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L ~ OVERVIEW

When a medical device manufacturer chooses to affirmatively advertise 1ts products,

{ _ California’s Unfair Competition. Law.and E alse-Advertising Law require that it do-so truthfully; -

thereby deterring deceptlve and misleading advertising. (Cf, Barquis v. Merchants Collection
Ass’n. (1972) 7 qu.3d 94,1 IO.) This is equally true whether the manufacturer targets doctors or
patients, The Court concludes that the People of the State of California (“Plaintiff") have proven
by a preponderance of the evidence that Defendants deceptively marketed their pelvic mesh
products in the state of California and that their marketing was likely to deceive reasonable
doctors and reasonable lay consumers, including potential patients and their fnends ‘and family,
about the risks and dangers of these products. The Court therefore finds in favor for Plaintiff and
awards civil penalties in the amount of $343,993,750. The Court would like the parties to file and-
serve supplemental briefs on the issue of injunctive relief By February i8, 2020,

II. PROCEDURAL BACKGROUND

A.  The Pleadings _ :
Plaintiff filed a complaint against Johnson & Johnson and Ethicon Inc. on May 24, 2016,

and on November 21, 2016, filed an amended complaint against Johnson & Johnson, Ethicon,
Inc., and Ethicon US, LLC (collectively, “J&J” or “Defendants™). The first amended complaint
claimed that J&J misrepresented the risks and complications of its pelvic mesh devices to doctors
and patients in violation of the Unfair Competition Law (Bus. & Prof, Code, § 17200 et seq.)
(“UCL™) and the False Advertising Law (Bus. & Prof. Code, § 17500 et seq.) (“FAL”). Plaintiff
requested an injunction pursuant to Business and Professions Code sections 17203 and 17535 .
and civil penalties pursuant to Business and Professions Code sections 17206 and 17536.

B.  Stipulatiens by the Parties

Prior to the commencement of this action, the parties signed a tolling agrcement with an
effective date of October 17,2012, (Defs.” Memo. P&A. ISO Mot. in Limine to Exclude Evid.
Qutside the Relevant Statutory Periods (#3 of 8), at p- 1 [filed 6/10/19]; Decl. of Stephen D,

- Brody ISO Mot. in Limine, Ex. 7 [perties’ tolling agreement].) Accordingly, the People’s UCL

claims, which are subject to a four-year statute of limitations, were tolled to October 17, 2008.
2

Statement of Decision (37-2016-000 17229-CU-MC-CTL)




10
11
12
13
14
15
16

17

18

19

20
- 21
22
23
24
25

26

27
28

I - N " T S

(Bus. & Prof, Code, § 17208;'People v. Overstock.com, Inc.; 2017) 12 Cal.App.Sth 1064, 1077

[four-year statute of limitations for UCL claims].) The People’s FAL claims, which are subject to

-~ athroe-year statute of limitations; were tolled toOctober 17, 2009, (Cal. Code Civ Proc.§ |

338(h); Overstock.com, supra, 12 Cal. App Sthat 1074, n. 8 [three-year statute of limitations for
FAL claims].) _

On August 3, 2018, the parties signed a stipulation and proposed order regarding
Defendants’ corporate structure and financial condition, (PX4835.) The Court signed the order on
August 7, 2018. (Ibid.) Pursuant to the stipulatic;n and order, any judgment by this Court applies
equaly to all three Defendants in this action. (4, at 9 L, 2, 3.) Also pursuant to the stipulation
and order, Defendants’ financial condition “shall be represented as and limited to” the net worth
of Johnson & Johnson, which is $70,418,000,000, and the net worth of Ethicon, Inc., which is
$2,762,046,000. (Id. at 19 4, 14.) |

On April 6, 2018, Plaintiff moved the Court to compel, among other thmgs, further
responses to their Special Inter:rogatory Nos. 4,5, 7, and 8. (People’s Memo. P&A. ISO Mot. to
Compel Further Interrog. Responses [filed 11/15/17].) These interrogatories and the relevant
definitions requested that Defendants identify all of the brochures “distributed, publishe'd,_ or
circulated by {Defendants]” to the public and all of the presentation materials that “accompan(ied]
or supplementfed] oral presentations” to the public regarding théir pelvic mesh products. (Decl. of
Daﬁiel Osborn ISO Mot. to Compel Further Interrog. Responses, Ex. II [Special Interrog. Nos. 4,
3,7, and 8; definitions of “BROCHURE” and “PRESENTATION MATERIALS”].) On April 16,
2018, the Court grantcd Plaintiff’s motion to compel and ordered the parties to meet and confer to

' “designate which documents shall be relied upon as final drafts for trial purposes.” Pursuant to

this order, on June 19, 2019, the parties signed a stipulation identify_ing the “final versions for trial
purposes” of Defendants® marketing communications regarding their pelvic mesh products.
(PX4824)
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HI. STATEMENT OF FACTS
A. The Pelvic Mesh Products

1 . J&Ts pelvic.‘mesh‘.productfs-at—i-ssue~i-n-t—hj-s-ease-are-t-he--TVT-fanﬁ-ly—-of slings used to treat -

stress urinary incontinence (“SUI”) (i.e., the involuntary leakage of urine during physical activity
such as coughing, sneezing, laughing, or exercise) and the Gynemesh, Prolift, Prolift+M, and
Prosima devices used to treat pelvic organ prolapse ('POP”) (i.¢., a condition in which the pelvic
floor muscles can no longer support pelvic organs, causing them to drop into and sometimes
outside of the vagina.)

In 1974, J&J developed its heavyweight Prolene hemia mesh, which was knitted from
Prolene polypropylene suturé. (7/16/19 Tr. 69:6-25, 70:26-71:7 [Dr. Rosenzweig] ) In 1998, J&J
launched its first TVT sling product for SUL (/4. at 67:4-6.) J&J subsequently launched four
more iterations of tﬁe TVT sling over the next decade: TVT Obturator (“TVT-0) in é004, TVT
Secur in 2006, TVT Abbrevo in 2010, and TVT Exact in 2010. (d. at 67:7-1 1.) All of the TVT
devices included the same heavyweight mesh as the Prolene hernia mesh, just cut to a different
sling shape. (Id. at 53:3-12, 69:6-25.)

In 2002, J&J launched the Gynemesh Prolene Soft (*Gynemesh”) to treat POP. (7/16/19 Tr.
69:19-25 [Dr. Rosenzweig].)] J&J launched the Prolifi,! Prolift +M, and the Prosima, also for
POP; in 2005, 2008, and 2009, respectively. (Id. at 67 :12-25, 69:19-25.) In the Gynemesh, Prolift,
and Prosima devices, J&J used a different, lighter-weight mesh than in the TVT but which was
still made from the same Prolene suture matcriai. (/d. at 69:6-70:7.) The Prolift+M was knitted
from a blend of Prolene and Monocryl. (/d, at 69:6-25, 70:8-10.)

B. Defendants Deceptively Marketed Their Mesh Despite Knowing the
Serious Risks

SUI and POP are lifestyle conditions, which means that while they may have a varying

degree of impéct on a patient’s lifestyle ranging from minor to significant, they are not life-

! 7& never sought the required 510(k) clearance from the FDA before it began marketing Prolift to the
public. (8/8/19 Tr. 149:19-26 [Dr. Hinoul].) Rather, J&J sold Prolift for three years before the FDA found out Prolift

aretroactive 510(k) clearance. (JX10052.6.) J&J did not stop selling Prolift at any time. (8/8/19 Tr. 151:16-153:28
{Dr. Hinoul].)

4

was on the market in late 2007, at which point the FDA instructed the company that it may not market Prolift pending
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threatening or debilitating. (7/16/19 Tr. 47:26-28, 58:16-59:5 [Dr. Rosenzweig].) There are a

range of surgical and non-surgical treatment options available for both SUI and POP, all of which
..,_n:equj.re.trade-oft-‘s—in--tenns'ef-tl-le'risks-','-efﬁcacy;“and"the' convenience ot lifestyle benefits of the |~

treatment. For instance, insertable devices like pessaries are effective and have minimal risk but
are inconvenient and undesirable from certain lifestyle perspectives. (Id, at 48:25-49-22, 59:4-
60:3.) Other solutions like medication, injectables, and pelvic floor exercises have varying
degrees of efficacy and are not one-time cures—they require repeat treatment or sustained
commitment. (Jd. at 48:22-50:15, 59:6-15.)

