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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF WEST VIRGINIA
CHARLESTON DIVISION

____________________________________________________________ X

IN RE ETHICON, INC., PELVIC REPAIR . CIVIL ACTION NO. 2:12-md-02327
SYSTEM PRODUCTS LIABILITY :

LITIGATION :  MDL No. 2327

_________________ Judge Joseph R. Goodwin

This Document Applies To All Actions

____________________________________________________________ X

PLAINTIFFS’ NOTICE OF SUPPLEMENT TO

PLAINTIFFS’ MEMORANDUM IN SUPPORT OF THEIR MOTION FOR
A FINDING OF SPOLIATION AND FOR SANCTIONS

Since filing their motion on spoliation, Plaintiffs have discovered that a veritable tome of
additional documents have been destroyed, lost or simply cannot be found. For the sake of these
MDL proceedings and comparable future litigation, Defendants should not be tacitly rewarded
for thwarting the rules and principles of discovery and making Plaintiffs’ task difficult if not
impossible, depending on what juries would find without sanctions.

1. Defendants have lost, destroyed or otherwise withheld numerous documents beyond
those originally cited.

In addition to the documents of over a dozen corporate executives and bellwether case
marketing personnel identified in Plaintiffs’ opening memorandum, files are missing from the
following key employees:

° John Clay, Manager, Regulatory Affairs: Ethicon identified Mr. Clay as the
Regulatory Affairs associate with principal responsibility for the TVT line of products from

2006-07. In fact, the company named him as the primary regulatory person with responsibility
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for the entire TVT line of products in their official 30b6 response.’ Despite Mr. Clay’s key
position related to this litigation, and his selection by Defendants as the most knowledgeable of
regulatory personnel, Defendants have produced no custodial file for Mr. Clay at all, and have
indicated that none exists.?

° Kendra Munchel Global Marketing Manager, 2005-07: Ms. Munchel was also a
manager of professional education from 2002-05. She was a member of the “core teams” for
professional education for both the TVT-O and Prolift launches. Defendants have inexplicably
produced no custodial file at all for Ms. Munchel, and have indicated that none exists.

° Tom Divilio, Director, Medical Affairs, from 1997 through 12-31-2009: Though
they are undoubtedly only a fraction of the internal correspondence in which he was involved,
hundreds of e-mails uncovered in other files establish that Mr. Divilio was heavily involved in
TVT projects. Once again, Defendants have produced no custodial file at all for this key
executive, and have stated that production of his custodial file is complete, and no responsive
documents were identified.®

° Amy Godwin, Clinical Development, 2000-recent years: The fact that Ms.
Godwin served as the Manager of Clinical Studies, was promoted to Associate Director of
Clinical Development in 2004 and ultimately became Director of Clinical Trial Operations in
2007 makes the total of zero documents in her custodial file untenable, especially since a search

of her name reveals her involvement in over 4,000 documents indicating she had substantial

! February 26, 2013, Response to Topics 1 and 4 (Regulatory Affairs 30(b)(6) notice (Exhibit 1).

2 December 17, 2013, Email from William Gage to Bryan Aylstock, et al. Subject: Pelvic Mesh Custodial
Production Summaries (Exhibit 2).

¥ See Exhibit 2.
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involvement in the clinical affairs of the TVT line. Again, Defendants have confirmed that
production of her custodial file is complete, yet there is no custodial file for Ms. Godwin.*

° Susan Landgrebe, 2005-present or recent time: She worked on the matrix
materials project and is actually named on the Patent for the TVT-Secur. It is thus implausible
that her custodial file, which Defendants claim has been fully produced,® consists of 75
documents totaling 543 pages.

° Zenobia Walji, Worldwide Director, Strategic Planning, 2009-12: She has been
with Johnson and Johnson since 1988 and worked her way up in the Ethicon/Gynecare franchise
to the position of marketing director from 2000 to 2004, where she oversaw the *“vision and
launch” of a pelvic floor platform in Gynecare (a division of Ethicon), a “$200M adjacent
business.”® Her CV states that she developed short term operational and seven year strategic
plans for core businesses.” From 2004 to 2005, she served as Director, Strategic Marketing, and
was heavily involved in the global launch of Ethicon’s Prolift product. Defendants’ claim her
custodial file has been fully produced.® Perhaps the few hundred documents (including all
emails from her numerous years at the company) that appear in that file might not seem quite so
suspect were it not for the fact that nearly 7,000 documents produced to date contain her name.
Indeed, in her case, there can be no doubt that key documents are clearly missing, including prior
and subsequent versions of the Global Launch Plan for Prolift.” Moreover, where are her short
term operational or seven year strategic plans for any of the pelvic floor products? Ms. Walji

has since moved to the Far East and Ethicon has not produced her for a deposition in the TVT

* See Exhibit 2.

® See Exhibit 2.

® See Zenobia Walji - Summary of Qualifications (CV) (Exhibit 3); Note - TVT-O was launched in 2003 and early
2004

1d.

® See Exhibit 2.

® ETH.MESH.00633750-789 (Exhibit 4).
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cases despite a request to do s0.2° Clearly key documents that at one time existed in Ms. Walji’s
filed have been lost or destroyed by Ethicon despite the litigation hold that was in effect during
these key times of her employment with Ethicon/JNJ.

) Nancy Leclair, Director, Marketing Services, 2000-11. The fact that she held the
highest position in marketing services and has been at the company for upwards of 12 years
makes the custodial file of 189 documents totaling 1,633 pages, that Defendants say constitutes
full production,™* unacceptable. That is especially true given that she was copied on over a
thousand e-mails that appear in other custodial files but not hers.

The spoliation inherent in production of these skeletal custodial files is in addition to the
more than a dozen files discussed in Plaintiffs’ original memorandum.

2. The sheer magnitude of the spoliation belies any claim that the custodial files can be
recreated by Plaintiffs.

Defendants have hinted to Plaintiffs that they may actually argue that the fact that some
of these executives’ documents have been found in other files means Plaintiffs have no business
complaining. Plaintiffs, the argument goes, should have just laid out all the documents, matched
names as best they could and put the pieces of each custodial file together like a jigsaw puzzle.
This contention is flawed on so many levels. First, this was most certainly not Plaintiffs” burden;
it was Defendant’s. There is no discovery rule that authorizes Defendants to ignore document
requests and merely produce whatever custodial files it can locate. Moreover, given the
magnitude of spoliation of documents, with custodians ranging from the President and Vice

President of Ethicon, to key clinical, marketing, regulatory, and professional education

10 June 5, 2013 Email from Mary Ellen Scalera to Jeffrey Grand, et al. Subject: In re Pelvic Mesh — NJ Deposition
Scheduling (Exhibit 5).
' See Exhibit 2.
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personnel, the amount of relevant information being withheld from the plaintiffs in this case is
nothing short of astounding.

Further, and most importantly, the information is not something that can simply be
recreated by finding documents in another custodial file. This is true for multiple reasons.
Initially, this method of attempting to “recreate” a custodial file could realistically encompass
missing e-mail only. That is, only e-mails or other internal correspondence might appear in other
custodial files. Documents that an executive created himself or that weren’t attached to e-mail
will not appear in other files. Second, the argument presupposes other custodians whose files
were produced were included in the missing e-mails. Thus, e-mails limited to the custodian at
issue and third parties or other company personnel whose files were not produced would not
show up elsewhere. Finally, but significantly, the argument ignores the huge gaps in multiple
custodial files that exist. So many documents are missing from so many files that there are
undoubtedly e-mails involving multiple personnel that simply no longer exist (or have been
withheld). A custodial file is not like a jigsaw puzzle in that, after piecing together such a file,
Plaintiffs have no way of seeing all the pieces that are missing from the middle. For all of the
above reasons, and for those set forth in Plaintiff’s original motion, severe and punitive sanctions

are clearly warranted in this case.?

12 Compare the abuse here with the conduct that is the subject of Defendants’ motion to dismiss with prejudice the
cases of those plaintiffs who were the least bit tardy in filing their plaintiff profile forms where such tardiness visited
absolutely no prejudice upon Defendants. In those cases, even when the PPFs were served before Defendants filed
their motion to dismiss, Defendants have refused to withdraw its motions or back off its claim for the most severe
sanction possible — dismissal with prejudice - against women who claim permanent injury as a result of Defendants’
mesh products. Yet, Defendants’ spoliation has been longstanding, highly prejudicial and the product of at least
negligence, if not a deliberate plan.
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Dated: December 27, 2013 Respectfully submitted,

/s/ D. Renee Baggett

D. RENEE BAGGETT

BRYAN F. AYLSTOCK

Avylstock, Witkin, Kreis and Overholtz, PLC
17 E. Main Street, Suite 200

Pensacola, FL 32563

P: 850-202-1010

F: 850-916-7449

Rbaggett@awkolaw.com
Baylstock@awkolaw.com

/s/ Thomas P. Cartmell

THOMAS P. CARTMELL
Wagstaff & Cartmell LLP

4740 Grand Avenue, Suite 300
Kansas City, MO 64112

P: 816-701-1102

F: 816-531-2372
tcartmell@wcllp.com
http://www.wagstaffcartmell.com/

Plaintiffs’ Co-Lead Counsel



Case 2:12-md-02327 Document 996 Filed 12/27/13 Page 7 of 7 PagelD #: 12182

CERTIFICATE OF SERVICE

I hereby certify that I filed the foregoing memorandum on December 27, 2013, using the
Court’s CM-ECF filing system, thereby sending of the filing to all counsel of record for this
matter.

/s/ D. Renee Baggett
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EXHIBIT 1
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RESPONSE TO TOPICS 1 AND 4

(Regulatory Affairs 30(b)(6) Notice)

I Vice President of Regulatory Affairs:
A John Paulson (1997-2000)
B. Catherine Beath (2000-2012)

C. Lynn Pawelski (2012-2013)

IL. Regulatory Affairs Director:
A. Greg Jones (1996-12/2003)
B. Cindy Crosby (2004-6/2005)
C. Jennifer Paine (7/2005-2009)
D. Brian Lisa (2009-2010)

E. Brian Kanerviko (2011-2012)

III.  Regulatory Affairs Associates with Principal Responsibility for TVT Line:
A. Peter Cecchini (RA Fellow in 1997 assisted on the 510(k) submission for TVT)

B. Karen Lessig (Sr. Project Manager, RA, 1999-2003, project leader of TVT-AA
and assisted in the submission ofi 510(k))

C. Sean O’Bryan (Sr. Project Manager, RA, 2003-3/2005 responsible for TVT-O
510(k) submission)

D. Patricia Hojnoski ( Sr. Project Manager, RA, 3/2005-4/2006 responsible for
TVT-Secur 510(k) submission)

E. John Clay (Manager, RA, 2006-2007)
F. Kristina Laguna (Manager, RA 2008)

G. Susan Lin (Manager, RA, 2009-3/2011 responsible for TVT Exact and TVT
Abbrevo 510(k) submissions)
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H. Laura Vellucci (RA Fellow, 4/2011-current)
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EXHIBIT 2
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i\_ndrew N. Faes

E———————— e ——.
From: William Gage <William.Gage@butlersnow.com>
Sent: Tuesday, December 17, 2013 1:32 PM
To: ‘Bryan Aylstock’; Tom P. Cartmell; Renee Baggett; Daniel Thornburgh

(DThornburgh@awkolaw.com); Betsy Williams (BWilliams@awkolaw.com); Andrew N.
Faes; Ben Anderson

Cc: Christy Jones; Donna Jacobs; Ben Watson; ‘David Thomas'
Subject: Pelvic Mesh Custodial Production Summaries
Attachments: Pelvic Mesh Custodial Production Summaries.pdf
Bryan,

This is in response to Andrew's December 4, 2013, letter regarding custodial files
for 16 custodians. It is also in response to your December 2, 2013, e-mail to Ben
Watson regarding depositions for two of the custodians identified in Andrew's
letter.

For many of the custodians at issue, the questions raised are addressed by charts
we previously sent to plaintiffs. | am attaching them for your reference and in
response to your inquiry, with respect to the ones not covered, | have asked for an
additional chart to be prepared in the same format, which | am also

attaching. Together, | believe these charts address all of Andrew's inquiries.

