 2001, product 1_739.4.1

69:15 codes -- and then it's got the codes --
69:16 for large oval patch and large circle
69:17 patch launched, no complaints received.
69:18 2002, product codes -- and
69:19 it's got the numbers -- XL Composix
69:20 Kugels launched.  No complaints received.
69:21 Is it accurate to say, Mr.
69:22 LaFever, that the actual design control
69:23 process, that is, the prelaunch and
69:24 preclearance design control process
70:1 happened during a time while you were not
70:2 the president of Davol, for these
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70:3 Composix Kugel large and XL patches?
70:4   A. The design control process
70:5 would have happened between 1998 and
70:6 2004, where I was in different roles down
70:7 in Georgia and was not at Davol, that is
70:8 correct.
70:9   Q. And so, then, when you
70:10 became president of Davol in 2004, you
70:11 kind of inherited the progeny of some of
70:12 the design control problems from that
70:13 Composix Kugel design control process,
70:14 those years about which you just spoke,
70:15 which predated your returning to Davol as
70:16 the president of Davol; is that fair?

70:19 - 70:23 Lafever, Daniel 11-13-2019 (00:00:10) DL1_v09.33

70:19 THE WITNESS:  It is fair to
70:20 say that I inherited every product
70:21 in the portfolio at Davol in 2004
70:22 when I became president of Davol,
70:23 yes.

81:12 - 84:18 Lafever, Daniel 11-13-2019 (00:03:55) DL1_v09.34

81:12   Q. Do you know a gentleman by clear

81:13 the name of Dr. Heniford?
81:14   A. I do.
81:15   Q. And what can you tell our
81:16 jury about Dr. Heniford, in terms of who
81:17 he is generally?
81:18 I know he's a doctor.  I
81:19 assume he's a hernia surgeon.
81:20 Beyond that, what can you
81:21 say about Dr. Heniford, based upon your
81:22 time, really focusing on the 2004 to 2008
81:23 timeframe, while you were president of
81:24 Davol?
82:1   A. Todd Heniford was a surgeon
82:2 at Carolinas Medical Center.  He was
82:3 actually, I believe, a partner of David
82:4 Iannitti, who I knew personally.  I knew
82:5 his family, I knew -- his wife worked out
82:6 at the same gym that my wife did in Rhode
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105:4 following general comments were made by
105:5 Ron Moy during his review of the FDA 483
105:6 responses.
105:7 And I want to direct your
105:8 attention to that header, Observation 2. 1_1089.6.2

105:9 That first bullet point reads:  Ron
105:10 expressed concern that the response to
105:11 the FDA's observation on design control
105:12 issues may not fully address their issues
105:13 regarding verification and validation
105:14 activities in Davol.  He also was
105:15 questioning why QA is not involved in all
105:16 aspects of the project design.
105:17 I know that you've not
105:18 worked in the R&D department at Davol,
105:19 but you've had responsibility, as the
105:20 president, for overseeing, on the
105:21 management board, the vice president of
105:22 R&D, who, I believe at this time, would
105:23 have been Roger Darois; is that right?
105:24   A. That's -- both of those are
106:1 correct.
106:2   Q. And so were you familiar
106:3 with what those terms "verification" and
106:4 "validation" refer to in terms of the
106:5 design control process?
106:6   A. Vaguely.
106:7   Q. And were you -- would it be
106:8 accurate, does your recollection include
106:9 that part of the design control process
106:10 is taking either specs or user needs, and
106:11 this is, again, loosely characterizing
106:12 it, but then making sure that those user
106:13 needs or specs are met either through the
106:14 verification or validation process?
106:15 You understand that that was
106:16 part of the design control process with
106:17 which the FDA had some concerns?

106:20 - 107:12 Lafever, Daniel 11-13-2019 (00:00:39) DL1_v09.57

106:20 THE WITNESS:  I've been away
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106:21 from the design control process
106:22 for 11 years now.  And I remember
106:23 the terms "validation" and
106:24 "verification."  I don't recall
107:1 what specifically was involved in
107:2 those processes in the design
107:3 control process.
107:4 BY MR. O'BRIEN:
107:5   Q. Right.  But you -- looking
107:6 at this, what we just read to our jury,
107:7 we can see that the FDA had made
107:8 observations about the design control
107:9 process and, specifically, the FDA had
107:10 issues regarding the verification and
107:11 validation activities in Davol, right?
107:12   A. I see --