Prior to J&J’s development and widespread marketing of its TVT slings, surgery for SUI |
Was not an attractive or commonly selected treatment option because, except in the most severe
cases, the lifestyle benefits were not worth the risks of a major, mvaswe, open surgery and the
associated significant recovery period. (7/16/19 Tr. 53:13-24 [Dr. Rosenzweig] .) According to
J&J’s its witnesses, J&J revolutionized this field by offering a solution to the lifestyle
inconvenjences of SUI that could be achieved through a “safe and effoctive,” “minimally
invasive” out-patient procedure w1th a speedy recovery. (8/8/19 Tr. 19:20- 24, 24:28-25:22 [Dr
Hinoul]; 8/9/19 Tr. 27:12-28:6 [Dr. Hinoul]; 8/19/19 Tr. 158:1-2 [Dr. Nager]; 8/21 Tr. 47:17-48:2
[Dr. Kahn]; 9/17/19 Tr. 138:14-17 [Dr. Rosenblatt].) But, as discussed below, J&J marketed the
benefits of its mesh products without fully and truthfully disclosing the accompanying risks and
complications. |

As Ethicon Medical Director Dr. Piet Hinoul testified, J&J knew from the time it launched

TVT in 1998 that its mesh slings caused severe, long-term complications such as excessive

contraction or shrinkage of the tissue surrounding the mesh; “debilitating” and “life~changing”

chronic pain; pain to sexual partner; chronic or lifelong dyspareunia; and a whole range of urinary

dysfunction complications. (See Section V.A on risks known to the company.) The company also
knew that these comphcatlons could be s0 severe that mesh removal would be necessary but,
unlike other implants, removal is difficult and harmful and can take multiple surgeries; J&J also
knew that some of the most severe complications of mesh can be irreversible, (Ibid.)

J&J concealed its knowledge of the serious risks of mesh from the patients and doctors they
5
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targeted with their marketing, circulating deceptively incomplete Instructions for Use (“IFU™)
warnings with each of their devices and prbpagatmg that deception throughout their marketing

- communications: {See-Seetions VDG on deception.) Deferdarits” fiarketing to both patients and |

doctors consistently and repeatedly touted mesh’s benefits while misrepresenting, downplaying,
and concealing its Potential for serious, long-term complications. Defendants® patient-facing -
brochures, websites, presentations, and other materials consistently emphasized the speed, safety,
and effectiveness of Defendants’® mesh proclﬁcts (e.g., JX10201; JX10222; 7X11599 at 1 1-12) and
mafketed mesh as providing significant lifestyle benefits to women by restoring their ability to
have a fulfilling sex life and to engage in physical activity. (See, e.g., JX10210 at 3; JX11347 at
3;JX11599 at .12.) Defendants sold a similar message to doctors through in-person detailing by
sales representatives armed with sales aids, in-person trainings and promotional seminars, and

other tactics designed to assuage risk concerns and drive the widespread use of mesh implants.

1. Defendants Disseminated Their Deceptive Messages Through a
Consistent, Nationwide Marketing Scheme

J&J marketed its mesh products directly to a potential patient population through “surround

sound” marketing intended to “create consumer demand” for mesh among women who would not

~ otherwise seek a surgical solution to their condition. (PX0447 at 3, 12, 22; PX0045 at 4; PX0150

at 2-6; PX0359 at 5, 9; see also 7/23/19 Tr. 26:25-27: 3,27:27- 28:19 [key objective of
Defendants’ consumer marketmg 1s to “[c]reate consumer demand and advocacy”; “We are -
creating the markets - - One consumer/physician at a time™].)

This surround-sound appfoach to “creating a market” for their mesh included the
dissemination of patient brochures and in-office patient counseling materials; a telephone hotline;
a Find-A-Doctor directory service that would point women to doctors who implant J&J’s
products; internet advertising to drive traffic to the company’s promotmnal website; and public
relations events and advertising featuring Bonnie Blair, a respected Olympic medalist, as a
spokesperson. (See, e.g., JX11089 at 6, 9-14, 18; PX0447 at 12; PX0045; 7/24/19 Tr. 80:8-23,
81:28-84:12, 86:4-8; 8/6/19 Tr. 96:7-12, 133:28-134:9; 8/22/19 Tr. 42:23-43:13.) J&]J also

partnered with physicians and hospitals to carry out “field marketing” efforts, which cohsistedof
6

Statement of Decision (37-2016-0001 7229-CU-MC-CTL)




\oooqcr\um-F»PM

10
11
12
13
14
5
16
17
18
19
20
21
22
23
24
25
26
27
28

hosting “education” or “awareness” events directed at patients and primary care physicians;

supplying mailers and other content for patient outreach; and participating in community events

--such as health-fairs.- (See e.g:; 8/6/19 Tr; 27117, PX4771 [1074/18 Dép. Tr. of Jason Goodbody]

at 31:13-33:18, 35; 15-36:16, 191:5-17; PX0359.)

J&J also engaged in an aggressive campaign to create and grow its doctor market for mesh.
The corli-pany deployed sales representatives, armed with sales aids and patient brochures, to
doctors’ offices and opérating rooms. PX4632 at 15-16 [Defs.” Amended Response to Special
Interrog. No. 205]; 8/14/19 Tr. 64:13-22 [Dr. Fugh-Berman] .) The comi:any paid preceptors to
train and promote mesh to doctors across the country (PX4632 at 8-12, 16; 8/27/19 Tr. 67:11-
68:10, 68:19-69:1 [Mr. Jones]; 8/22/19 Tr. 95:1-98:20 [Dr. Grier); see also PX0171 at §, 11- 12,
17, PX0025 at 7-9, 15; 8/14/19 Tr. 135:1-136:25 [Dr. Fugh -Berman]), and recruited prominent
doctors considered thought leaders within the community (“key opinion leaders” or “KOLs™) to
speak about mesh (8/27/19 Tr, 69:4-28; PX0228 at 167; see also 8/14/ 19 Tr. 63:19-64:12, 120:15-
27, 133:25-134:15, 144:2-11 [Dr. F ugh-Berman]). As Dr. Nager described, manufacturers like
Ethicon drove doctors’ use of mesh products through “Marketing, Marketing, Marketing,”
including advertising, sales representatives, and training events by the company. (8/20/ 19 Tr.
167:22-168:10.) |

J&J went to great lengths to make sure that this wide array of marketing activity delivered
consistent messages to patient and physician audiences alike. Company control over the
uniformity of mesh marketing messages started with the copy approval of all marketing materials
at the national level. As Ethicon Medical Director Dr. Piet Hinoul, former Ethicon sales
representative Michelle Garrison, and former Ethicon marketing product director Scott Jones all
testified, all of J&J’s sales training materials and outward-facing marketing materials about J&J's
mesh products-—including docfbr—directed sales aids, professional education training materials,
and patient-directed marketing materials—were copy approved at the national level by company
medical, regulatory, and legal management before they could be disseminated. (8/7/19 Tt. 31:1-
32-7 [Dr. Hinoul); 7/24/ 19 Tr. 63:9-19 [Ms. Garrison]; PX4807 [9/5/2017 Dep. Tr. of Scott

Jones] at 190:15-191:04; 8/27/19 Tr. 84:21-86:26 [Mzr. Jones).) One of the copy review team’s
7
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functions was to ensure that the claims made in promotional marketing materials were consistent

with pre-approved product claims developed by J&J’s global marketing teams. (PX4807

[ 19752017 Dep. Tr. of Scott-Jonestat 257:11-258:11, 259:12:260:0.) The Sopy-approved ~ |

marketing materials were then made available on a centralized online platform called Literature
Depot. (7/24/19 Tr. 63:9-12, 65:14-66:19 [Ms. Garrison],) Sales representatives could order all
doctor and patient-facing marketing materials through Literature Depot and used the same doctor-
directed sales aids nationwide. (Id. at 62:14-16, 65:22-66:1,) |
The testimony at trial from J&J witnesses confirmed the company’s emphasis on ensuring

consistency in their marketing and messaging surrounding mesh. Former sales representative,
manager, and marketing product director Scott Jones testified that the company’s “philosbphy”
for “doctor-directed marketing” revolved around “making sure there was 2 level of consistency in
how we communicated brand,;’ whether through sales representatives or professional education.,
(8/27/19 Tr. 63:14-64:4.) Mr. Jones testified that it was “important to Ethicon that sales reps
consistently carried the same markéting messages into the field.” (8/27/19 Tr. 151:28-152:3)