We note that David Stoloff was last collected in January 2013, as he is not a
custodian who was designated to be supplemented on a six month cycle pursuant
to the list we previously provided to plaintiffs. Please let us know if plaintiffs are
now requesting a supplementation of his file. If so, | understand that we will need
approximately 45 days to collect and supplement.

As to Bryan's request for depositions of Barbara Schuldt and Christopher Walker,
we note that neither of these individuals were on plaintiffs' comprehensive list of
depositions circulated earlier this Fall. While | understand that Walther's pelvic
mesh documents will be produced later this months, we have only recently
obtained Barbara Schuldt's authorization and are in the process of scheduling her
collection. It is unlikely that her documents will be produced before the end of
January, although | have asked that best efforts be made to collect and produce
her documents as quickly as possible, taking into account other production

1
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demands. We suggest that both these depositions be put off until after the Lewis
trial and we will work with you to schedule them in due course.

Thanks, William

William M. Gage

Butler Snow LLP

Direct: (601) 985-4561

Fax: (601) 985-4500
William.Gage@butlersnow.com

BUTLER

Bio ( V-Card

Suite 1400
P.O. Box 6010 1020 Highland Colony Parkway
Ridgeland, MS 39158-6010 Ridgeland, MS 39157

CONFIDENTIALITY NOTE: This e-mail and any attachments may be confidential and protected by legal privilege. If you
are not the intended recipient, be aware that any disclosure, copying, distribution or use of the e-mail or any attachment is
prohibited. If you have received this e-mail in error, please notify us immediately by replying to the sender and deleting
this copy and the reply from your system. Thank you for your cooperation.

CIRCULAR 230 DISCLOSURE: Pursuant to Treasury guidelines, any federal tax advice contained in this communication,
or any attachment, does not constitute a formal tax opinion. Accordingly, any federal tax advice contained in this
communication, or any attachment, is not intended or written to be used, and cannot be used, by you or any other
recipient for the purpose of avoiding penalties that may be asserted by the Internal Revenue Service.
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IN RE: PELVIC MESH LITIGATION

CUSTODIANS IDENTIFIED IN DECEMBER 04
CORRESPONDENCE FROM A. FAES’

Custodian S:Ztaot::’:i:; Status of Production®

Divilio, Tom separation complete®

Harm, Michael separation to be completed as of 01/31/14
Librojo, Rey N/A to be completed as of 01/31/14
Linsky, Cary separation complete2

Riedley, Charles w/n last 6 mos. | to be completed as of 12/31/13
Schuldt, Barbara scheduled to be completed as of 01/31/14
Selley, Nicole separation to be completed as of 12/31/13
Stoloff, David Jan. 2013 to be completed as of 12/31/13
Thomas, Tiffany w/n last 6 mos. | to be completed as of 12/31/13
Vasquez, Domingo w/n last 6 mos. | to be completed as of 12/31/13
Walther, Christopher w/n last 6 mos. | to be completed as of 12/31/13

Not already identified on the September Depo, Post-September Depo or Other Custodian charts.

' "Complete" means that Ethicon is presently not aware of additional responsive documents to be produced.
However, as a result of resolution of technical exceptions, possible privilege downgrades, additional filter
terms that may be agreed to, and searches described in the hernia mesh stipulation, additional documents
may still be produced for these custodians as they become identified.

No documents were identified.
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IN RE: PELVIC MESH LITIGATION

OTHER CUSTODIANS IDENTIFIED IN AUGUST 30
CORRESPONDENCE FROM B. AYLSTOCK

Custodian S::taot:i::i::f Status of Production®
Barendse, Stevan separation complete
Bennett, Jeffrey w/n last 6 mos. | complete
Busch, Sean separation complete

Butler, General

w/n last 6 mos.

to be completed as of 09/30

Chaves, Melissa transfer complete
Clay, John separation complete?
Courts, Paul w/n last 6 mos. | complete
Crawford, Richard transfer complete
Cronan, Juli w/n last 6 mos. | to be completed by 09/16
D'Aversa, Margaret Jun. 2011 complete
David, Elizabeth w/n last 6 mos. | complete
Day, Diana separation complete

Doane, Peter

w/n last 6 mos.

to be completed by 09/30

Dodd, Sheri separation complete
Duncan, Katherine separation complete
Dunning, R Scott w/n last 6 mos. | complete

Elbert, Katrin

w/n last 6 mos.

to be completed by 09/30

Esau, Christen separation complete

Fights, Mark separation complete

Gallagher, Matthew separation complete

Globerman, Eric separation complete

Godwin, Amy transfer complete?

Hamby, Jessica separation complete

Heckman, Brian separation complete

Heitzmann, Barbara N/A newly-identified by plaintiffs

"Complete" means that Ethicon is presently not aware of additional responsive documents to be produced.
However, as a result of resolution of technical exceptions, possible privilege downgrades, additional filter
terms that may be agreed to, and searches described in the hernia mesh stipulation, additional documents
may still be produced for these custodians as they become identified.

No documents were identified.
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IN RE: PELVIC MESH LITIGATION

Custodian S::t:t:i::i:ff Status of Production’
Hutchinson, Richard Nov. 2011 complete

Johnson, Kevin separation complete

Johnson, Matthew Jul. 2012 complete

Kajy, Mark w/n last 6 mos. | complete

Kelly, Susan separation complete

Kerl, Brad w/n last 6 mos. | complete

Kisner, Heather separation complete

Landgrebe, Susanne w/n last 6 mos. | to be completed by 09/16
Langen, Brian transfer complete

LeClair, Nancy separation to be completed by 09/16
Lisa, Bryan transfer complete

Martin, Samantha separation complete

Meyer, Stacy N/A newly-identified by plaintiffs
Miller, Douglas separation complete

Mohler, Troy separation complete

Mooney, Mark Feb. 2013 to be completed by 09/30
Munchel, Kendra separation complete?

Oldelehr, Marcus separation complete

Phillips, James N/A newly-identified by plaintiffs
Pompilio, Sandra separation complete

Prefer, Scott Apr. 2012 complete

Remoll, Adam separation complete

Ricicki, Patricia Jun. 2012 complete

Sanford, Thomas Apr. 2012 complete

Schwarz, Chad separation complete

Shah, David Apr. 2012 complete

Shellhammer, Jay separation complete

Shen, Peter Apr. 2012 to be completed by 09/16
Smith, Ashley transfer to be completed by 09/16
Steele, Joseph separation to be completed by 09/30
Storozuk, Thomas separation complete

Taveroni, Lauren separation to be completed by 09/16
Vallecillo, Cesar separation complete
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IN RE: PELVIC MESH LITIGATION

Custodian S::;ot:i::irf Status of Production’

Viana, Euzebio ("Zeb") Jun. 2012 complete

Walji, Zenobia transfer complete

Warren, Jennifer transfer complete

Wess, Alyson w/n last 6 mos. | to be completed by 09/16
Wilson, David Apr. 2012 complete

Wingard, Michael separation complete

Wohlert, Stephen separation complete
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IN RE: PELVIC MESH LITIGATION

CUSTODIANS SCHEDULED FOR DEPOSITION
AFTER SEPTEMBER or NOT YET SCHEDULED

Custodian S:ZZ:?LZ“; Status of Production®
Bagalio, Sheryl separation complete’
Barbolt, Thomas Separation complete’
Borkes, Gary w/n last 6 mos. | complete
Cecchini, Peter w/n last 6 mos. | complete

Chen, Meng w/n last 6 mos. | to be completed by 09/16
Delacroix, Bruno N/A newly-identified by plaintiffs
Gauld, Judi Nov. 2012 complete

Guidry, Cyrus Feb. 2013 complete

Harm, Michael N/A newly-identified by plaintiffs

Hinoul, Piet (depo continuation)

w/n last 6 mos.

to be completed by 10/15

Jacobs, Ed Dec. 2011 complete
Kaminski, Marianne separation complete
Kammerer, Gene separation complete
Kirkemo, Aaron separation complete

Landgrebe, Susan

w/n last 6 mos.

to be completed by 09/16

McCabe, Barbara

w/n last 6 mos.

complete

Medina, Marjorie w/n last 6 mos. | complete
Munchel, Kendra separation complete?
Patire-Singer, Wanda N/A newly-identified by plaintiffs

Savidge, Sandy

w/n last 6 mos.

to be completed by 10/15

Schiaparel, Jill separation complete?
Smith, Dan (depo continuation) Nov. 2012 complete
Vazquez, Angel w/n last 6 mos. | complete
Weisman, Harlan separation complete

"Complete” means that Ethicon is presently not aware of additional responsive documents to be produced. However, as a
result of resolution of technical exceptions, possible privilege downgrades, additional filter terms that may be agreed to,
and searches described in the hernia mesh stipulation, additional documents may still be produced for these custodians as
they become identified.

No documents were identified.

Upon his separation, Mr. Barbolt left custodial documents with James Oldham, from whom they were collected.
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IN RE: PELVIC MESH LITIGATION

CUSTODIANS SCHEDULED FOR DEPOSITION IN SEPTEMBER

Custodian

Custodial File
Updated as of

Status of Production®

Angelini, Laura

w/n last 6 mos.

to be substantially completed
on 9/16°

Arnaud, Axel (depo continuation) Nov. 2012 complete

Brennan, Carolyn Aug. 2013 to be completed on 9/16°
Brown, Allison London separation complete*

Crosby, Cindy w/n last 6 mos. | complete

Godwin, Amy transfer complete®

Hart, James w/n last 6 mos. Zc:lt;jlsgzbstantlally completed
Hellhammer, Brigette separation complete

Isenberg, Richard separation complete®

Lamont, Dan (depo continuation) Nov. 2012 complete

Robinson, Dave (depo continuation) transfer complete

Trzewik, Jurgen w/n last 6 mos. | complete

“"Complete" means that Ethicon is presently not aware of additional responsive documents to be produced.

However, as a result of resolution of technical exceptions, possible privilege downgrades, additional filter
terms that may be agreed to, and searches described in the hernia mesh stipulation, additional documents

may still be produced for these custodians as they become identified.

Hard drives were not available for supplemental collection until recently. Responsive documents, if any from

these hard drive supplementations are expected to be produced early to mid-October.

Ms. Brennan is presently updated and complete through June 2011. Her supplemental collection was

conducted in August 2013, shortly after plaintiffs identified her as a deponent.

No documents were identified.
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EXHIBIT 3
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ZENOBIA WALJI

Dynamic and proven Global Healthcare Leader with extensive medical device and market development
experience including new market assessment, strategy, and product development.

GLOBAL BUSINESS ¢ TALENT DEVELOPMENT e GROWTHPLATFORMS e LEADERSHIP

SUMMARY OF QUALIFICATIONS
Results oriented leader adept at building both U.S. and worldwide businesses.
Over 15 years of International market and business development experience in Europe and Asia-Pacific.
Upstream and downstream marketing and market development experience.
Unique ability to identify and develop talent, having built high performance teams across global markets.
Proven ability to build cross functional and cross cultural relationships to create sustainable business value.

CAREER ACHIEVEMENTS/SKILLS
¢ Broad-based global healthcare experience with strong strategic and tactical expertise in:

o Market Development — Functional expertise in Marketing, Sales and General Management to build
new ($100 M), mid-sized ($500 M) and large ($1 B) medical device businesses.

o Product and Business Creation — Designed, developed, and established growth platforms involving
new products, procedures, and business adjacencies for new start-ups, mid-sized, and large medical
device businesses within Johnson & Johnson.

o Strategic Planning — Developed short-term operational and seven-year strategic plans for core
businesses as well as White Space areas. Strategic assessments included high and low-end competitive
disruption, new market and business model innovation as well as scenario planning.

¢ Leadership of cross-functional teams to secure Board-level investments and deliver Growth:

2011: Predictive view of competitive landscape for building the new Business Transformation plans
2009: Minimally Invasive Surgery Scenario Analysis of market and competitive disruption.