107:15 - 108:21 Lafever, Daniel 11-13-2019 (00:01:08) DL1_v09.58

107:15 THE WITNESS:  I see that
107:16 that was Ron Moy's feedback to us,
107:17 yes.
107:18 BY MR. O'BRIEN:
107:19   Q. And he continues on:  He was
107:20 also questioning why QA is not involved
107:21 in all aspects of the project design.
107:22 Is QA quality affairs?
107:23   A. QA is quality assurance,
107:24 yes.
108:1   Q. Quality assurance, I'm
108:2 sorry.  Thank you for correcting me.
108:3 Then Observation 3:  The 1_1089.6.3

108:4 areas identified for QA review and
108:5 approval in the design control process --
108:6 and so that's quality assurance -- the
108:7 design output form is the only form where
108:8 QA signature is mandated, may still be
108:9 inadequate.
108:10 Do you see there where
108:11 that's written?
108:12   A. I do see that, yes.
108:13   Q. Now, can you tell our jury a
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248:3   A. So we have many audits that
248:4 challenge design controls, internal audits,
248:5 BSI audits, corporate audits that challenge
248:6 the design controls.  So that happens
248:7 regularly.
248:8 BY MR. O'BRIEN:
248:9   Q. Did that happen also before
248:10 2006?
248:11   A. Yes.
248:12   Q. Okay.  So my question is,
248:13 what's changed?  What's changed since 2006 in
248:14 terms of the company testing itself to make
248:15 sure that history doesn't repeat itself with
248:16 respect to these design control system
248:17 failures?

248:21 - 249:1 Paolo, Christopher 10-30-2019 (00:00:13) CP1_v06.102

248:21   A. I think the requirements are
248:22 still the same.  As time has gone on, there's
248:23 been more conferences and, you know,
248:24 different sort of industry maturity around
249:1 it.  But the process is still the same.

251:9 - 251:16 Paolo, Christopher 10-30-2019 (00:00:24) CP1_v06.103

251:9   Q. So my question is, what new
251:10 processes are designed to ferret out the
251:11 non-compliance problems that are new in 2013
251:12 and after that were not already in existence
251:13 in 2006 and before which address this issue
251:14 that Quintiles was talking about, which is
251:15 the folks who were inclined to defy written
251:16 procedures?

251:19 - 252:4 Paolo, Christopher 10-30-2019 (00:00:33) CP1_v06.104

251:19   A. We have different requirements
251:20 and procedures now, so the reviews -- there's
251:21 more levels of review potentially than there
251:22 were prior to '06 that were a result of some
251:23 of these CAPAs we're talking about.  We have
251:24 implemented independent reviews for design
252:1 reviews in particular.  So there have been
252:2 some changes.  I think the risk profile of
252:3 our products in the field shows us that we
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252:4 have robust design control processes.
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599:3   Q.  -- you weren't
599:4 personally involved with them?
599:5   A. Correct, I wasn't personally
599:6 involved.

599:22 - 600:10 Paolo, Christopher 12-19-2019 (00:00:26) CP2_v07.70

599:22   Q. If you go to the prior 1_313.2.1

599:23 paragraph, there's something we were just
599:24 talking about.  It says, "He stated that he
600:1 had received the cover sheets" -- meaning the
600:2 FDA inspector -- "had received the cover
600:3 sheets to four management reviews."  You were
600:4 just asked some questions now about
600:5 management reviews, correct?
600:6   A. Correct.
600:7   Q. And so back in 2006, 2007,
600:8 there were management reviews going on at
600:9 Davol?
600:10   A. Yes.

601:4 - 602:11 Paolo, Christopher 12-19-2019 (00:01:13) CP2_v07.71

601:4   Q. So quality may comment on how clear

601:5 R&D is doing, R&D may comment on how quality
601:6 is doing, same thing for regulatory, sales,
601:7 manufacturing, shipping, whatever?
601:8   A. It's collaborative, yes.
601:9   Q. Okay.  And the last sentence of 1_313.2.2

601:10 the paragraph, the next sentence after the
601:11 one we had looked at said, "Although
601:12 extensive energy and resources are being
601:13 applied to this issue, the ratings indicate
601:14 we have not yet accomplished the final goal
601:15 with regard to quality system."
601:16 Do you see that?
601:17   A. Yes.
601:18   Q. And was that your understanding
601:19 from what was going on in late 2006, early
601:20 2007, that extensive energy and resources
601:21 were being applied to essentially upgrading
601:22 various aspects of quality?
601:23   A. Yes.
601:24   Q. And there was a lot going on at
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602:1 the same time involving recall, product
602:2 redesign, and self-imposed third-party audit
602:3 to identify root causes?
602:4   A. Yes.
602:5   Q. Did that get in the way of some
602:6 of the steps taken to change SOPs and do
602:7 other steps that might be indicated to
602:8 essentially upgrade or improve quality in
602:9 these various ways?
602:10   A. So we were trying to prioritize
602:11 all the efforts.