~ To ensure consistent messaging to physicians, sales representatives nationwide received the
same training and documents (7/24/19 Tr. 17:16-17, 19:8-13, 27:10-28:8, 62:4-16 [Ms.
Gazrison]), participated in the same marketing campaigns (8/27/19 Tr. 191:24-192: 17,193:20-
194:8 [Mr. Jones]; see also PX4834 [Think Again video]), and were provided the same sales tools
(8/27/19 Tr. 194:16-195:17, 197:2-13 [Mr. J ones]; see also PX4834). A significant part of sales
representatives’ in-person training focused on preparing sales representatives for “in~depth
conversations with physicians” regarding Defendants’ mesh devices. (7/24/19 Tr, 15:16-20.) That
preparation included training on how to talk about device features and benefits with physicians
(d. at 15:11-15; 8/27/19 Tr. 151 :16-24); training on how to discuss mesh risks and complications
with physicians (7/24/19 Tt. 15:20-27); training on how to respond when physicians asked
questions about complications or raised concerns about mesh products (Id. at 15:28-16:2, 17:21-
26); and training on J&J’s approved mesh marketing messages and how to communicate those
messages to physicians (Id at 16:3-27, 18:15-19:7; 8/27/19Tr. 50:27-51:6, 151:3-7). The

messages and product information taught to sales representatives matched the messages and
8
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information contained in product sales aids. (7/24/19 Tr. 65:3-13; 8/27/19 Tr 51:3-15, 151:8-15;
PX4807 [9/5/17 Dep. Tr. of Scott Jones) at 172:15-174: 2, 179:21-180:6, 196:13-197:01.) Having

- sales representatives practice messaging-in-this manner “helpfed] provide uniformity”anda ~ )

“consistent message across the country,” including in California. (7/24/19 Tr. 18:21-19:13; see
also id, at 65:7-13; PX4807 [9/5/201_'_'{'_Dep. Tr. of Scott Jones] at 260:10-261:13, 218:9-16 [Jones
did not recall ever conveying product information not contained in a salés aid or IFUL)

This focus on coﬁs.istency in messaging extended beyond print marketing materials and
sales conversations. Defendants paid physician consultants and KOLs to deliver company -
marketing messages through company-approved trammg and promotional presentations to other
physicians. (See, ¢.g., PX0848 [email furnishing paid presenter with copy-approved “Science of
What’s Left Behind” promotional presentation]; PXGIZS at 3-4 [sales training presentation
discussing the f‘{wvhat’s left behind” marketing message].) Dr. Douglas Gﬁer, an Ethicon-paid
consultant and third-party fact witness called by Defendants, corroborated this with his testimony
that the company provided him with the pfesentation slides and speaker noteé that he presented to
other doctors and approved all representatlons he made about its products. (8/22/ 19 Tr. 98:6-20,

I 101:21-23, 103:16-24.)

J&J also prioritized consistency in the marketing messages delivered to patients. As early as
2002,] &J described its “surround sound” approach to direct-to-consumer marketing as the
“integrated executions of advertising, public relations, interactive marketing, in-physician office
commumcatlon and education materials, local marketing events, etc.” (PX0447 at 3; see also id.
at 12.) Patient brochures were drafted with mput from the same product marketing personnel
responsible for developing pelvic mesh sales aids. (8/27/19 Tr. 83:2-20, 92:10-23.) Physicians
who partnered with J&J to give promotional presentations to patients and primary care physicians
through J&J’s Field Markéting program were required to use Ethicon-approved visual aids and
hand-outs, and were “guided to read directly from the presentation, the entirety of the _
presentation.” (PX4771 [10/4/2018 Dep. Tr. of Jason Goodbody] at 65:1-67:6, 68:15-17; PX0467
[presenter agreement requiring use of Ethicon-approved materials).) Defendants even strategized

about how to encourage their physician customers 1o use the same terms that Defendants used in
' 9
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their patient brochures, such as “minimally invasive,” “most common procedure,” and “out-

patient,” when discussing TVT with patients, because those words were “optimally suited to

-convincing patients.to accept-the [TV.T] sling procedure.? (PX0039 at 24:)

C. Defendants’ Marketing Concealed What They Knew About Mesh Risks
and Downplayed FDA Warnings

The evidence at trial shows that rather than disclose what it knew about some of the severe
risks of pelvic mesh in its labeling and marketing materials, J&J has instead taken active, willful
measures for nearly twenty years to suppress information and conceal serious risk and
coﬁlpﬁcation information from physicians and patients.

J&1 knew fiom the time of launch of TVT in 1998 that its mesh slings were associated
with the foliowing complications: (1) lifelong aﬁd recurring risk of vaginal exposure; (2) lifelong
and recurring risk of erosion into organs; (3) excessive conﬁaction or shrinkage of the tissue
surrounding the mesh, which can cause acute and chronic pain and dyspareunia; (4) debilitating/
life~changing/chronic pain; (5) chronic groin pain; (6) pain to sexual partner; (7) chronic or
lifelong dyspareunia; (8) neuromuscular problems, including acute and/or chronic pain in the
groin, pelviﬁ, and/or abdominal area; (9) urge incontinence; (10) urinary frequency; (11) urinary -
retention; (12) urinary obstruction; (13) voiding dysfunction; (14) need for mesh removal for
serious complications like pajn/dyspareuhia/urinary dysfunction; and (15) removal can take
multiple surgeries and require significant dissection and even after additional surgeries are
performed, adverse reactions and their symptoms may not resolve. (See Section V. A. on risks
known to the company.)

Despite that knowledge, in 2000, two years after the TVT launch, Defendants actively

-chose to conceal the fact that TVT mesh could cause compljcations so serious as to necessitate

removal. J&J marketing personnel made the decision not to publicize or share information with
customers regarding techniques for TVT mesh removal because they believed it would be bad for
business. (PX1820.) Ethicon Marketing Director Laura Angelini argued that “if we, in aﬁy way,
publish [information about the potential need for removal], we start giving reason to believe that

explant of TVT may be needed in some circumstances. Frankly, I do not want to dig my own
10
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grave!” (Ibid.; PX4781 [9/17/2013 Dep. Tr. of Laura Angelini] at 276:22-277:6.) Consistent with

Ms. Angelini’s concerns, J&J did not include the risk of or potential need for removal of pelvic

-.mesh.in its IEUs until 2015, (See-Section-V.D. l-and 2; Tables-2 [TVT IFUs]-and-3 [POP--Mesh—--- S0 B

1FUs].) Later, in 2005, Ms. Angelini again willfully hid harmful information about the compé.ny’s
devices, ing.tructing an Ethicon marketing employee, Kimberly Hunsicker, to remove dyspareunia |
data from the abstract of a presentation about Prolift because including that information “IS
GOING TO KILL US.” (PX0841 [capitalization in original].) Ms. Hunsicker replied to Ms.
Angelini that she would “remove the dlyspareunia;’ from the abstract language. (Ibid.)