2007: Creation of an emerging market strategy and plan for China and India: 4x growth in 3 years
2006: Vision and launch of an “Asia-Pacific Regional Hub” for Ethicon Endo-Surgery: 3x in 4 years
2003: Vision and launch of a “Pelvic Floor” Platform in GYNECARE: $200M of adjacent business
1998: Vision and launch of a “Women’s Health” franchise in Australia and New Zealand. $10+ M
1995: Business re-engineering of the Singapore market to establish corporate account structure.
1990: Partnership with McKinsey & Co. on laparoscopic business assessment for Asia-Pacific.

e Achieved world class results as Executive Director-Asia-Pacific with the creation of an Asia-Pacific

Regional Hub that grew from a U.S. $360 million to $1 billion business in four years:

o Built the vision and defined the critical capability for a sustainable $1 billion business.

o Partnered with key opinion leaders and leading hospitals to establish world class surgical training and
advisory boards.

o Established clinical sales and marketing training to accelerate the development of Asian talent.

e Professional Awards: Recipient of Johnson & Johnson Standards of Leadership and Encore Awards; ten
awards granted from 2002 to 2011 including Asia-Pacific’s “One-To-Win” Award for Business Excellence

in 2008 and 2009, and the Medical Device Design Award in 2006.

e Multilingual: Fluent in English, French, Urdu, and Kutchi.

Q00 0O OO 0 0 O
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PROFESSIONAL EXPERIENCE

THE JOHNSON AND JOHNSON FAMILY OF COMPANIES,
MEDICAL DEVICE FRANCHISES 1988 - PRESENT

ETHICON ENDO-SURGERY, INC., CINCINNATI, OHIO 2005-Present
Manufacturer of advanced medical devices for minimally invasive and open surgical procedures.

DIRECTOR, WORLDWIDE STRATEGIC PLANNING 2009-Present

e Excels in business strategy development by facilitating global forums for strategy dialogue and insights;
leverage of Disruptive Innovation frameworks and analytics have been foundational for developing
predictive views of the market.

® Scenario planning combined with risk-opportunity modeling has helped to direct strategic investments in
new business and white space areas.

e Strategic plan development includes seven-year financials with full P&L.

EXECUTIVE DIRECTOR, ASIA-PACIFIC 2005-2009

® Spearheaded the creation and implementation of the “Asia-Pacific Regional Hub” building critical skills,
competencies, and processes in support of $1 billion business; key focus on maximizing new product launch
impact and accelerating the growth of emerging markets.

e Led the recruitment and development of the Regional Marketing team supporting the 15 countries of Asia-
Pacific; business process and capability development resulted in delivering revenues two years ahead of the
strategic plan forecast achieving the highest global growth for four consecutive years.

e Other key initiatives included building a product and talent pipeline for sustainable growth.

GYNECARE WORLDWIDE, SOMERVILLE, NEW JERSEY 2000-2005
A division of Ethicon offering minimally invasive treatment options for a variety of gynecologic conditions.

DIRECTOR, STRATEGIC MARKETING 2004-2005

e Established long term growth initiatives via new technology assessments and market development; lead two
due diligence teams to evaluate White Space opportunities in new platform areas.
e Instrumental to the development and global launch of the new Pelvic Floor platform.

DIRECTOR, MARKETING 2000-2004

e Developed and directed new product pipeline and process improvement strategies resulting in the launch of
seven new products in four years and double digit annual growth; 41% in 2000 and 2001, 37% in 2002, and
22% in 2003 and named the fastest growth medical device and diagnostics company in 2002.

e Defined marketing capability requirements for the newly established U.S. marketing organization; recruited,
trained, and supervised six Product Marketing Managers.

JOHNSON AND JOHNSON MEDICAL, AUSTRALIA AND NEW ZEALAND 1998-2000

GROUP MARKETING MANAGER - WOMEN’S HEALTH, CODMAN, AND MITEK 1999-2000

e Successfully established a Women’s Health franchise combining BIOPSYS and GYNECARE; met first
year sales goal, and exceeded second year business plan by $1.0 million which enabled the achievement of
break-even in year two.

e Mitek Australia achieved recognition as the second largest Mitek business outside of the U.S.
Pioneered the integration of consumer marketing into the medical device business.
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MARKETING MANAGER, ORTHOPAEDICS 1998-1999

®  Orchestrated full integration of DePuy into Johnson & Johnson and achieved 15% growth; managed all
sales, marketing, customer service, and logistics functions.

ADDITIONAL EXPERIENCE

Division Director, Johnson & Johnson Medical, Singapore, 1994-1998.

Regional Market Development Manager, Johnson & Johnson Medical, Asia-Pacific, 1994-1995.
Marketing Manager, Ethicon Endo Surgery, Singapore, Indonesia and Malaysia, 1992-1994.
Sales Manager, Ethicon Suture franchise, Singapore and Brunei, 1989-1992.

IRDP Management Trainee, Full Line Ethicon Representative, Las Vegas, Nevada, 1988-1989.

EDUCATION

MASTER OF BUSINESS ADMINISTRATION - INTERNATIONAL MARKETING
PETER DRUCKER GRADUATE MANAGEMENT CENTER Claremont, California

BACHELOR OF ARTS - EUROPEAN STUDIES AND PHILOSOPHY
CLAREMONT MCKENNA COLLEGE Claremont, California

STUDY ABROAD - THE EXPERIMENT IN INTERNATIONAL LIVING
SCHOOL FOR INTERNATIONAL TRAINING Toulouse and Paris, France
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From: Mahar, Kevin [ETHUS] A. M. MITC
Sant: Sat, 20 Jup 2009 11:21:52 GMT

To: Mahar, Kevin [ETHUS] <KMahar@I TS, INT com?

Subject: FW: Gynecare Prolifi: Global launch plan, budget, Gant chart

Imiportance: High

From: Walli, Zenobla [ETHUS)

Sent: Friday, September 03, 2004 3:48 PM

To: Berthier, Ophelie [INIFRY; Bongt, Gigelle [ETHUS)

Co Bell, Steve [ETHITY; Mahar, Kevin [ETHUS]

Subject: FW: Gynecare Prolift: Globat (aunch plan, budget, Gant chart
impaortances High

Sensitivity: Confidential

Dear Qphetis & Giselle,

This iz an excellent first draft! With a desire to get some comments back {0 you as quickly a3
possible, | have not tried to "word-smith” anything, but rather focus on the big things. My comments
have been made in rad in the attached word dooument for your review. Overall, Ophelie as per our
phone conversation, hare are some additional points that | think will require additional thaught and
time;

1} Basis especially where the US is with GYNEMESH PS 2004 sales and with respect to TRUE
acceptors of large pieces of mesh for prolaps repair, we have a lot of work to do. Realistically

therefore, especiaily since Pra-taunch monies have been aliocatad, it is important to have a section
of Pre-launch that focuses on WHAT we will do to build more advocates of GYNEMESH PS - |
mean users of large mesh. This should be separate from the Pre-faunch of D'Art. In reality we
need to have bolh activities to achieve success. This clarity will also help make sure that we have the
solid support before we spend too much on D'Art activity pre-maturaly.,,.

2y An obvious question that management will ba interested in is HOW we will MEASURE success of
our pre-launch work? Will we have questionnaires? What if only 60% of preceptors who are exposed
o D'Art are willing/convinesd to start, do we scale back our plans, do we do something different’?
Remember you are selling a concept first and then a product. When/How will vou know if the
market has accepted the concept and is ready for tha product?

3) While there is some cleaning up to do in the overall market madal, 1 think you need to think about a
spreadshest that has units of GYNEMESH PS sold to date, and also separately the number of users
of GYNEMESH PS. From there, you should project out how many doctors you must enroll and
prapare during Pre<aunch and Launch fo achieve your forecast numbers...For example, if we are
selling @ 500 units & month in August, how much ramp can we axpect by vear-end, and what will it
foak tike through each mordh of 2008 for GYNEMESH and separately one line for D'Art... The
combined will tell you what forecast REALISTICALLY the team is praparad to commit to... Laura has
GYNEMESH PS. Before there are too many more numbers flying around, the team should agrea and
be prepared to defend it.

HIGHLY CONFIDENTIAL
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633780
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4) Most of my comments are around Positioning and Claims - its important we have & strong and
clear statement hera.

5) To keep the document crigp, just 88 you have done with “Clinical Strategy” | you need a title of
Regulatory Strategy, Reimbursement Strategy, Communication Strategy (instead of Launch
Materials), Promotional Strategy, Convention Strateqy (instead of Exhibition strategy) , Manufacturing
Strategy (instead of Product Logistics) Ophelie, algo a coupte items that are missing:

= Value Proposition (Physicians, Patients, Payers, Site of Care)... you have Fesluras and
Benafits, but it is not the same (| know that work wag started on this between Scott and you...)
« Reimbursement - Laurent has collected this info, but not sure how complete it is

«  Assumptions « | have suggested you include that as part of the Forecast section...

§ trust this is & good start...1 may think of other things and will advise later, Overall, great job and
thanke for the solid progress! Tl be in touch to discuss numbers some more once Giselle is back on
Tuesday. Tks

Zenobis Walji

Director, Strategic Marketing
GYNECARE WORLDWIOE

Tel - 908-218-2647

Fax - 808-218-3146

g-miai} - 2walli2@ethus.jnj.com

s Origingl Mesgagaees

From: Berthier, Qphelie [INIFR]

Sent: Friday, September 03, 2004 10:08 AM

To: Befl, Steve [ETHIT)

Cex Walji, Zenabis [ETHUSE Bonet, Glsalle [ETHUS]

Subject: Gynecare Prolif: Global launch plan, budget, Gant chart
Sensltivity: Confidential

Sleve,
As requested for the conf call of Laura with Ef Carine on Monday afternoon, you will find enclogsed the drafts of:

The executive summary needs to be fnalized. | prafer to wait for a first feedback before.

Objective-Pelvic Floar Strategy needs to ba devataped but | preferred to focus on the ather fterns,

Competitive landscape: | will probably develop 8 part on each key competiter and their preducts fater on. As time was
rnning, | put the info | already knew.

Fastener: as few documents are available on fastener and launch should aocur later i 2008, 1 didn't include the fastener
in the plan yet.

Gant chart:
We did a chart with several tab: one for marketing toots, market seeding, Prof Ed, Intemal training, Clinicals

Budaet,
We bulit the budget owl of the 630K ahid we wilf isolate the EU expenses from the US expenses once we have approval
on the spendings. We ise Included 2005 expenses for Global Launch,

A big thank to Giselle who contributed 1o the realization of all those documents and made me able 10 send all those drafts
today.
Laoking forward for your feedback,

HIGHLY CONFIDENTIAL :
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633761
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Qphélie

Ophélie Berthier

Gynecare Marketing Manager
Phone:(33) 1 55 G0 31 99
Mobile (3316 64 05 49 13
maiito:pberthie@inifr.ini.com

Confidentisfity Notice: Thiz e~mpt bransmizkion iy contsfy confidentis! or fogally privitegoed inforauatior Byst i fntended only tor the
tndlviduat or entity nsrmed i the sanail address. I you are met the infended reciplend, por sre hereby notiffed that ony disciorirs, oepyiog,
diistrliblon, or reflance upon the contante of 808 o-mdll te strictly probitblted, 2f you have recoleed Whis a-mall Seansetleeion by erar, plasze
peply b Bhe Sondsr, go Hhiat Jok B Jelwsson can Brrange for praper delfvory, and then plesse doletes the meszage fronr your Inhox. Thank

you,

HIGHLY CONFIDENTIAL
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH. 00633752
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Gyn@careﬁ
PROLIFT

Pobvr: Floor Hepair Systems

Global Launch Plan

Draft 2,0 2" September 2004

Confenty

Hobal Laviich Plan ., S SOOIV PRSPPSO |
Y Executive Summary,,, BSOSV SOU OO SO TR PRV |
2. Objectives and Pelv:c Floor ‘Straiegv Gy,fnecare .......... Evveur | Signet non défini,
FMATREL OVRIVIEW .o\ oersorieee ettt et eeen et e ee e b bbb b 5