622:2 - 622:7 Paolo, Christopher 12-19-2019 (00:00:17) CP2_v07.72

622:2   Q. From the questions plaintiffs' clear

622:3 counsel asked you, both in their first round
622:4 and then the second round, does any of that
622:5 make you think that there are problems with
622:6 the systems or the products that you weren't
622:7 aware of before their questioning began?

622:10 - 622:10 Paolo, Christopher 12-19-2019 (00:00:00) CP2_v07.73

622:10   A. No.
622:12 - 622:17 Paolo, Christopher 12-19-2019 (00:00:10) CP2_v07.74

622:12   Q. And the testimony that you gave
622:13 when I asked you questions earlier, do you
622:14 stand by that despite whatever additional
622:15 documents or questions plaintiffs' counsel
622:16 has asked so far?
622:17   A. Yes.
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54:20 - 55:15 Eldridge, Stephen 06-29-2021 (00:00:58) SE_v10.47

54:20 How did you come to learn about
54:21 the human anatomy and how hernia meshes
54:22 interact with the human anatomy while
54:23 specifically you were working at Davol?
54:24   A. Well, we used to have -- or I
55:1 used to, because I'm not really doing that
55:2 anymore, but we used to go out in the field
55:3 and observe surgeries.  We would basically
55:4 get with a sales rep, because they have the
55:5 relationship with the surgeon, and we would
55:6 go out for a day and watch probably five or
55:7 six surgeries in a day with our products and
55:8 talk to the surgeons and try to find out, you
55:9 know, what are the issues, what are you
55:10 looking for; and also at the same time being
55:11 able to observe and seeing the anatomy and
55:12 seeing how the material or the product
55:13 interfaces with the anatomy.  It was -- and
55:14 I've lost count of how many of those I've
55:15 seen over the years.

55:16 - 57:6 Eldridge, Stephen 06-29-2021 (00:01:37) SE_v10.48

55:16   Q. Okay.  And what about when
55:17 Bard -- excuse me -- when Davol does -- hires
55:18 a company to do detailed surgeon surveys, are
55:19 you familiar with those surgeon surveys where
55:20 they get feedback from potential customers in
55:21 the field about various product attributes?
55:22   A. Yes, we did those all the time.
55:23   Q. And are you familiar with a
55:24 term "user needs" in the design control
56:1 process?
56:2   A. Yes, user needs are -- the
56:3 surveys you're talking about we call Voice of
56:4 the Customer, VOC.  And so once we get those
56:5 reports, then we analyze them and try to pull
56:6 out what are the user needs that they're
56:7 looking for.
56:8 And so, you know, a user need
56:9 could be we need this product to be durable
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56:10 so that we can handle it during deployment
56:11 and it doesn't fall apart, that kind of
56:12 thing.
56:13 So we list the user needs based
56:14 on the Voice of the Customer and, you know,
56:15 in surgery type work that we -- like I
56:16 described before.
56:17   Q. All right.  And is that how the
56:18 process is supposed to work at Davol back in
56:19 this time frame, 2007, 2008, 2009?
56:20   A. Yes.
56:21   Q. All right.  And is it important
56:22 to listen to the Voice of the Customer for
56:23 purposes of developing the user needs?
56:24   A. Yes.
57:1   Q. Why do you think it's
57:2 important?
57:3   A. Well, the Voice of the
57:4 Customer, they're the people we're designing
57:5 the products for, so we need to find out what
57:6 is it they're looking for.

57:14 - 58:18 Eldridge, Stephen 06-29-2021 (00:01:29) SE_v10.49

57:14 Did you receive training
57:15 through your many years at Davol about how
57:16 bare polypropylene acts in the
57:17 intraperitoneal space?
57:18   A. Well, the training is really
57:19 doing experimentation and collecting data.
57:20 So we would do animal studies that would
57:21 simulate surgery.  And, you know, it's not
57:22 exactly the same as a human, but it's a close
57:23 approximation, especially when you use pigs
57:24 for this.  So we did that all the time to
58:1 look at, you know, in the intra-abdominal
58:2 cavity what's going on.
58:3 And then as far as the
58:4 materials, we would do biocompatibility
58:5 testing where we'd get actual data that would
58:6 show, you know, what is the tissue-device
58:7 interaction, and those would be written up in
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