The evidence shows that J&J also declined internal requests to improve its IFU disclosures.
Just prior to the launch of Prolift in 2005, Dr. Axel Amaud, an Ethicon medical director
responsible for pel-vi_c mesh, suggested adding the following adverse reaction to the Prolift [FU:
“WARNING: Early clinical experience has shown that the use of mesh through a vaginal
approach can occasionally/uncommonly lead to complications such as vaginal erosion and
retraction which can result in an anatomical distortion of the. vagiﬁa.l cavity that can interfere with
sexual intercourse . . . This must be taken in consideration when the procedure is planned in a
sexually active woman.” (PX0854 at 2 [capitalization in original].) Scott Ciarrocca, a research
and development employee who was project lead for Prolift (8/28/19 Tr. 28:16-29:2 [Mr.
Ciarroccal), replied that “[w]e have already printed launch stock,” meaning that the company did
not want to print off new copies because “these IFUs were already on a shelf someplace in
Switzerland.” (PX0854 at 2; 8/28/19 Tr. 50:26-51:22.) J&J never added warnings regarding
retraction leading to distortion of the vagina or elevated risk to sexually active women to the
Prolift IFUs. (See Section V.D.2, Table 3 [POP Mesh [FUs).) |

The evidence at trial al.so revealed instances in which J&J chose to avoid learning ncgative
information associated with its devices for fear of 6ompetitive disadvantage. In 2006, the Ethicon
medical director fesponsiblc for pelvic mesh products, Dr. David Robinson, responded to a
request from marketing empléyee Jonathan Meek about forming a registry (a type of study to
collect data about outcomes or complications) to better understand the risks of the newly

launched Prolift device—-specifically, whether the company would face any “legal risk” if it
1t
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captured complications data. (PX1162.) Dr. Robinson explained that, although he could not opine

on “legal risk,” he was concerned about such a study capturing complications information that

. might be “reportable” to the FDA. (Ibid.) Specifically, he said, “if none of our.competitors are. . . .|

keeping registries, our complication data may appear increasingly accurate but with decreasing
appeal.” (Ihid.) ' _

In 2008, the FDA issued a Public Health .Notiﬁca;tion warning that both SUI and POP
meshes can present “serious consequences.” (DX7923.) The FDA thus advised that patients
should be informed of “the potential for serious complications and their e_ffecf on quality of life,
including pain during sexual intercourse, scarring, and narrowing of the vaginal wall,” and that

“complications associated with the mlplanwd mesh may require additional surgery that may or

- may-not correct: the problem (Ibid.y Rather than hieeding the Public Health Notificationto

improve the IFUs and marketing materials to include the risks of mesh known to the company as
listed above, Ethlcon President Renee Selman instructed sales representatives that “they are not to
proactively initiate conversations with customers about this notice.” (PX1313 [Selman memo};
PX4814 [6/21/13 Dep. Tr. of Renee Selman) at 631:21-632:8, 633:2-5; PX0968 [email from
marketing product director Scott Jones distributing Ms. Selman’s instructions to the field sales
team].) She further instructed sales staff to say, only if asked by a doctor, that “ftjhe |
complicaﬁons stated in the notification are known risks that can occur With éurgical.procedures of
this type and they are included in the labeliilg for our products.” (PX1313.) But this was not true;
J&J’s IFUs did not include such risks until 2015. (See Section V.D.1 and 2, Tables 2 [TVT IFUs]
and 3 [POP Mesh IFUs].) '

In late 2008 and early 2009, J&J disregarded another internal medical -professiona.l’s
request to improve IFU disclosures, just as it had in 2005. Dr. Meng Chen, associate medical
director for Ethicon and the only medical doctor in bharge of monitoring medical device
complaints for Ethicon (7/31/19 Tr. 11:2-18 [Dr. Chen]) unsuccessfully urged the company to
consider updating the IFU in light of the FDA’s warning earlier that year. (/4 at 64:1 0-64:27.)
Dr. Chen testified that she reviewed between 20,000 to 30,000 complaints regarding Ethicon

products in her eight years with the company, and a full one-third of complaints—or
2
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‘ approximately 8,000 to 10,000—were related to pelvic mesh. (/d. at 21:20-22:9.)* Based on her

extensive experience reviewing mesh complaints, Dr, Chen informed Defendants that “[o]ur post-

- market knowledge with these prodiicts are fouch more than what we have in the TFUs of all three |

types of TVTSs,” and suggested that “you may look into it from senior management perspective

and to facilitate IFU update for all three TVTs, patticularly in the area of ‘Potential Adverse
R_eactiohs.’” (PX0898.) Recounting é case in which a patient felt that a consent based on the TVT
IFU was not adequate, Dr. Chen explained that “[olrie of the paths for a better pre-operative
consent is to provide an updated IFU to the operating physicians that reflect[] the current
knowledge of the manufacturer[] on the potential adverse reactions.” (Ibid.) One month later, in
January 2009, Dr. Chen continued the conversation with a J&J regulatory employee, stating,
“Pardon me again, from what I see each day, these patient experiences are not “transitory’ at all,”
as claimed in the‘IFUs. (PX0904.) As a result of these discussions, Dr. Chen organized a meeting
to consider whether the TVT IFUs should be updated. (7/31/19 Tr. 48:25-28; PX1230at 1-
[Meeting Agenda, Section I, “Purpose of the Meeting™].)

In her meeting agenda, Dr. Chen reiterated that “[platients did not feel there were adequate

pre-op consent ot risk-benefit assessment” and listed a number of “[p]atient-specific concerns,”

including “[p]oét~operative dyspareunia and pain—affect quality of life and affect daily routine”;

“re-operations—tape excision, removal, re-do sling procedure”; and “[t]ype and intensity of the
post-operative complications disproportion to pre-operative consent-expectations.” (PX1230 at

2.) Although Dr. Chen stressed at trial that it was not her responsibility or role to determine what

- material belongs in the IFU, she also stated that she was fulfilling her “duty” by informing the

Ethicon medical directors whose specific job it was to ensure the accuracy of the IFUs of what
she knew to be true of the risks and complications based on her experience monitoring
complaints. (7/31/19 Tr. 57:13-58:12.) Despite Dr. Chen’s efforts to raise concerns, J&J did not

warn of the need for removal in its IFUs until 201 5, and has never added a warning regarding

2 Also of note, Dr. Chen testified that she was responsible for monitoring all 200-300 Ethicon products
(7/31/19 Tr. 22:24-28), meaning Ethicon’s nine pelvic mesh products disproportionately accounted for a full one-
third of patient complaints received by Ethicon, indicating the significance of the complications pelvic mesh patients
were experiencing,

13
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dyspareunia and pain so severe that they can affect daily quality of life and routine. (See Section
V.D.1, Table 2 [TVT IFUs].)

~ In 2010, Ethicon medical director Dr. Hinoul coftesporided with a téséarcher, Dr. Daniel |~

Altman, regarding an Ethicon-funded clinical study of POP meshes Dr. Altman conducted.
(PX1643.) Specifically, Dr. I-ﬁhoul asked Dr. Altman to remove dyspareunia information from
the abstract of a study that.was to be published in the New England Journal of Medicihe,
explaining that dyspareunia information “somehow will be used by the mesh antagonists,” and
the abstract “will be the only thing most surgeons read.” (Id at2.) When Dr. Altmaﬁ published
the article the following year, there was no mention of dyspareunia in the abstract. (PXII 750 at 1.)

In 2011, the FDA issued a Safety Communication update to the 2008 Public Health
Notification focused on “Serious Complications Assoclatcd with Transvaginal Placement of
Surglcal Mesh for Pelvic-Organ Prolapse.” (PX0787.) The FDA warmned that “serious
complications associated with surgical mesh for transvaginal repair of POP are not rare, This is a
change from what the FDA previously reported on Oct. 20, 2008. Furthermore, it is not clear that
transvaginal POP repair with mesh is more effective than traditional non-mesh in all patients with
POP and it may expose patients to greater risk.” (Ibid [emphasis in original].) Specifically, the
FDA watned that “[m]esh used in transvaginal POP repair introduces risks not present in.
traditional non-mesh surgery for POP repair,” and recommended that patients be informed “that
implantation of surgical mesh is perménent, and that some complications associated with the
implanted mesh may require additional surgery that may or may not correct the complication,” -
and of “the potential for serious complications and their effect on quality of life, including pain
during sexual intercourse, scarring, and narrowing of the vaginal wall in POP repair using -
surgical mesh.” (Jd, at2.) |

As with the 2008 Public Health Notice, however, J&J adopted a marketing strategy of
downplaying the FDA’s 2011 warning. First, 2 number of J&J's paid consultants authored an
article entitled “Time to Rethink” to push back against the FDA’s conclusions. (PX0812 [Time to
Rethink article]; PX4822 [Ethicon paid authors Dr. Vincent Lucente $1,752,469.46, Dr, Howard