31 Market defIEON. oo st s 4
3.2 Market sive
3.3Market dynamics
4. Product nverview
4.1 TVM - Procedural Overvigw... e B
4.2 Gyneeare Prolift ™ fagiy uments and Im;:x!ant Overview ... 9
4.3 Key product features and benefits
3. Product positionaing
6. Tarpeting
7. Pricing
8. Competition OvVerview. ..o, O OO SR 16
7.1 Competitive landscape
7.7 Mew comers i 20042008 . e
7.3 AMS rebuntal siratogy
9. Pre launch strategy
4.1 Customer communication
8.2 Pre-baunch countries involvoment and key activities
9.3 Pre-launch preceplor programme
10. Launch strategy milestones
10,1 Product gvailibility
10.2 Pre-tanch/iannch aclivifies
1L Professional BAUSalion ... oo o e sresens rereeeas s seesomronesiee e i 22
111 Internal
11.2 Exteraal
12 CHGHL SITBIIY 1veere s camsreess o re cerernsres ettt e e tm s et em e bt e et vasenesassras ST
13, Launch Materfals, ettt see 20
14, Exhibition STAEEY ..o oo snomsmsvnimanee e e e sesnssensecs e oneans B
I35, Product logistics
15.1 Inventory
15.2 Farecasts
15.3 Samples

17

e R RS LR R P RN P TP Friuvantarsiianr A :

Drepared by Ophélic Berthier anct Giselly Fonst, 3% of Sopterbur, Vursion 1

HIGHLY CONFIDENTIAL *P*
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633753
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15,4 Sales Projections

16,_Budge! summary/RES0UITEE . ... s e et 29
16,1 Glohat launch team budget
16.2 2005 Local Launch team budpet

Appondix

Reforences

Propared by Ophélie Ravihisr and (Hulie Bonel 5" off Sepieivbr, Version 1

HIGHLY CONFIDENTIAL *P*
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633754
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1. Fxecutive Summary

The Pelvic Floor platform opportunity worldwide is $300MM. (Here you shoutd include what
the clinical nnmet need is and why Pelvic Floor Hepair s so lmportant — Le, high
reocccurrence rafes, no standard procedures, poorfinconsistent climeal outcomes as the
procedures today ave very surgeon skill dependent. Then explain what the opportunity is and
why this strategically important for GYNECARE and why GYNECARE is well-placed o
lead the market in (his ares) Moreover, sustained leadership in Incontinence requires
significant participation in PF market and GYNECARE is well positioned to leverage
learntng’s & retotionshipy form TVT o drive breakihrough results.

To become the leaders in the Pelvic Floor market, speed to market and a portfolio of products
ara A must, :
Strong synergies with exigting customer base for TVT, within the sepment: Urogynag, Ginae,
Urologist.

Market is changing dramatically, there is rapid eniry of compctitors in this murket (811
market is now starting to become in some countries a commodity market) and there is a now
trend of using meshes 1o treat vaginal prolapse,

Pelvic floor is o growing market.

Proparud by Cphiélic Berthler and Gisstlo Bamet, 3% of Neptonther, Yeslon t

HIGHLY CONFIDENTIAL *P*
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633755
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2. (hjectives aud strategy for Telvic Flosr Repair

The oversl] objective is 19 become the leader and most innovative company in both
Incontingnce and Pelvic floor procedures,

This means Gynecare {s to bacoma the leading company for Pelvic Floor repair offering a
broad range of products 10 mest the customer’s neads.

Lendership is defined as;
#1 Unit Market Share
#1 § Market Shars

The best Qualily of professional education, support materialy and produoct

Gynecare is working on a multigeperational umduut and procedure approach to meet all the
needs of the customer,

Today Gvnecare provides GYNEMESH P8 as a siate of the art implant. This allows surgeons

1o tailor their own personal Graft repair with a shapable inert, sof} implant with PROLENE at
the core,

Praparsd by Ophatie Barbier and Gisulle Bonut, 3 0f Setonthor, Version

HIGHLY CONFIDENTIAL *P*
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.006337566
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3. Market Overview
3.1 Market definition

Pelvic organ prolapse is thought 1o resull from a stretching, weskening or tearing of the sofl
fissue stroctures that support the polvic organs.

Risk factors Tor pelvic organ prolapse include vaginal parity, neuropathy, obesity, excessive,
chronie valealva, conneclive tissue disorders, prior sorgery, estrogen shtus and advancing
apeMMT Snradeal correction of these problems is o ruajor health care issue {or woren,

It is estimated that as many as 50% of parous women experience some degree of pelvic organ
prolapse during their lfetime, 19MM women 1 the US and Europe are diagnosed and ITMM
{A%) wornen curranily seek treatment,

In addition an analysis of members of a farge health moaintonance organization estimated the
[ifetime risk of 1L1% of al least one operation for pelvic crgan prolapse wid uninary
incontinence with a reoperation raie of 29.2%."

MNon-surgical Interventions for profapse mapagement inchude pelvie floor exgreises and
pessary support,
Surgieal options are numeraas, made more challenging ag multiple weskened regions often
ocour it & patent and incomplete cotrection of any region may lead to wotsening of the other
regions. The surgical procedurss may involve tightening and reinforcing of weakened fissue,
suspension of unsupported structures o1 a combination of both, The tightening/reinforcing and
suspension procedure may uilize several materials including:

satare sone

aufclopous Gssue

cadaveric materisl

aHograft matevial

synthetic permanent mesh,

Worldwide 1 is estimated over 560,000 procedures are performed for Pelvic Organ Prolapse
(POP).

Traditionnl surgical treatments, with sutures alone we starting (o he concidered inadequate
with published recurrence rates up to 40%. Mesh matenals have been used with great success
in hernia repair by General surgeons and the Gyvnaccologic and Urologic communities are
starting to utilize thent to provide additional support 1o the pelvic Hoor where autologous
higsges are not adequate, but they do add the risks of erosion and rejection™, These grafis may
be placed using an abdormingd or vaginal approach.

Literatne rovisws deseribing the ouicome and complications associated with pelvic floor
ropair procedures are inconclusive. In the casas where meshes were used to provide additional
support, advantages have been reported. Jullan studied patienss with muadtiple recurrence of
vaginal prolapse i two groups that differed by mesh use or not. Y bis study, all grafls were
placed using a vaginal approach. He found a decrease in the expected recurrence rate with
mesh, but did observe some complications asvociated with the use of symhetic mesh. The
erosion rate was 253%. Overall, he concluded that adding synthetic mesh was effective in these
enses. ™ Visco reported an overall vaginal mesh erosion rate of 5.5% using an abdominal
approach for mesh placement. This rate was considered low when compared fo historical data,
which shows 5 9% orosion rate for abdominal mesh placenent.™

Propazed by Cphetic Berthior and Giselis Bones, 3" of Septomber, Verson 1

HIGHLY CONFIDENTIAL *P* :
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633757
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The abdominagd approach to repair of pelvic organ prolapse uses one of two procedures, the
abdominal sacral colpopexy or the abdominal sacval colpoperineopexy, These fwo procedires
bave the highest long-term success rates of amy swrgical proecdure for pelvic organ
prolapse. ™™™ Both procedures mvolye eaveloping the vaginal vault with & graft material and
then atiaching the grafls to the anterior longitudinal ligament over the smerum,  These
procedures attompt o resiore the nonmal connective issue support o the vaging by replacing
the damaged connective tissue with a grafl,

Problams with erosiong of permanent mesh placed in ihe body are not unique to pelvic
sorgery, ™M Several fictors are thought to contribute to mesh wrosions including a peor
heating environment influsaced by notritional status and blood flew, infections, foreign body
reactions, and mesh charscteristics such as rigidity and mesh density.

Currently today these procedures are divided between Plication {iissue to tissue sutaring) and
reinforcement with gralis (cadaveric grafls, autologous prafis, xenografis, snimal derived
grafts, synthelics), From the surgical procedures standpoint, the market inciudes:

Cystocele

Anterior colporthaphy
Paravaginal repair {vaginal & lap approach)
Graftnesh procedure
Restncels

Posterior colporhaphy
Graftunesh repair

Vault Suspension
Bacrospinons lgament fixation
Uterosacral ligament fixation
Abdomingl sacrocolpapexy
Graft/mesh repair

Enteroccte

MeceCaul eotdoplasty

Polypropyiene mesh has been the most widsly used mesh in gynecologie surgety including
many types of pelvic floor repair pmmdumx S polypropylene meshes include Bard
MARLEX Mash and Ethicon PROLENE Polypropylene Mesh,

To address the macket trend (o uge meshes to cepair pelvic organs prolapse, Gynecare
inlrodueed in Europe a polypropylens mesh cutled GyneMesh in 1998,

In May 2003, GYNECARE introduced in Europe GyneMesh PS g second generation of
gynthetic Mesh indicated for repair or reinforcoment and long-term stabifization of the pelvic
floor or ather defects that require the addition of & reinfiorcing or bridging material 1o abtain
the desired surgical result,

GyneMesh PS wos launched m the United States in March 20073 a5 a first generstion of
synthetic mesh exclusively designed for petvic floor repair surgety.

QYNECARE GyneMesh Prolome Soft (Polypropvlens) Mesh (PEM) is a modified

PROLENE Mesh identified as, a reduced density construciion PROLENE Polypmp\ﬁlme
Mesh. fievd o add date from the T year follow up LS srudy)

Vrapured by Cphitie Borthier and Glsolin Fnet, ¥ oF Suptombor, Version 1

HIGHLY CONFIDENTIAL *P*
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3.2 Market slye

Us

Bar 2003

LLTRLA FARANRIELA =
Applicable 242.300 262.100
procodures
Number grafls 18.300 32300 25,700 35,400
sold
| %% Ponctration 7.6% 13.5% 9.8% 12.90%

These numbers of penetration ¥ and down 2004-2006 noeed fizing
EY

i i A L A5 006
Applicable 208,000 216,300 225,000 234000
procedures. TR S

Nuomber grafis 14.600 21,600 33,300 39800

sold

% Ponetration 7. 105%  14.8% 17.0%

Seehice, TYM fhuiieldd inefel 01701 a0

3.3 Marker dynomics

In both the B and US, technigues for prolapse surgery using rueshes have been under
dovelopment for several vears. Koy EU cowntries are af different stages of development with
respect 10 the use of mesh for prolapse repair, but techniques which gain accoptance in one
seamiry often spread rapidly o the others,

I the US, the use of systhetic materials for the reatment of profapse hus alse bean wnder
dovelopment for a number of years. KOL opinion’s on the use of synthetic materials {or
prolapse repale are 8 various stages of development and acceptance. However al this point in
fime, there arg many technigues and products currently being utitized and ne clear conversug
hnag been reached on both materials cheice and technigue. '

Current {nnitations today are high recurrence rates, highor than required erosion rates and
non-standardisation of techmque making it hard 1o adopt but the market ynmet needs are high.

Gynecare’s challenge is 10 entor the markel with a product enef fechnique that will allow
gynecologists, nrogynaecologists, and wologists to perform a quick, efficient, effective (Jong
tern reduced recurrence rafe, consistent cutcomes), safe (low erosion rate) and reproducible
procedures for the treatiment of these pathologieg. 1t is el that the GYNECARE Prolift
product and (cehninue, supported by the results of the pending clinical study, will address
thege markel needs.

Prepared by Ophitic Besthicr sed Glaclie Bonet, 37 of Septewbar, Varsion |

HIGHLY CONFIDENTIAL *P*
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4. Product averview
4.0 1VM ~ Procedural Overview

The Trans«Vaginal Mesh {called TVM) procedure is the result of the work of a group of 9
french physiciang (Dr I Berrocal, Dr K. Clavé, Iv M. Cosson, Tr B, Debodinance, Dr
G.Garbin, Pr B Ineguatin, Dr C. Rosenthal, Dr D Salet-Lizéde, Dir R Villet) who had
oniensive experience in pelvic floor repair and the use of mesh through vaginal route, lead by
Br Sacquetin on the initiative of Axel Amaud. 1t started in 2000 and every time they were
meeting they would go to one of the group members to obscrve prolapse repair surgery.

H is expected 10 be the naxt evolution in POP repair, It uillises a GYNEMESH PS imiplant
that has been developed over 2 years and will adress aiterior, vault, posterior and tatal
YepNITs,

Thie sim of the procedure is {o provide o standardized iraplast for Grade I and IV POR wilh
a low tissue reaction and soft synthetic hoplunt .

The procedure has been ereated to be siropler 10 teach and reproducible in g wide varigty of
pationts while ensuring them consistent cutcomes.