Goldman $177,043.91, Dr. Miles Murphy $129,237.07, and Dr. Heafher van Raalte $100,123.93
14

Statement of Decision (37-2016-00017229-CU-MC-CTL)




p—

S - R T R N ORI Y

.[\,J | ] b3 (] — — — et — e —_ — P

to say that the same risks raised in the 2011 FDA notice were included in the IFUs, when in fact

as consultants).) That article claimed that the FDA’s warning that POP mesh “introduces risks not
present in traditional non-mesh surgery for POP repair” is “not accurate and is misleading to-the

-~ publie” because mesh and non-msh tepairs hiave all of thie same fisks except erosion. (PX0812at | |

5). But this directly oontradicts- what the company knew that the dangerous characteristics of
mesh, such as forelgn body response, shrinkage and contrasture and chronic mﬂammatlon, which
are not present in non-mesh repairs, can lead to several serious and potentially debilitating
complications. (See Section V.A. on risks known to the company.) Despite what the company
knew, however, J&J trained sales representat.lves to share the Time to Rethink article with doctors
to downplay the FDA’s 2011 warmng. (PX0403 at 9-12.) J&J also instructed sales representatives

they were not. (PX0826; see Section V.D.1 and 2, Tables 2 [TVT IFUs] and 3 [POP Mesh IF Us])
- In 2012, because of the safety concerns .it was seeing, the FDA issued orders requmng
Defendants to. conduct postmarket surveillance studies on all of their POP devices (Gynemesh,
Prolift, Prolift +M, and Prosima) and on TVT Secur. (8/5/19 Tr. 38:17-39:24, 88:2-6, 88:10-15
[Dr. Kessler].) Rather than conduct the FDA-ordered long-term safety studies, J&J chose to
instead stop selling TVT Secur, Prolift, Prolift +M, and Prosima, and changed the indications for
use of Gynemesh so that it was no longer indicated for transvaginal placement. (/d. at 39:14-24.)
| In 2013, the FDA released another update regarding pelvic mesh, this time specifically
regarding SUI meshes. (DX7621.) The FDA found that “[tIhe safety and effectiveness of multi-
incision slings is well-established in clinical trials that followed patients for up to one-year.”
(Ibid.) Importantly, however, the FDA declined to conclude that safety and efficacy of SUI slings
was established beyond one year, noting, “[IJonger follow-up data is available in the literature,
but there are fewer of these long-term studies compared to studies with one-year follow-up.”
(Ibid.)
| In 2015, at the behest of the Canadian health authority, Defendants updated their IFUs for
the pelvic mesh produéts that still remained on the market (TVT, TVT-O, TVT Abbrevo and TVT
Exact) to include a number of complications that had been missing since the original 1998 launch

of TVT. (8/7/19 Tr. 166:20-167:24 [Dr. Hinoul].) The adverse events that were added to the TVT
_ 5
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IFUs at this time included: (1) acute and/or chronic pain; (2) neuromuscular problems, including

acute and/or chronic pain in the groin, thigh, leg, pelvic and/or abdominal area; (3) pain with

- intercourse which-in some patients may tiot 1esolVe; (4) exposed mesh may cause painor

discomfort to the patient’s partner during intercourse; (5) voiding dysfunction; (6) urge

|| incontinence; (7) urinary frequency; (8) urinary retention; (%) one or more revision surgeries may

. be necessary to treat these adverse reactions; and (10) in cases in which Prolene mesh needs to be

removed in part or whole, significant dissection may be required. (See Section V.D.1, Table 2
[TVT IFUs].)

Dr. Weisberg, the medical director for the company, testified that these 2b15 additions to
the TVT IFUs were advérse events that the company knew to be reasonably associated with these
devices from the time of launch i in 1998, and that it would have been reasonable and fea51ble to
include this adverse event mformat:lon from the very beginning, (PX4808 [11/12/2015 Dep. Tr. of
Dr. Weisberg] at 208: 7-211:19, 211:4-213:2; PX4088 [complication Nos. 1,2, 3, and 10, above];
PX4083 [complication Nos. 5, 6, 7, and 8, above].) That the company chose not to do so rendered
the adverse event information in the IFUs misleadingly incomplete for seventeen years, from
1998 to 2015,

Importantly, however, even after the 2015 changes, the TVT IFUs still misleadingly
omitted, and omit to this day, a number of risks associated with J&J’s pelvic mesh products:

(1) lifelong/recurﬁng risk of vaginal erosion; (2) lifelong/recurring risk of erosion to organs;

(3) contraction or shrinkage which can cause acute and chronic pain and dyspareunia; |

(4) debilitating/life changing pain; and (5) even after additional surgeries are performed, adverse
reactions and their symptoms may not resolve. (See Section V.D.1, Table 2 [TVT IFUs].)

Earlier last year, in April 2019, the FDA banned all transvaginal POP mesh dévices from
the United States market because the FDA found that their safety and effectiveness had not been
established. (PX2786.)

16
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IV. STATEMENT OF APPLICABLELAW =

A. The UCL and FAL Focus on the Defendants’ Conduct
-- A-company that markets-its-products in-California “must do-so truthfully.” (Kasky v. Nike, |
Inc. (2002) 27 Cal.4th 939, 946.) California’s UCL prohibits “unfair, deceptive, untrue, or
misleading advertising and any act prohibited by [the-FAL].” (Bus. & Prof. Code, §.17200 et

seq.) The FAL prohibits any corporation from disseminating “any statement . . . which is untrue

or misleading, and which is known, or which by the exercise of reasonable care should be known,
to be untrue or misleading[.]” (Bus. & Prof. Code. § 17500 et seq.) “Any violation of the [FAL]
f;ecessarily violates the UCL.” (Kasky, supra, 27 Cal.4th at 950 [quotation omitted].) The shared
goal of both laws is to enforce “the public’s right to protection from fraud, deceit, and wnlawful
conduct.” (Hewlett v. Squaw Valley Ski Corp. (1997) 54 Cal. App.4th 499, 519.)

Because the common goal of the UCL and FAL is public protection,‘thé UCL and FAL
focus on the defendant’s conduct rather than the victim’s deception; their requirements, therefore,
differ substantially from common-law fraud and tort doctrines. Neither the UCL nor FAL require
common-law fraud or tort elements such as causation, reliance, or damages. (In re Tobacco IT
Cases (2009) 46 Cal.4th 298, 312 [UCL does not require actual falsity, knowledge of falsity by
perpetrator, reasonable reliance, or damages].) “Actual deception or confusion caused by
misleading statements is not required,” and “[n]o proof of direct harm from a défendant’s unfair
business practice need be shown.” (Day v. AT&T Corp. (1998) 63 Cal. App.4th 325, 332.) Rather, _
“the only reqluirement is that defendant’s practice is unlawful, unfair, deceptive, untrue, or
misleading.” (Prata v. Superior Court (2001) 91 Cal. App.4th 1128, 1144.) A's the California
Supreme Court has explained, this distinction between the common law and the UCL “reflects the
UCL’s focus on the defendant’s conduct, rather than the plaintiff’s damages, in service of the
statute’s larger purpose of protecting the general public against unscrupulous business practices.”
(Un re: Tobacco 1l Cases, supra, 46 Cal 4th at 312, citing Fletcher v. Security Pac:f ic National
Bank (1979) 23 Cal. 3d 442, 453.)

17
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B. A UCL or FAL Violation Only Requires the Dissemination of Deceptive
Marketing

Because the only requnrement for a v101at10n is the hkellhood of the marketlng to dece1ve |

. “the pr pnmaxy evndence ina false advertlsmg case is the advertising itself.” (Overstock.com, supra

12 Cal.App.5th at 1080-1081, citing Brockey v. Moore (2003) 107 Cal. App.4th 86, 100.) The
“li]ntent of the disseminator and knowledge of the customer are both irrelevant” because “[t]he
statute affords protection against the pr(lbability or likelihood . . . of decelﬁtlon or col]fusion.” (d
at 1079, citing Chern v. Bank of America (1976) 15 Cal 3d 866, 876.) Nor cloes the UCL or FAL

requlre proof that the consumer read the deceptive statements. (People v. Dollar Rent-a-Car

Systems, Inc. (1989 211 Cal App.3d 119, 131 [rejecting position that there is no violation if

consumer does not read contract because “[sluch an interpretation would defeat the purpose

behind the statutes,” which is to “protect against the Zikelihood of (leception to the public, not just

| actual harm”].) A deceptive marketing violation is, therefdre, complete with the dissemination of

advertising that is_ likely to deceive bécause the inquiry ends there; that the consumer reads the
material, is actually deceived, or relies on the advertising is not required for a violation of the
UCL and FAL. (Kasky, suprd, 27 Cal. 4th at 951 [“it is necessary only to show that members of
the public are likely to be deceived.”); Day, supra 63 Cal. App.4th at 332 [“it is immaterial . .
whether a consumer has been actually misled by an advertiser’s representatlons Itis enough that
the language used is likely to deceive, mislead, or confuse”].)

C.  Deceptive Marketing Includes False and Misleading Statements

The UCL and FAL prohibit a broad range of deception, including both outright false
statements as well as misleadingly incomplete half-truths, because these statutes “are mean io
protect the public from a wide spectrum of improper conduct in advertising.” (Day, supra, 63
Cal. App.4ih at 332.) “By their breadth, the §tatutes‘encompass not only those advertisements
which have deceived or misled because they are untrue, but also those which may be accurate on
some level, but will nonetheless tend to mislead or deceive.” (bed see also Kasky, supra, 27

Cal 4th at 951.)

18
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Whether a particular statement is likely to deceive and therefore violates the UCL and FAL
is a question of fact. (McKell v. Washington Mutual, Inc. (2006) 142 Cal.App.4th 1457, 1472; see

- also People v. MeKale-(1979)-25-Cal.3d-626,-635 [“What constitutes *unfair competition® or - -~ -~ -

“unfair or fraudulent business practice’ under any given set of circumstances is a question of fact

. .. the essential test being whether the phblic is likely to be deceived’;]__.) If a statement is

. demonstrably false, it violates the statutes’ unambiguous prohibitions on “untrue” statements and

is therefore inherently likely to deceive. If a statement is half true or even “perfectly true” but is
“couched in such a manner that it is likely to mislead or deceive the consumer, such as by failure
to disclose other relevant information,” it also violates both the UCL and FAL. (Day, supra, 63
Cal. App.4th 332-333.) |
D. Determining Likelihood of Deception
A court must determine likelihood of deéeption from the standpoint of the targeted
audience. (Lavie v. Procter & Gamble Co. (2003) 105 Cal.App.4th 496, 512-513 [holding that the
question of whether advertising is misleading is viewed from the vantage point of a “reasonable
consumer” within the targeted group].y “Consumers of all kinds are entitled to be credulous; the
reasonableness standard does not require that targeted consumers be suspicious or wary or that
they investigate the merits of advertising claims.” (Jd at 505-506, 508.)
V. FINDINGS OF FACT AND CONCLUSIONS OF LAW |

A.  Defendants Knew About the Risks and Dangers of Their Pelvic Mesh
Devices

Substantial evidence at trial showed that J&J knew, from the time its products were
launched on the market, that the dangerous properties of mesh can lead to serious, long-term
complications—in other words, that these grave complications are specific to and result from the
mesh itself. The testimony of compan}' medical directors, sﬁch as Dr. Piet Hinoul and Dr. Martin
Weisberg, and numerous internal documents all consistenily demonstrated that J&J had
knowledge of the mésh properties that can lead to serious and long-term complications in women.

Dr. Piet Hinoul, Ethicon Global Head for Medical, Clinical, and Preclinical Affairs,

testified that the company knew about the following mesh properties and complications since the
19
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e Inflammation
¢ Removal for | e Dyspareunia .
pain/dyspareunia ¢ Not inert
* Large scale erosion that '
» Debilitating/life changing are difficult to treat (8/7/19 Tr. 79:28-80:4, 82:14-
pain 26, 83:21-23, 84:19-85:17
* Distortion of vaginal fDr. Hinoul].)
| »  Chronic groin pain cavity interfering with '
intercourse
¢ Pain to partner
L ¢ Shrinkage leading to
¢ Chronic pain pelvic pain and
dyspareunia

time of launch (8/7/19 Tr. 45:9-12, 68:1-4;Tr.; see also PX4808 [11/12/15 Dep. Tr. of Dr. Martin
Weisberg] at 140:13-23, 141:7-142:3, 142:14-143:9, 144:23-146:5; PX0158 [Ethicon Expert

~Meeting, Meshes for Pelvic Floor Repair; Jutie 2, 2006, Notderstedi], PX4761 11/16/12 Dep. Ti. |~
~of Dr. Axel Amaud] at 447:9-449:16; PX4817 [11/30/17 Dep. Tr. of Axel Amaud] at 36:14-

38:2):

Table 1: Hinoul Testimony on Known Mesh Risks

* Vaginal exposure Same as “TVT

omcrelgn

(lifelong/recurring) Complications™ reaction
* Erosion to organs * Risks to young, sexvally |e Shrinkage/contraction
(lifelong/recurring) active women '

: * Infection/biofilm
* Contracture causing pain |  Incapacitating pelvic pain '

» Chronic dyspareunia

(8/7/19 Tr. 38:12-39:14,
40:28-41:3, 41:21-42:15,
44:25-45:12 [Dr. Hinoul].)

(8/7119 Tr. 68:1-10, 70:2-11,
79:28-80:4, 81:15-82:8 [Dr,
Hinoul].)

Dr. Hinoul’s test:imonylmade cléar that the company understood these risks to be specific to
and resulting from the mesh device, as opposed to just being risks of the surgery. (8/7/19
Tr.38:26-39:1 [admitting that “there is a lifelong risk of erosion and vaginal exposure as a result
of the TVT mesh”], 39:4-7 [admitting that “there is a recurrent risk of erosion and vaginal
exposure as a result of the TVT mesh™), 39:8-14 [admitting that “[TVT mesh] can cause
contracture” and “TVT mesh contracture [can] cause pain”]; 40:28-41:3 [admitting that “TVT

20
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mesh can cause contracture leading to chronic pain”]; 42:4-15 [admitting that “chronic pain from
the TVT mesh [] can be debilitating and life-changing,” “chronic groin pain can result from TVT

7| mesh,™ “TVT mesh can also cansé ehronic pain syndromes”]; 4472543 :2 [admitting that “painto |

partner is also another risk caused by the TVT”]; 45:4-7 [admitting that “chronic pelvic pain and
chronic dyspareunia, those complications could result from the TVT mesh™]; 70:2-11 [admitting
that “POP meshes could come with life-changing complications mcludmg incapacitating pelvic
pain, dyspareunia, and large-scale erosions that can be exceedingly complex and not easily.
resolved”]; 79:28-80:4 [admitting that “retraction or the shrinkage of the mesh tissue can result in

distortion of the vaginal cavity that can interfere with sexual hltercowse.”]; 81:23-82:8 [admitting

 that “shrinkage of the tissue ardund the foreign body results in pelvic pain” and “dyspareunia,”

and “[t]he [] are new morbidities or new complications related to the materilals used”); see a]so
PX4820 [1/14/14 f)ep. Tr. of Dr. Hinoul] at 1492:12-1495:6.) _

Dr. Hinoul’s testimony at trial further confirmed that these risks are specific to the mesh (as
'opposed to the inherent dangers of the procedure) by explaining how the dangerous properties of
- mesh listed in the column 3 of Table 1 above lead to the serious, long term complications listed in

columns 1 and 2. He admitted that “the introductioh of mesh has introduced a new kind of
complications related to the materials used.” (8/7/19 Tr. 81:3-19 [Dr. Hinoul]; PX0356 at2,) Dr.
Hinoul also testified about an internal memorandum dated 2009 that he authored with two other
company medical directors, Dr. Aaron Kitkemo and Dr. David Robinson. (PX03 56.at 2; 8/8/19
Tr. 115:12-116:24 [Dr. Hinoul].) This internal memorandurn stated fhat “[t]he mesh induces an
acute and chronic foreign body reaction, which can lead to both exposure and shnnkage ”and
expla.med that “[t]he most prevalent specific complications are mesh exposure and shrinkage of
the tissue around the foreign body. This may then result in symptoms of pelvic pain and
dyspareunia.” (8/7/19 Tr. 81:23-82:26 [Dr. Hinoul].)