It 1 performed through vaginal route and mesh is held in place by 4 series of steaps to sustain
pelvic defects,

Imitial incisions are performed through the anterior and/or posterior walls of the vaging
{depending on anterior repair only, posterior repadr onlty or {otal repair). The tissues planes are
dissected and organ protapses reduced. The correct implant is selected and then placed,
Antetior onby, pustetior only and total repair techniques are described on the below drawings:

Anterior repairr single amerior mesh, (wn Postertor repales single posterior mesiy, ¥otub repuirz posterior and anlerior
bifnteral army through twe shiueton space one bilatersl arm through the aoerogpitveg mosh in place
B the assus fendineus liganent

------ Al v e T ia i
A T b 0

KTV grgsp mamdpog ey Basgm ke [ D

e 1

Propared by Oplictic Bonbier and Glaslic Bonet, 3% of Septentay, Version 1
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4.2 Ghynecare Pralifit ™ Insiramenis and fmpiant Overview

The following components will be part of the kits:

GYNECARE GYNEMESH" PS

FYNECARE GYNEMESH P& is mesh construoted of kaitted filuments of oxtruded polypropylens ideiticst in
aompoition to PROLENG
Polypropylenc Suture, Monabyorbable Surgicsl Sutumes, US.F EFTHCORN, INC. Y This material, when used a5
suture, hog been reporied 1o

b ponereactive end (o reluin its strengih indelinitoly in elindeat sse. The mesh ufords encellont strongth,
durability, end surgical
adaprability, with sufficient porosity Rie tecessary tissuo ingrowth, Blue PROTINE monofilments hove been
mcorporad o produce
contrast seipiog in the mesh. The vesh it construeted of reduced dimseter numotilmuent fhers, knifted into o
untiue desipy, that results in

u mesh thal s approsimately 50 porcent more Jexible than standard PROLENE moesh, The mesh is knitted by a
prosess whish [ntertinks
sach fiber Junetion and which provides lor elasticity in both directions. This cunsiroction permidts the meshito be
cul into any desired shape
ot size withous mwaveling. The bi-dirsctional elastic properly aitows aduplation o vaious stresses oiicountered
in the bedy.

Total Mesh apiant
The Totol mesh fmplant is GYNRCARE GYNEMESI PS tod Is shaped for porforming u (oti] vegingd pepait,
The implant hies € soaps: 4 for seouring

e anterior portion of e implant thiough the obturateor firamen sl two oy scewring the posterior portion of
le mplant {n the gucrogpanm

Hament vin ¢ trane-glutoxd approach, Allersatively, the 2 posterior stiaps may be cut 6o reduie thedr benpth and
thes dungrland oun be geered vina

vaginal approsch. The proximel soid distal anterior straps have sguared ond iangular ende, respeetively, while
the pogterior straps have rounded

encds, See Figure 1. .

Aptartor Mesh implan
The Anterior mesh uplant s GYNECARE GYNEMLEH BY and i3 shoped for repaie of antorior vaginal defesis,
Ve wrplant oy 4 steaps that are

secured vin o ttans-obluretor approsch. The proximal ond distal anlerior strups have squared ad triongular vnds,
respectively. See Figure 1,

Posterior Mesh implant
The Postorior ynesh baplunt is GYNECARE GYNEMESH P3 und s shaped for tepair of pesterior gud/or spical
vaginal vault defects. The

implaent has 2 stuaps that are seored in the sactespinus ligament via a bons-ghuteal approach. Alerpatively, the 2
posterior strajas may be

et to redune their Tength aod the mplant can be seoured 1o e sperospings Hpament vis & vaginal approvel, The
posteior astrops have

vounded vady, Bee Figure 1.

Anterior Posterior

FIgus 1 - ety Hogius Ttel, Autiniey dudFPostarion

Proporod by Ophélic Bevthier and Girgle Ronet, 3™ of Soptember, Vorelon 1

HIGHLY CONFIRENTIAL *p*
SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY ETH.MESH.00633761



Case 2:12-md-02327 Document 996-4 Filed 12/27/13 Page 14 of 41 PagelD #: 12212

Confidential Internal Information: Property of Gysecare @ Not for Distribation

GYNECARE PROLIFT Guide

The GYNHCARE PROLUIFT Guide iy ¢ single-patient-use instrument designed to eromts a puth fo stlow
placement of the Total, Anterior und

PPostersor mesh implants and fo Tseilitate the placenient of Qe GYMECAIE PROLIFT Carmita, its lenglh and
wurvnbure e specificelly

destpned to allow for the proper plicement puth o the wmaesh Sinplant shraps. The GYNECARE FROLIFT Guide
i# suitble Tor use on bath

sitdes of the patient. Scu Figure 2,

Figure 2 — GYNECARE PROLIFY Guite

CSYNECARE PROLIFT Cannula

The SYNECARE PROLIT Connuln i3 2 smgle-putient-use instrument used i sonfunction with tha
GYNPCARE PROLLICT Guide to freilitete

pussage of the implant straps while protecting the sermomding tssue. Eseh QYHECAFE PROLIFT Connelda is
placed over the GYNECARY

PROLIFT Guide prior tn pussage and remains i plaeo afler the GYNECARET PROLIFT Guide is withdrawn.
Rwe Figure 3,

/]

min| =4

Flgure 3 - GYNECARE PROLIFT Cannulg

GYNECARE PROLIFT Retrieval Device

The GYNECART FROLUTT Rotrievad Devies §s a single-pationt-use instrument designed to fuctiiate plocement
of the miesh plard stiaps.

The GYNTCARE PROUIFT ftetrieval Deviee 18 possed fhrotgh the proviousty positioned GYPHCARHE
PROLIFT Connula until its distel end is

retrigved taough de vagliud dissection, The Tsinl ond of the GYNECANE FROLIPT Retoieval Device has o
Yooy 1o senurely capture the mesh ’

iaplant srag ax the sleap is drawn owd theough the GYNECARE PROLIFT Cannula, See Figure 4.

Vrupared by Cmhatic Borthicr and Glaclie Donet, 3% of Septembrr, Varsion
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Fignere &~ GYNEGARE PROLIFT Retrigval Device

There will be three different kits available for performing TVM

| REPARSYSIEM |  GOMPONENTS

Mash baplant | Guitle | Retrtaval Devices | Cafmidas

Totat 1 Tatad 1 & &
" Antetior 1 Andarioy 1 4 E
Posterior 1 Posteibr i 2 2

Fafe ¥ - G YRECARE PRULFT Repair System Comunonants

Prepared by Cphidie Hortiner sed Gizele Boaes, 3 of Sepromber, Verslon )
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#.3 Koy product feqnres and Bencfits

Key Feature Key Benafits

T Proven safe material ]
GYNECARE GyneMuosh PS Allows rapid fibrinous fixation and escellent
implant tissue ingrowth

AMID type 1 mononitlaoment mesh which is
mﬂ;‘ preferred implant for pelvie floor surgory

Standardized proceduros Provan effactiveness (leyy ineidence of
recurrence)
| Fasy (o perform
Mure anatomically correct repair which should
lead to beffer function
| Standardized progedure 1o achieve owicome
Lower recurrence rates
Shorier OR time compared to complex rapairs
Practice expansion due (o growing paticnt
population

i
i

Provide the areatest possible fexibility to

Anterior transobturator nsers
approach, Posterior approach, Adresses all wypes of repairs: prophylactic or
total repair approach not

"""" Optimal repair
Bre formed mesh implam Reduce time for preparation
Ense of placement, use

One Guide for all pagsapes Anatomically destaned

Fuellitate accurate introduction and smooth,
continuous passage of the mesh

Thin diameter needls to allow atraumatic
passape in tissue

Use in pulling the Mesh Inmplam fixation straps
Retrieval lines through the Cannulas

 Facilitate passage of the straps in the cannulas
Easior (o prasp than suture

| Facililate praper, atraumatic placement of the
Plastic cannulas Mesh Jmplant fixation straps
Redues tissue fearing

:
H

=t

Dropared by Ophiélie Rerthier and Giralle Memct, ¥ of Seprombar, Version
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8. Product Posttdoning

GYNECARE Proliff kits will be positioned #3 an innovalive, efficlent, safe, standardized
apical, anterior, and posterior vaginal defec! repair procedures for phiysicians who are looking
for an effizctive, clinically proven standardized prolapse repair procedure with congistent
outeonies. B will complerent the GyneMesh PS product and as such will contribute to oreate
# Gyneears full range of products far prolapse repair addressing each sepment of the market
{anterior, vault/apical and posterior repairs).

Most importandy, it will be positioned as fulfilling s the critical success factors neaded for a
procedura to bevome 4 gold standard: (Our strongest posttion {s: The only clinieally supported
Profapse repair utilizing a synthetic mash with 1 year evidence of safaty}

~gase of use

~greater efficacy than current procedures perfornied (presumed not proven - cannot claim)
-short term and long term efliciency (do mean efficacy? Not proven yet, Cannot claim)

-5t and reprodusible procedure

-meeting an unmet need (yes. A procedure that supports the critical principles of o good
repais: a) good coverage of the defect, b) apical support, €) “tension free” repair with natural
attachment that atlews restoration to the “normal anatomical posidon”

~high patient satisfaction (not proven yet, cannot claim)

T addinon the fellowing will be our positioning statements:
Gyaehesh-PS

Proven Inplant because

: Profene — Iried and tested (inert, US GyneMesh study 1 year results)
Soft ~ Less erosions (reduced crosions compared (o other materinls)
Oplimised (Specifically designed) for pelvic floor

TVM (Trans-Vaginal Mesl) procedure

Best Procedure hecause
. Standardized for reproducible outeomes that bave been clinically evaluated
Anatomically correct
Flexible (comprehensive offering of solutions — Amt / Post / Total, and flat mesh)
' Tried and tested {clinical data) — sufe (& offective — cannot claim vet)
KOU endorsed

Gyneeave Profift Kit

Bost delivery devices because

Atraumatic delivery svstem ~ Sheathed needles

Unique needles — anatomically designed and tested

Simplified mesh placement - (oo sheaths on mesh to remove - cacelvl with thisas a
sheath for TVT is pood. Lot's claim — Simplified & smooth mesh placement — cannula &
retrieval systeny)
' Unique fastener technology - multiple approaches offer physicians fexibility &
choice

)

Propared by Ophilie Herthior and Chscile Bonet, 3" of September, Version
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Hest Education

Best raining because
World class Preceptor network ~ Live truinings
State of the arf training materials
Advanced taining courses - combined proesdures with TVY
Evidence-hased medicing o suppott our imnoyation & training

GyneMesh PS will continue to be marketed es the “state of the art” implant for the physicians
who prefers to perform theie “own” technlque.

6. Tarpeting

The targeting and follow-up of the physicians Gynecare ward W engage early on as well asthe
physicians who will be trained once the produet is launched will be key critival sucopss

factors for fulure spreading of the technigue.

As this progedure s new, Gynecare must make sure to establish the foundations of KOL
engagement ond sdvocagy to have the Trans-Vaginal Mesh technigue become a gold standard.

Main reasons for physiciang to switch to Gynecare Prolift vange of product are;
« Efficient restoration of anatomy
+ Reproducible procedure; speed and ease of vse backed by clinical evidence &
gxperience
# Low complications rates (short terny & long term); low erosion rals
# Low long term recutrence rate (cannot clain this)

ieeior renai

Phaze Target selection critena

Phase 11 Pre launch ~Civneeare fricndly

Pracapiorns 5086 of practice iy pelvie floor

KOL ~has experience in teaching pelvic floor surgery

Hiph volume GynelMesh PS | (precepiors)

customers -currently usfng GynoMesh PS
-doing transobturstor SUL surgery or knowledge of the
anatonuical {rinsoblurator space

Phase 2: Launch =50% of practice is pelvic floor
-currently using grafls (not only mesh) (first target mesh
users, secondary target using biologios)
-doing transobturator BUT surgery or knowledge of the
anatornies] transobiurator space

Plase Target selection eriteria

Phuse 1: Pre-launch ~Chynecme friendly

Prepared by Ophélic Berthier and Gissle Fonet, 3 ol Suptomber, Verstos 1
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Precepons

KOL

High volume Gynehesh P5
LS

=50% of practice i pelvie floot

-hag experienge in teaching pelvic floor surgery
{preceptors)

<currenlly using GyneMesh PS
-doing sacrospinofixstion (sacrosping
{Richter)

~doing or hag done tVS posterior

us Txation}

Phase 2; Launch -80% of practice is pelvic tloor
~eurrently using mesh (frst target, secondary target using
biologies)
Aonng sacrdspinetixation (Richter)
~foing or hag done IVE posterior
Total.repair
; Phae Target selestion criteria
| Phase 13 Pre-launch, «Crnecare friendly
Preceptors -50% of practice is palvie floor
KOL -hag experience in teaching pelvic floor gurpery

High volume GyngMesh '5

| users

(precepiors)

~eurrently using GyneMesh P8 (and comforiable using
large graft maderials for repair)

~doing transabturstor BUL surgery or knowledge of the
anaternical transabinrator space

~doing sacrospinofisation (Richter)

~doing or bas done 1VS posterior

Phase 2 Laonch

=509 of practice is pelvic floor

-curvently using mash for anterior and posterior repaic
(Tirst {arpet, socondary largpet using biolopios)

~doing transobiurator SUT surgory or knowledpe of the
anatomical ransoblurator space

~floitg sacrospinofixation (Richier)

~daing or has done 1VE posterior

7. Pricing

Worldwide pricing of GYNECARE Prollfi anterior, posterior, totad kits hee yel (o be finalized
according to the global pricing progess in place.