Dr. Hinoul’s testimony also illuminated the link between the dangerous properties of
biofilm/mesh infection and inflammation and the serious, long-term complications cansed by
mesh. He admitted that the propensity of the mesh to become infected and form a biofilm

formation can lead to complications because “when the biofilm forms and the inflammatory
21
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reaction is more intense, that can lead to enhanced contraction and shrinkage of the mesh,” which

in turn “can lead to more significant pain and dyspareunia.” (PX4820, 9/18/12 Tr. 681:3-16.) Dr.
~Hinoul further explained that this chait teaction happens becase an iifectsd iesh ot biohilin ™

“can cause a more intense inflammatory reaction.” (8/7/19 Tr. 84 26-85:1))

In addition to Dr. Hinoul’s testimony, numerous internat company documents demonstréted
that ﬂme dangerous mesh properties and their resulting complications were well-known to J&J. For
example, during an Ethicon Expert Meeting regarding “Meshes for Pélvic Floor Repair” in
Norderstedt on June 2, 2006, several experts and Ethicon employees discussed “Unmet clinical
needs” and memorialized the company’s understanding of the cutrent dangers of their mesh

devices and the ways the materials need to be improved in order to avoid serious complications:;

This is the summary of unmer needs:

Unmet clinical needs . ‘Priovity (points)

N shrinkage / no tong-term contraction - 10
Fibrogis redaction -
Severe contraction -+ Dysparennia <+ sexual function]
Tension response |
= 4 Sexuol poin?
No folling of nesh
No Figidily _ : :
No vaginal distortion, normal vagitial wall, mamtain sexual function, | §
' noemal sexual function '

Elasticity simulating physiology r;

No cliranic pam | -

Paticnt cotnfort 2
- Lesy srosion:

 Less vaginal mexh exposition

(PX0158 at 5; PX4761 [11/16/12 Dep. Tr. of Axel Arnaud] at 447:9-449:19 [testifying that
surgeons’ “unmet clinical need . . . is to reduce the rate of complication”]; PX4817 [11/30/17
Dep. Tr. of Axel Amaﬁd] at 36:14-38:2; see also 7/16/19 Tr. 108:6-28, 109:22-110:25 [Dr.
Rosenzweig].) |

Thé following internal company documents further demonstrate J&J’s knowledge of the

ways in which the dangerous properties of mesh can cause complications:
22 '
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‘e Inan internal draft manuscript dated 2004 on the “TVM technique,” which was the prototype

for the Prolift, the inve_ntors of the Prolift (known as the TVM Group) described the bacteria

leading to biofiim formatiotrin the esh Weave and stated thaf the resultiig “[clirosic |

infection is the actual problem associated with the placement of such prosthesis.” (PX0046 at
8; see also 7/16/19 Tr. 120:14-122:15 [Dr. Rosenzweig).) ‘.

In an “Interim report mesh explanis pelvic floor repair” dated April 2008, Prof. B.
Klosterhalfen, an expert consultant for Ethicon, also found that the presence of mesh inside
the body can cause chronic pain: “Neuromas and neuronal proliferations are found often in
the periphery of pelvic floor mesh implants”; “Neuromas and neuronal proliferations induce
chronic pain.” (PX0736; 7/17/19 Tr. 78:24-80:4 [Dr. Rosenzweig].)

In a presentation given in 2007 by Boris Batke, an Ethicon séientist, he discussed some of the
dangerdus pfoperties of “heavyweight me_s]ies,” including “Excessive foreign body reaction”;
“Chronic inflammation™; “Scar plate formation”; “Shrinkage from bridging fibrosis™; and
“Stiffness™:

- Experience with Heavyweight Meshes

= Excessive forsign body reaction
= Chronic inflammation

* Unorganized florocollagenous ingrowth
= Scar plate formation

n Shrinkage from bridging fibrosis

» Stiffness — abdominal wall restriction

e

(PX0325 at 6.) And as Dr. Jorge Holste’s deposition testimony confirmed, the TVT mesh is
considered a heavyweight mesh. (7/16/19 Tr. 86:11-87:8 [Jorge Holste]; see also 7/16/19 Tr.
87:11-23 [Dr. Rosenzweig].) |

In an email string dated November 2002, Ethicon employees discussed the company’s

understanding of shrinkage of TVT mesh: “As we discussed the shrinkage rate is influenced
23
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by many parameters as the degree of fibrotic reaction is dependent on the mesh

material/weave/width etc. I remember that [Ethicon Medical Director Dr.] Axel [Amaud] was

* using 30% shrinkage as rule of thitb .. (PX1151; see also 71619 Tr. 112:47-1132, |

113:10-15, 113:24-114:2, 114:17-24 [Dr. Rosenzweig].)
*.. In an internal document titled “LIGHTning Critical Strategy” dated September 2006, Ethicon
acknowledged that mesh shrinkage and scar plate can lead to complications:

Mesh retraction (“shrinkage™) is less common but it is considered more serious. It can
cause vaginal anatomic distortion, which may eventually have a negative impact on
sexual function. Its treatment is difficult. Additionally, the scar plate that forts with
in-growth of tissue into the mesh can cause stiffness of the vagina that further impacts
sexual function in a negative manner. :

(PX0245; see also PX4761 [11/15/12 Dep. Tr. of Axel Arnaud] 284:18-285:19.)
In addition to the mesh-specific complications that Dr. Hinoul testified about at trial (see
Table 1 above), Dr. Martin Weisberg, another medical director for Ethicon, testified that the

- companty also knew from the time of launch about the following mesh-related complications for

the TVT and/or the POP mesh products, which were not included in J&J’s labeling until 2015: H
neuromuscular probiems, including acute and/or chronic pain in the groin, pelvic, and/or
ab&onﬁnal area; (2) urge incontinence and de novo urge incontinence; (3) urinary frequency and
de novo urinary frequency; (4) de novo urinary retention; (5) de novo urinary obstruction; (6) de -
novo voidiﬁg dysfunction; (7) excessive contraction or shrinkage of the tissue surrounding the
mesh; and (8) risk of needing multiple removal surgeries which may not resolve the adverse
reactions from the mesh. (PX4808 [11/12-13/15 Dep. Tr.] at 95:13-19, 140:13-23, 141 17-142:3,
142:14-143:9, 144:23-146:5, 207:1-19, 312:25-313:10, 320:16-321: 19, 323:1-324:15.)

As Dr. Hinoul confirmed, a device manufacturer is in the best position to know about its
device’s properties and complications. (8/7/19 Tr. 147:20-148:9 [“Q. How, if at all, did Ethicon
know or become aware of these mesh problems? A. Well, obviously, we are the mesh
manufacturer . . .”].) Dr. Hinoul testified fhat the company’s knowledge of mesh complications

was based on knowledge from the research and development phase; post-market surveillance,

 including monitoring of adverse event reports from doctors and patients received by the company:

deliberate surveys of the published medical literature as part of their business functions; internal
24
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risk analyses; preclinical studies; and other internal work. (8/7/19 Tr. 35:6-9, 147:15-149:7.) Dr..

Rosenzweig’s testimony corroborates that J&J had these various sources of information for their

B.  Expert Testimony Confirmed that the Dangerous Properties of Mesh Can
Lead to Complications

‘Testimony from Plaintiff’s expert witnesses Dr. Bruce Rosenzweig, Dr. Vladimir Iakovlev,
and Dr. Michael Thomas Margolis also confirmed that the inherent properties of mesh are-
blinically signi'ﬁcant because they can lead to serious, long-term complications.

1. Dr.Bruce Ros.enzweig

Dr. Rosenzweig is a practicing urogynecologist. (7/16/19 Tr. 10:15-11:7.) His opinions in
this case are based upon his mechcal experience, personal experience as a ta:r‘get of marketing by
J&J, extensive reviéw of the literature, review of internal company documents and company
testimony, and review of J&J’s marketing materials. (7/16/19 Tr. 44:26-45: 12.)