The pricing of the PROLIFT procedure kits will be based upon the extreme value that this
new procedure delivers to the end user as well a5 what the end user parceived value is. 1t will
also have 1o take into accowt the health economic environment of each counurtes,

A pricing research study done by an external company bas been ordered which includes VOO
anel haathcare govironment price constraints. In parallsl, the Gynecare Health Economios &
Reimbursement departmient will give its recommendations for US & EU countries,

Preg 3 by {phétis Perthive ant (Viralle Bonel, 3"'4;!'Sui7tendmr. Varsion 1
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Based on thoses findings, the Iaunch tears will submit its recommendation o the (Hobal
Priging Committes who will decide on the final products price.

It the financial model, the rational vsed for the pricing was bazed on current competitive
devices alrcady in the market;

Us;

-for the anterior or posterior stand alone repair kiis, the referstce average selling price was
S00% (SUT devices avarage selling price is 6005)

-for the total repair kity, the referance average selling price was 7508 (1,5 times the stand
alone kits)

-for the anterior or posterior stand alone repair kits, the refercnce average selling price was
4008 (51U devices average selling price is 4008)

-for the total repair kits, the roference wverage selling price was 600% (1,5 timss the stand
alone kits)

Due 10 health ceonomics reirbursement issucs, 1t is anticipated there will be room for
increasing the price in BU which will be most probably usequal among countries and luniled
while in the US it should be rmach greater,

8. Competition Overview

Currently the prafts are split between non-syuthetic (hiologics), hybrid {synthetic coated with
collagen} and synthetics muferial.

Main reasons for using 1 non synthetic or bybrid material are the presumed benefits of
-reduce Ussue roaction

-{issue rejection

-redues adhesions

Main reasons for using a synihetic mesh are;
~long term implant

“high tensile strenpth

-4y risk of prion contamination

-consisient, predictable performance of material
~Jower ¢ost

&1 Competitive landscape:

Biologics Hybuds S?S’“fhééés
Bard Bard/Sofradim EPD

AMS Gyunecare
Memntor Tyco
Boston S¢ AMS

ropagad by Ophélic Berthier and Girelle Monal, 3" o Septombor, Version § .
ot Sofradim
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UE: competitive landscape

. Clnichttire, Expund Brof Ed R laussh Palvisadt
Pubyied 8D L ST | Ma 1 wpouhatie
Rupiifann FoH0 8% Wik 33 Erpand anlne forga 4 contesuis

o 3
IVE Pestwior $et Bapund Brof B, launah foind 08, well 2 for §

16% x4 2 with gy
Tubplsst 1980 " wme | Co-spil wilitops
Etrmightlos vass 1 gt with Momare,
3597
inieddosh 3800 - 824 30e2 Expand olforings
Titwdor £400
Jevise Dhirtee
Burgisie 350500 1.9 ol $0.50 Ca-aall WABtreta Rk TF
EU: vompetitive landscnpe
T bisios s
i
Hylulen! CBNNEII0 E} Fa St et stata) lutqueh of 3 pulaieet BUL dovise
end of 2003
V8 Powlarior deho£30 U T Frod Bl Luechy 0F @ new peoinpne napaty
Hurghpia €B080 Jrevewbiig 2004 2008
Ugytix CAOETSD Franes % Lavenrngo with Mrotix; alintort Sams Lhuseh
Favitan 13004200 Seomany 1R IWTTapal proveduty n 2004
R rantenty L4606350 Franen 5% Agreidlve muscke: prive disoouwnte;
TR eRwing,.. €150 purgeons’ incotdlva
giofogice mash | £300 fiely Yullornd masdn
Produive £60-680 &y Y N fe iy i tytied
Hareliens 70680
Wypeo €706
Ltats E400.£80 tu ot Bl Litmighwd iy Fuliruiny 2004; Tverayewith
ey
Hnrglabr €5004250 EU Hot wiguificent Lovoragn with Firatanin

Prupara by Opletic Bobive and Giaelte Bonet, 5* of Septembeer, Version )
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& 2 New comers in 20042005

Cther competitors companies have recognized the lacge potential and market need for o
standardized prolapse ropair procedurs product and search for the *ideal implant”,

01-02/2004

SOFRADIM/BARD tavnched (he first hybrid implant (synthetic implaal coated with
collagen) UGY TEX/PELVITEX in Burope and the US. As the grall market it divided into
biotogie mplant users and synthetic implant users, this product was addressing botls segments
at one tima. Mowever, there iz at the moment no olinfeal data publighed on the uze of thiy
prosthests for prolapse repair.

Main features and benefits claimed by the company’s product are:
=reduce ergsion rate

-rednee adbesions

~durgble implamt

Q3-04/2004.

AMS recomly launched two profapse repadt procedure kits (one for anterior and one for vault
repair) available with two different implants materials. They wre not only targeting synthetic
mesh users but also biologics mesh users bringing more potential customers to their business,
Howaever, the long tern benefits of biologics are unknown therefore long term efficacy is
gertaned,

et iR — ﬁ!’;,:
L . by ""“"q)lw
w " }ﬁ%&%ﬁ* .
H e ""f‘}c h?
oy ey
L B s
Lraoms
e AN Agoges
AMS Perlgee Trensobturator Anterior Yault Buepension Bystem - Synthetic Mesh
Profanse Repair System
InteRre, inteXen mesiey

e,
T B
: lube iz
Pefigee IRLFDF  Apogea FUFDF =%l apopespdt
2005
SOFRADIM (distributed by BARD in many countriss including the U8) is currently working

on  iotad repair procedurst kit with Dy Delorme (T.OUT. inventor) and Dr Byglin, They are
expecied to be launching a new product Q3 2005

TYCO is also enpected 10 launch new mesh materials in 2003 and iy working on o total repair
procedure calted T.OP.R. with D Von Theobald {1VS preceptor for EU),

Prapurall by (3pllic Berthler and Glscite Bonet, 3% of Septerbur, Versivh 1
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I the long future, it i3 foresesn the quality and cuicomes of the implant witl become a
primary cridfena of chotce for physicians and make the difference,

8.3 AMS Rebunal Siraregy

They key atiack sirategy against AMS will b the TVM (Trans Vaginal Mesh} group
credibility, robust progedure development and work accomplished since 2000, the
differentistion of the technique (transobturator passage of the helical needle of the AMS
product), added vatue of the different Prolift instruments (based on cadaver labs feedbacks)
and lack of clinical experience (300 cases, 1 year dala versus no dafa for AMS).

‘This will be coupled with the further reinfercement of the GyneMesh PS implant, through
published clinical avidence (AUGS abstracy, publication in seientific magarine on 1 year
follow up) and alf the additional added vatue bencfits offered by a J&T company.

An appressive preslaunch activitfes plan to engage sarly on key opinion leaders, high volume
Gynemesh PS customers and create awareness will complement it

9. Pre-tnunels strafeyy

8.1 Customer Communioation

In un effort to accelerate adoption and create a fwter brand nwareness and counterast
competition new product lavnches, Gyneeare has decided 1o start o series of pre launch events
communicating on the work done with this group of U physicians to devalep 8 Trans-Vaginal
Mesh techniqus with GyneMesh P8 implant:

Date Events Alterdess
July 30% 04 | ATIGS- San Diego 80 gyne, urogynac
Gyneears Symposium surgeons attended

Speakers: Dy Mifler (US
investipatory, Dr Cosson(FR
mvestigator)

SympostumPrograml
Lo e o

Aug 237 04 | ICSAUGA GynecareTVM breakfast | 45 european KOLs

Bpenkers: Pr Jacquetin, D Cosson

(FR nvestigafors} {%@
@j i paelsantssds

TuMinvitationierter o
[+7%

Feedback form
@ )

MEETING.doc

Prepared by Colidlis Berthler and Claclic Bonet, 3 of Septenber, Version 1
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Live surgesy duting ICSAUGA: 200 atlendees
Pr Pignéd's procedure with

GyneMesh P8

By Cosson to perform Kve a case 350 attendess

with TVM procedure

)

Warksting13
HCS04.doe

Sept2ind | Cercle Récamier-Lyon 130 attendees
04 Live surgery with Dv Cosson
£
PragrammeRécamiar
pelf

Oet 20th 04 | Gynecare UK Study day $00 UK physicians

Pr Jacquetin 1o pregent TVM

technique and cesults

Nov 12th 04 { One day internal training for D4,
: umbreflns MM, O

Nov 13th 04 | AAGL symposiom { 80 physicians expected
{dve surgery cuge perfonmed by Dr
Lucente commented/moderated by
Dr Miller (US investipators)

Dhue 1o the increase in competitor activity from AMS especially itig oritical to have a
congistent rebuital strategy agamst Perigec and Apoges’s products:

Key Questions {or surgeons imerested in AMS

&

What evidened is there on the implant you are keving in te putiv?

What clinieal evidenos i there on the procedue proposed? What fs the long tenn follow-up? How
oy goxes have boo performed with those proveduges?

Are the devises proposed sdapted to the procedue?

How do they suidregs the posterior tepuir? Total repair?

GYNECARE's response to Pedgee/ Apoges

Acknowledpe there is on tnmet need for o stamburdized procedure for anterion, pesiator, todal repairz
A current development address™s this conoom

A proup of nine Froneh physiciwns who ad extensive exparicnos in prolapse repaic and uso of mesh
bt been working with Gyneenre sines 2000 o develop such a procedure

Aomwlticenter clindont (rfal i3 ondergoing/underway fo prove consistent outeomes (nduependent of the.
physietuns-own experience, & prospeetive trial fvolving 180 patfents is neer sompletion and forme the
Basis for the Jaunch of the GYNBCARE Prolift gystem

Tt owill be introdoced with the sdded reassunmes of the only "tied snd lested mush isplant and
progedury’

Vropard by Ophdlic Berthier and Ginelle Wanul, 3 of Scptember, Version i
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0.2 Pre-lounch countries invedvement and key activities.

Tnvolving countries prior to Jamanch of the Gynsesre Prolift product range will be critical to
ensure & successful dnunch. (Explain upfront that you are reconniending a 3-Phase Launch to
ensure that the GYNECARE ProLil System is introduced sequentially in countries that have
an established mesh market, This will enable 2™ and 3™ Phase markety to strengthen their
mesh advocates before fannching ProLift)

(Countries were informed of the intended launch via the Global Marketing Council held in

Parls on Avgust 22", 2004}, All countries will ba informed on the pra-lnunch sefivities thal
will take place and wit] bave the opportunity to involve surgeons carly on,

However, key activities will be available for countries where the Gynecare Prolift range of
products will be lunched during Phase 1 (Soft launch; February and Full launch: April 053,

The Gynecare Prolift product range will be Inunched in Phase 1in the US, EU D4 countries,
Australia and three umbreling (Spain, Benelux, Switzecland). As level of mesh penetration is
unequal among counfries (umbrellas, Asia), the countries with the highest mesh penetration
rate will lamnich in Phase § while the other will launch once they have developed the uge of
CyneMesh P5,

Phase 2 will start in late Septeraber and will Include: Portugal, South Aliics, Scandinavia,
Austrin, some Asian coundries and Canada (waiting this Jong lor Canada aay bo a lssue)
Phase 3 will start in 2006 and will melude: ROW, Lastern coutries, Latin America, .,

Pre-daunch and soft launch countries activities includes:
Monthly e-newsletter distribution

Symposium (FVM breakfnst at ICE/IUGA, Live surgery)
Observe surgery in Lilfe or Clermont Ferrand

Internal training for MM or CM

9.3 Pre Lanach Preceptor Prograwme (US, 4, Unbrellas phase 1)

Activities Date
Praceptor Selection 1710812004
Preceptor Engagement  9/17/2004 - 10/15/2004
Cadaver Labs US 10/16/2004 - 12M15/2004
OR Training EU 912712004 - 12/7/2004

FDA/CE marked Prolift produet for human clinteal uge will not be available untl end Jsouary
2004/2005, in order 1o defend any further existing business from cither posterior TVS, Perigee,
Apogoe or any other implants procedures, there will be a Prolifi Pre Launch Training
Programme 10 start enrolling future preceptus, KOL, bigh volume GyneMuosh PS customers,

Programime

ivapaeed by Cphdlis Borthier and Glselle Bonat, 3™ of Suptewder, Vorsion {
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oy

Crpacity (o take a further 40 surgsons to Lille (mostly) or Clermont Ferrand
between Oci-Dece (4

Average 3-4 surgeons per vigit

Global Launch Leader and local CD/MM to attend sole country vxsn‘,s

Evening arrival, following day observe and participate to surgery 274 procadures in
the OR with a presentation of the physicians results

The aim of the mixed countey visit is to give ‘extra imporiance” to the customer
exposing them to 2 European group and to alzo diffuss the positive experiences
* Countries will still be given the opportumity to reserve ong session for their
customery onty

The EU training will focus on OR. observation (11 sessions) with inventors in
France while US traintng will foeus on cudaver lab (1 lab) and faw surpery
observations (1 sesston) in BU for “VIP® only {(what about using the US
investigators by December for 8 ive surgery program?)

Proposed datss in !Aliwlh_ﬂl_ﬁszmn

Vv

¥

1’3’

o 17/23“ Seplember Mixed Buropean Visit

o 5™ October Urabrolia Viail

o 19" Oclober Mixed European Visit

o 203 Novembor Mixed Europeasn Visit/US

o 16" November Mixed Buropean Visit

o 23724 November Mixed European Visil

o 30" November Mined Buropean Visit

o 7! December Mixed Furopean Visit

o 1Y Decomber Mini summit cadaver Iab in Las Vegas/US and

pracedure training
1, Launch strategy milestones
F0.1 Product availibility

Relenge of Rewsoble Guides Por First Buman Use (Pr Tasquatin, Dr Cosson, Dr Debodingnee) Mid Oct
Design Verification

Packaging compicic Sepi 04
IFU somplols Sept 4
Demo produoot availability : Mid Nov 04
Limited Guantity Boleuse OF Pilol Deviees For Pirst [hunan Use (30 kits) Wi Do
Diegign Vatidation Dec Od/Jan 03
510k submission Mid Mov
~Appraval (111 or V1)

KNP Aug 04 ~ Dec (4
~{Sterilization and all other processes st Mediling, JEB, & Neuchatel)

CE mark Jan 20h G5
PRA Approval For US and EU(Bes Lawch fan 29" 05

2.2 Preslongnch/Leamcd activities

ALIGS sympasiom Jul 64
[CSAUGA breakinst Aung (4
Cercle Récamier Sept 04
Train future preceplors Ocr-Deo 04
Gynecare UK swudy day Gt 04

Propared by Ophdtie Berthber and Giselly Hones, 3™ of Septenter, Version |
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AAGL symposium MNov 04
Presfraiming of TU/Umbrella Nov 12"
Cadaver laby/Mind Sumimit Dree (04
Soft Launch Jan 20™
Full product available/Release 1o preceplors Jan 20
EU Live surgery with preceptors/Train the trainers programms , Feb 05
Soft Iaunch Training US team WNTM
Soft launch fraining BU team Jreh 0%

TVT Preceplor Sununit Feb 65

Clinival dala availability March (3

Tools available March 03

Start Trnining sessiony Mareh 03

Full taunch Apris

{There must be 4 plan 1o have 3 webcast/Araining Tor the US sales {orce in Q4 2004 10 share
our plang for I Art, help the DM s/reps 10 understand the advantage and positioning of our
product, begin Jooking for the right {argel doctors and also “rebut” the ¢competitor’s
produsts...)

See attached Ganit charts (Appendix 2)

11, Professional Education
11,1 Internad ivaining

As protapse repair is very comples, it is expecied learning the TVM procedure will take mors
time than for SUI procedures to leam, Therefore, the tratoing will occur in different phases:

EU.

1) Exposure 1 the pelvic floor platforsy oppornnities and future product launches fast May
2004 during the umbrella meeting

2} lnvolvement of local management (Marketing Managers and Sales Marmpersy and training
on prolapse repair through a one day pre-training course in Noventber 12%

Thig will agsist the sales team to cleady understand and leam the aatomy, the reason for the
use of meshes, the different techniques in profapse tepair and competitors praduct prior to
taunch meeting. The content will detail:

¥ Ansony
* What ig a prolapse?
& Surgical treatmenis including techniques using grafis or not grafls
+ TReasons for the use of meshes, criteria of choice for the implant (Gynemesh
P differentistion)
Techniques using meshes and competitive products
Gynecare Prolift procedures
Pre-launch fAaunch stratepy

3) Soft Jaunch for sales forge and iraining on prolapse repair through ¢ 12 hours training
during the next Europoan meeting in February, The course with use the content taught in
November adapted by local marketers,

- 4) Full launch during local sales meeting in April

ant

Dyepared Iy Onhélie Rerthior amd Gividly Bonel, 3™ of September, Vapsion 1
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Us;

LY Involvement of sales and marketing smanagement on prolapse and pelvie floor strategy

2} one to two howrs {raining course on anatmy and prolapse repalr techniques during US
rogtonal mectings in July 04

3) Soft launch and training course on prolapse repalr and TVM procedure the pext NTM in
late Jauary

4) Full lnunch duning local sales meeting

{There must be a plar to have a webcast/training for the US sales {oree in (4 2004 to share
our plang for D" Art, help the DM s/reps to understand the advantage and positioning of our
product, bepin looking for the right target doctors and also “rebut” the competitor’s products.
Waiting until January will be too Inte — (his will help to capitalize on the AUGS workghop g
we should be (ollowing up to get feedback.)

Launch material will be prepared which will cover the following areas. (lef’s make sure wea
are not leaving too much for the “local” 1eam to develop ~ our US resources on the Global
project are also the local resources, and Joe will bave to support many umbreflas...)

= Background to local market (Local MM (o prepare)
Review of enatomy (Looal MM o adapt content given)
Review of prolapse repaiv most used tochniques locally (Local MM to adapt comtent
given)
Background ta launch of GYNECARE Prolift {Lacal MM 1o adapt content given)
Detailed doscription of procedure (Local MM 10 adapt content given)
Key features and benefits (Local MM te adapl content given)
Clindeal Evidenes (Local MM 10 adapt content given)
Competition Rebuttals {(Local MM 1o sdapt content given)
Review of ieratwre: o tmeshes, techniques, competition (Lecal MM fo adapt content
giveny
GYMNECARE Pro&ill Positioning & Price (Local MM 1o adapt content piveny
Promofional Material (Local MM to adapt content given)
Gé A (Local MM o adapt content given)
Mext steps - Targeting & surgeon Prof Bd & Pollow up {(Local MM (o prepare)

L ]

2 ® B & + B

# b B M

11.2 Surgeon Troining

In Junuary (3 when GYNECARE Prohill product range will be available there will have been
over 41 surgeons across Europe who will have attended the Pre Launch Preceptor Training in
Lifle or Clermont Fervand as well as well as 30 surgeons who will have attended a cadaver lab
in Las Vegas ond/or gooe to Lille for training,

g

Propared by Ophdlie Bevthler and Giselle Fonet, 3 uF Supt by, Virsion {
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Activities Dale
Preceptor Selection 17108/2004
Preceptor Engagement 8/1712004 - 10/15/2004
OR Training EU Pre Launc  9/27/2004 - 12/7/2004
Preceptor Live surgery 1129/05-2/13/05
OR Training EU 9/27/2004 - 12/7/2004

During Soft Launch in Februsey, Gynecare will organize 4 tive surgery event ag well as &
teaching session on content that witl be given to precepiors. This will give the opportunity to
bring together the surgeons who have agreed 10 begome Preceptors in order for them to
clegrly understand the ‘cook book” technique in order (o then continue to teach the correct
procedural steps, which will then create the pyramid of wraining. They are expacted o perform
3-8 procedures in February-satly March before they start trafoing in March-April (To make
this a little more exciting, it might be nice 10 ask the US investigators what they think about
starting with M. Cosgon operating on & Live Telecast from France and having the US
investigators be the luval muoderator - we can use Dave Robinson for West Coast, Dennis
Mitler for Mid-west and Centrgl Reglon, mnd Vinoo Lucente for Bast Coast)

In addition each country will be able 1o arrange local launch/webcast/symposivm and given
the opporiunity to invite Pr Juequetin or Dr Cogson (an at least two month notice will be
reguired 10 engure inventors avaiiability),

Fach market will then be requived to execuie their own Professional Education with local
preceptors {2-3 centers) who had been enrolled on enrlier activities (OR olservation, Hive
surgeryl.

Training with *key' or *“VIF* surgeons being tovited {o Lifle or Clerimont Ferrand will still be
an option but will be fimited due to eapacity issues,

A flving program will also be sel up 1o give more flexibility fo countriey, Dr Debodinance
will do most of it (an af least two month sotice will be required to ensure inventors
availability}.

Our aim is fo create a preceptor pyramid-feaining program:

Complete
1 . 2004
nventors
&)
] . Nov - Dec
Precepiors 2004
(20-30)
EOLs Feb - Jun
{200-250) 2005

x3ih

Preparsd by Cphalis Bertbior and (iisalis Bassok, 3 of Septombar, Vorshon

HIGHLY CONFIDENTIAL *P*

SUBJECT TO STIPULATION AND ORDER OF CONFIDENTIALITY

ETH.MESH. 00823777



Case 2:12-md-02327 Document 996-4 Filed 12/27/13 Page 30 of 41 PagelD #: 12228

Confidential Internal Information: Property of Gynecare ; Not for Distribution

Us:

Activities Date
Preceptor Selection 17/08/2004
Freceptor Engagement 8/17/2004 - 10/15/2004
Cadaver Labs US 10/15/2004 - 12/15/2004
OR Training EU 9/27/2004 - 12/7/2004
OR Training US 3/3/2005 - 16/12/2006

From mid Jamuary to February, Gynecare will organize for the physicians who attended the
cadaver lab (25) in Las Vepas to go observe surgery i one of the 3 US investigators sites. It
is expoctod each physicians will use the product 5-8 times before they fesl confident with the
technique during February-early March. tn addition, 3 webeast (0 trata future precoptors (10~
15} on (raining content will be set up once fools will be available.

Each preceptor s expected 1o train 3-4 physicias 2 moath. Complementing OR sugery
observation with cadaver lab will be pursued if feedback from surgeons who aitended the ong
organized in Las Vepas shows it brings value to the training

Qur aim is to create a proceptor pyramid-training program:

. Complets
nvestigator 2004
(3)
5

Precepilors Nov — Dec

(15-240} ' 2004

Z

KLs Mareh - Deg

{200-250} 2005

This will allow us a controfled rofl of this complex procedure but create enough users to
achicve our first year saley target.

(MB. Al ugers of TVM MUST go through our proceptorship programue in the US and ARE
RECOMMAMDED 0 go through our preceptorship programme in KU )

Proparad hy Opbéto Burtider and Glsclic Bonet, 37 of September, Varsion 1
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1%, Clinical Strategy

To date there is now 1 shstraet on TVM technique at JUGA/ICS | Dy Debodinance is
submitting one article on technique s a French scientific mapazine.

Regarding GyneMesh PS publications, many abstracts can be found (AUGS. ICSATIGA) and
one/two scientific papers {one abdominal, one vaginal paper) is wnder writing for a potential
submission in an American scientific magazine in late November,

A prospective multicenter clinical study is undergoing with 3 US investigators (v Miller, De
Lucente, 12r Robinson) aod 9 French physicians (Pr Jacquetin, Dr Cosson, Dr Debodinance,
r Berroeal, Dr Garhin, Dr Clavd, Dr Rogenthal, Dy Vitlet, Dr Salet.Livdu) on 180 patients
with 6 month, 1 vear, 3 vear and 5 vears follow up.

Gynecare atims 10 laimeh the TVM procedure with a set of chinical data therefove Tor the
launich of GYNECARE Proliff, the & monih clinical data will be avatlable as well as 2
menegraph of the technigue, Both the above evidence and the monograph by Pr Jacquetin and
the TVM group will adequately support safety and efficacy of the procedurs. However,
further published results will be necessary 1o support clinical evidence, Dr, Joel Lippman hag
agreed 1o meet with the clinical and marketing toam in Q4 w Jush-out the publication strategy
as well a5 diseuss what data can be made used for launch,

As of today, more than 300 cases have been performed by the group of ¢ physicians., The
group has collated its data and is anticipated to submit it for publication wwards end 04,

Post launch customer suliated roscerch studies have vet to be deterniined. A noed for further
climical study 16 be undertaken has alrendy been. identified nd will nesd 0 bo budgeted for
2005,

13, Launch Materials

The below items are currently in developmeni and sre planned to be available for the launch
of GYNECARE Prohft!

TS RppOL AlerIa e ] DeSenphan 1in ot ae e
4 pages detail aid Description of tools, presentation of features | Dec 04
and benefits of the technique, Gynemesh IS

implagt characteristics, clinical resulis and

charactenstics
High res phoio To be uged in brochures, presentation Dae 04
images/Photo library
Kev proceduwre steps | Dieseribe fechnique and kev steps Dee 04
OR s1ai) sales aid Pescribes patient preparation, instroments Feb (5

needed o perform procedure, anesthesia
protocole, elg
Development of print | Conting soon feaser and launch adverlising | March 05

adveris campaipn -
Intersctive CD Rom | Case study siyle format with videos of March 03
procedure, cadaver dissections, 31D anatomy
and MRI

Trepared by Cphdlie Rerthier and Giralle Bonet, 3% ol Nopteasber, Yersion 3
i ¥ 1
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TVM technigus Authored by Pr Jacquetin and the group of 9 | Feb 04
Monogeaph phycisians
To support clinical evidence on the
procedure: describes evolution, instruments,
procedure, anatomy, chinical dma _
Preceplors PWP Presentation to support preceptor raining on | Feb (5
proseviation the 1echnique
Praceptee binders To be handed out after preceptorships, March 03
includes CD, product information, clinicals,
ngnograph
Competitive matrix Onc page with all competitors tools and Drec 04
for salesforce mesh charseterization
Prolapse repait 30 CD rom to train on profapse repfnr [ree (4
training CD rom
Launch binder e
Mesh bibliography Bibliography classified according to Drec 04
competition, complications/themes, date of
publication with stanmary 1o strengthens
arpumentation
FAQG for salesforce Adresses how to handle intraoperative of Fob 04
postoperative complications, patient
0 dselection, clinfcal data
Convention n.mrkc:ting ?:mpecﬂmg cards, boolh posters, March 05
sxlesaids promotional giveaways
Pelvie modeds Models usad for enhanced training et 4
| experience. Nof eustom mide,
Patient leafiots Build awareness of prolapse, failure rales, March 03
mesh benefits, patient options, call 1o action

14. Exhibition Stratepy (from now on}

rapmrod by Cplidtio Bortlicr and CHeelle Bonot, 3% of Septeber, Yerdon 1
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‘ When Presenter Details
Cerela Sopt ¢ D Cosson Live surpery
Bécamier/Lyon-
France .
Programmefideamier
il
Gynecare UK MNav 04 Pr Jacquelin Presentation
study day/York v
AAGLSm Nov 3th Dr Lucente/ Dr | Live surgary
FranciseosUS 1 Milter
Pr Yacquetin GYNECARE Sytnposiam
IPEG/ Paris Feb 04 organized on prolapse fechniques
/Dunkerque-France | 2728 th Dr Live surgery and round able
Feb 04 Pebodimance/Dir
{osson
EAU March (15 DrX L
Augtria I March 05 1 Dr X Live transmission
ICS 2005 Date Prof X What we will present ete
(Canada)
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TUGA 2003
ALGE 2005
ele '

15, Product logistics
151 Tneventory
GYMNECARE Prolift will be supplied from Neuchitel, Switzerland. The team in Gargrave,

UK, which is led by Richard Noble, is carrenily managing the demand planning .
Rache! Geiger will continue to be the contact for the purchasing department

Product Code Description Cage Contents
PFRAM GYNECARE Frolifi Anterior Pelvie Floor Repair system i
PYRPOL GYNECARE Profift Pasterior Pelvic Floor Ropair systom 1
PFRTOI GYNECARE Prolift Total Pelvie Floor Repair system 1
PFRFO! FYNHECARE Profix Fastaner system t

All components will be provided sterfie and sinple use,

15 2 Foreeasty

The latest forecasts for GYNECARE Prolif are attached, This includes local markets safety
stock, sterite and non storile samples. The rate of canmibalization of the exvisting GyneMesh
PE neads 1o be addressod in each of the lacal markets forecasts.

(1t 15 quite wseful o include an assempfions sectton as it relates 10 the forecast : example,
tming of product availability, advocncy of largs pieces of mesh, ete... This is o thaifa
crilical assumption changes, then it will affect the forecast, and people understand thet beiten)
See appendix 3

15,3 Samples

First build reusable guide prototypes anticipated Mid Qotober 04 (3 samples: 1 for Pr
Jacquetin, Dr Cosson, Or Debadinanee)

Final product — Mon sterile samples for demos or product shooting anticipated Mid Novembaer
4

Final product - sterile anticipated mid December 04 {30 kits for US investigators and 9 FR,
investigators)

Final product - sterile release for sales anticipated January 26™ 2005

154 Pelvic Floor Sales Projections (W)
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ot UM Frumiehid thodel D6TAM, Howed nn pehovse ol i psde] | §7net by new vormmna.
See appendix |

16, Budget summary / Resowmiees

16,4 Ginhal Launch team budget:

Al malerials isted 1o the promotional ftems with be funded from the 2004 Pre Launch budgst
of the Global Launch Tearn budget and the 2005 Launch budget of the Globat Launch team

Preparad by Ouhélis Horthive snd Glocte Bonet, 5 of Septamber, Version 1
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See Appendix 4
16,1 2003 Loval ol tecan bdger:

Legal faunch budget should inclode budget for,

Phase 1 and 2 counines; /A

Duplication of Gynecare Prolift 100ls {CD, brochures, elc)

Publication reprints (Monograph, Gynelviesh PS publications, Bibliography articles)
Samples for customers or salesreps

Logat launch events (Foadshows, Live surgeries, ote), workshops and exhibition
Preceptorship {for GyneMesh P8 and Prolift

Any other promational items

Local consulting fees for advisory board (KOLs sponsorship)

Salesforoe meeting and training tools

Salesforce inventives

Local post marketing triund

Prapaced hy Ophélis Herthier aud 3rulle o, ¥ ol Suplumber, Vorsion 1
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Phase 3 countrivs; Develop use of Gynebesh PS

Preceporship for developing use of GyneMesh P8

Duplication of {ools for Gynehiesh PS (CD, brochares, et}

Publication roprinis (Monograph, GyneMesh P8 publications, Bibliography articles)
GyneMesh PS samples for customers or salesreps if necded

Local launch events (Roadshows, Live surgeries, etc), workshops and exhibition to establish
CyneMesh P8 brand and create awareness on Cynecars Prolifl product

Any other promotional items

Local consulting feeg for advisory board {K.OLs sponsorship)

Salesforce meeting and training wols on prolapse repair

Saleafores incantives to drive GyneMesh P8 gales

Propared by Ophelic Berthicr and GissHe Fonet, 3% of Suptentier, Vorsion 1
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APPENDIX
Financial model 040704,

Financial roodsl 061404, D art base case scenario.

anl

Preapared by Opleihio Herthior amd Ciinile Basel, 3% of Septenber, Version 1
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APPENIIA 2
Gantt chart: Marketing fools, key activilies, Prof Bd, Clinical, intermal tralning

Preparsd hy (phéhe Borthice and Glaelle Bongt, 3™ of September, Varsion §
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2005 Forceasts

Dropaved by Cphélic Berthier and Glselle Bonat, 3™ of Septenbee, Version |
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APPENDIX 4
Fre launch and launch budget

Prepared by Ophélis Herthier aml (inalls Bonet, 3% of Soptember, Verston 1
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EXHIBIT 5



From: Scalera, Mary Ellen [mailto:MScalera@RIKER.com]
Sent: Wednesday, June 05, 2013 11:06 AM

To: Jeffrey Grand; '‘Adam Slater’; "Jillian Roman'

Cc: Crawford, Kelly; Kabbash, Maha

Subject: In re Pelvic Mesh - NJ Deposition Scheduling

Jeff,

In furtherance of our conversation and e-mails, the following is the updated deposition scheduling information
on the 12 depositions noticed in the NJ litigation:

a. Chuck Austin — scheduled for June 13-14 in MDL

b. Dharini Amin — on vacation on the date scheduled and again in July. She is available after August 6. Please
note that she was deposed for a full day on TVT issues as she was not involved in pelvic floor. As such, please
reconsider if she needs to be re-deposed at all. 1f so, one day should be sufficient time.

c. Zenobia Walji — employed by a different company and resides in Singapore. She is not willing to voluntarily
appear for a deposition, and her last known address has been provided to you.

d. Brian Luscombe — offered for July 29 and 30 in the MDL.

e. Peter Cecchini — offered for August 14 or 15 in the MDL.

f.  Harlan Weisman — former employee who resides outside of NJ. He is unable to appear on July 16-17, but will
make himself available on July 17-18 in Princeton.

g. Ramy Mahmoud — may be available on July 16-17 (as noticed) or 17-18, but we are still waiting for
confirmation.

h. Axel Arnaud — confirmed for July 19-20.

i. Allison London Brown — tentatively available for July 30-31 (as noticed), but awaiting confirmation.

j. Cheryl Bogardus — not a current employee, but has agreed to voluntarily appear on August 30.

k. Amy Goodwin — former employee of Ethicon, whom we have been unsuccessful contacting. We are still

attempting to reach her and produce her voluntarily to ask about her availability on August 6-7 (the noticed
dates). If she is not willing to appear voluntarily, we will so advise.

Dr. Jim Hart — available on August 7-8, as scheduled in the MDL.
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m. Mark Yale — available on August 7-8 (the noticed dates).
Please let me know if you have any questions or would like to discuss.

As you can see, we have made every effort to both coordinate scheduling and keep the noticed dates when
possible.

However, although you advised that the noticed dates were coordinated with MDL Plaintiffs’ counsel, there
may have been some miscommunication as several dates were different than those previously-scheduled with
the MDL Plaintiffs’ counsel.

I am sending under separate cover letter minor changes to the other proposed CMO paragraphs.

Thanks.

Mary Ellen
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Mary Ellen Scalera | Partner

Riker Danzig Scherer Hyland & Perretti LLP

Headquarters Plaza | One Speedwell Avenue | Morristown, NJ 07962-1981
t: 973.451.8501 | f: 973.451.8722 | MScalera@RIKER.com | www.riker.com

IRS Circular 230 Disclosure:To ensure compliance with requirements imposed by the IRS, we inform
you that any U.S. federal tax advice contained in this communication (including any attachments) is

not intended or written to be used, and cannot be used, for the purpose of (I) avoiding penalties under

the Internal Revenue Code or (Il) promoting, marketing or recommending to another party any
transaction or matter addressed herein.

Confidentiality Notice: This e-mail contains information that is privileged and confidential and subject
to legal restrictions and penalties regarding its unauthorized disclosure or other use. You are
prohibited from copying, distributing or otherwise using this information if you are not the intended
recipient. If you have received this e-mail in error, please notify us immediately by return e-mail and
delete this e-mail and all attachments from your system. Thank You.
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