Dr. Rosenzweig testified about the following dangerous properties of polypropylene
meshes: (1) chronic foreign body and chronic inflammation; (2) shrinkage, contraction, bridging
fibrosis; (3) deformation (i.e., roping, fraying, curling, loss of pore size, particles); (4) bacterial
adherence of mesh/subclinical infectioﬁ; and (5) degradation. (7/16/19 Tr. 70:13-16, 71:2-13,
72:14-25, 74:2-6; 7/17/19 Tr. 37.9-22; 38:19-22.) He further testified that these dangerous
properties of mesh can lead to complications, including erosion; pain; chronic/lifelong pain,
including pelvic pain, vaginal pain, groin pain; pain with sexual intercourse (dysparewﬂa)§
chronic/lifelong dyspareunia; pain to partner; decrease in sexual function; vaginal stiffness,
distortion and shortening of the vagina; chronic infection; urinary dysfunction; defecatory
dysfunction, bowel dysfunction, the need for one or more removal surgeries to address mesh-

specific complications,

.. *8ee, e.g., 7/16/19 Tr. 77:5-19:28 [chronic foreign body reaction/inflammation leading to erosion, pain,
chronic pain, dyspareunia, chronic dyspareunia], 110:14-25, 116:11-22 [mesh shrinkage/contraction leading to pain,
dyspareunia, voiding dysfunction, and other harms], 119:13-25 [biofilm/subclinical infection of the mesh leading to
erosion, urge incontinence, chronic/lifelong pain and dyspareunia, mesh shrinkage/contraction]; 7/17/19 Tr. 12:28-
13:23 [particle loss leading to pain, dyspareunia, pain to partner, increased inflammation and chronic foreign body
reaction], 13:27-16 [loss of pore size, including from stretched mesh, leading to bridging fibrosis, scar plate,

25
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Additionally, based on his review of the literature, Dr. Rosenzweig testified about the

sigm‘ﬁdant rates of urinary dysfunction resulting from mesh, at rates of approximately 20 to 60

| percent. (7/17/19 Tr. 66:7-71+4.) This Heas that “a Wornan stands a 20 to 60 percent chance of |

walking away with a different urinary problem than she went in with.” (71171 1 9, 66:17-21.) J&F's
expert witness, Dr. Peter Rosenblatt, agreed that rates as high as 21.3% for new onset urge
symptoms after hnplantaﬁon of the TVT were within the range of what he has seen in‘the
literature. (9/19/19 Tr. 71:7-71:14.) He also agreed that the overail incidence of voiding
dysfunction after TVT implantation could be as high as 20.2%. (9/19/19 Tr. 75:16-23 Ny

The Court gives weight to Dr. Rosenz‘weig’s opinions because they are consistent with and
corroborated by the internal company documents and company testimony discussed above, and
consistent with and corroborated by the testimony of other expert witnesses, including Dr. |
Iako%r’lev’s testimoﬁy based on his pathology studies of the tissue reactions to mesh, and Dr.
Margolis’s testimony from his extensive clinical experience tﬁmoving mesh and treating
complications. The Court therefore finds Dr. Rosenzweig’s testimony credible.

2.  Dr. Viadimir Iakovlev | .

Dr. Jakovlev is a pathologist. He routinely analyzes tissue samples, including mesh explant
samples, and renders patient diagnoses, (8/1/19 Tr. 1:4-22, 8:2-9:6.) He ﬂso uses histological
staining methods to see the relationship between the implant and its surrounding tissue. (8/1/19
Tr. 12:27-13:19.) Dr. Iakovlev’s opinions in this case are based on his education, training, and
experience, including his research and experience in examining over 500 mesh explants, review
of the published literature, and review of internal company documents. (8/1/19 Tr. 22:17-22.)

Dr. Jakovlev testified about the types of mesh-tissue interactions that occur in the body,
including foreign body type inflammation to mesh; scarring and bridging fibrosis; scaf

contraction resulting in mesh contraction; nerve growth around and through the mesh or into the

. contraction, nerve injury, and degradation], 14:19-16:1 {mesh deformation leading to difficulty wrinating, difficulty

emptying bladder, urge incontinence, chronic dyspareunia), 25:20-26:2 [degradation leading to particle loss, increase
chronic foreign body reaction/inflammation, chronic pain, chronic dyspareunia, urinary dysfunction), 58:3-63:4
[mesh shrinkage/coniraction, inflammation, irritated nerves, and erosion leading to wrinary dysfunction], 76:18-28
[serious complications that can impact quality of life that are from the property of the mesh itself], 123:6-22 [serious
complications “caused by the mesh left behind”].

26
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mesh; mesh erosion/exposure; mesh folding, balling and curling; and polypropylene degradation.
(8/1/19 Tr. 31:14-32:13.) He also testified about the clinical significance of these mesh-tissue

“interactions in patients; explaining that “they all togsther lead ity sonre ‘patieiits to complications™” |

(See, e.g., 8/1/19 Tr. 42:9-19, 46:5-10, 62:14-63:1, 74:17-26; 30:28-31:23; 179:26-180:1.)

As with Dr. Rosenzweig, the Court gives weight to Dr. Iakovlev’s opinions because they
are corrobdrated by internal company documents and company testimony, and therefore finds his
testimony credible.

3. Dr. Michael Thomas Margolis _

Dr. Margolis is a practicing California urogynecologist who specializes in treating mesh
complications. (7/25/19 Tr. 94:6-14, 104:18-20, 120:9-26.) He has treated approximately 1,000
patients with mesh chplicationS and performed mesh explant surgery in approximately 600 of
those patients. (7/25/19 Tr. 117:24-118:4.) Apprloxhnately 95% of the patients he treats are
California women. (7/29/19 Tr. 26:5-8.) Dr. Margolis’s opinions in this case are based primarily
on his extensive clinical experience treating women with mesh complications over the last 20
years, but he also relied on several other sources as well, such as his education and traunng, the
medical literature, and company materials, (7/29/19 Tr. 10:17-11:5.)

Dr. .Mal.'golis testified about the mesh cdmplications that he has observed in his practice,
including urinary dysfunction; pain with sexual intercourse; severe and chronic pain, including
pelvic, vaginal, leg, and groin pain; severe and multiple/recurrent/persistent erosions; infections,
including late onset infections 5, 10, even 1.5 years after implantation of the mesh; injury to
Mner during intercourse; vaginal stiffening and/or distortion; dense scar tissue enveloping
mesh; mesh shrinkage/contracture; bowel dysfunction; defecatory dysfunction; and fistulas.
(7/2.9/19 Tr. 15:27-16:24.) Unlike other implants, Dr. Margolis testified about the fundamental
difficulty of mesh removal (likening it to trying to remove rebar from the concrete while trying to
do as littlé damage as possible to the sidewalk) and the “essential irreversibility of the mesh-
related complications” even sometimes after several re;noval surgeries. (7/29/19 Tr. 16, 20-24,

31:12-33:3)

27
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Dr. Margolis also testified about the differential diagnosis he performs to determine whether

the mesh is the cause of his patients’ complications. (7/25/19 Tr. 121:27-123:2.) For example, Dr

mesh, it helps him determine whether or not the mesh is the cause of his patients’ pain, (7/25/19

Tr.122:11-123:7.) He also exblained that, upon physical examination, he can sometimes “feel

. [the mesh sling] fixed firm and rigid and scarred into place . . . literally choking up on the

urethra” and causing obstruction of the urethra. (7/25/19 Tr. 123:20-124:3.)
The Court gives weight to Dr. Margolis’s testimony about his clinical findings and

observations regarding mesh complications and their source, and finds his testimony be credible.

The Court notes that Dr. Margolis’s testimony, based on his clinical experiences treating mesh
complications, is consistent with the internal company documents and company testimony ancl
corroborates Dr, Rosenzweig’s oplmon regardmg the complications that are caused by the

properties of the mesh.

C.  The Weight of the Evidence Demonstrates the Severe, Long-Term Risks of
Mesh

 J&I offered the expert testimony of Dr. Peter Rosenblat, Dr. Charles Nager, and Dr. Karyn

- Eilber for the proposition that mesh does not cause or pose additional dangers aside from vaginal

exposure and erosion. The Court concludes that the greater weight of the e\'zidence, including
company knowledge as the manufaéturer of the device, internal company documents, company
testimony, pathology findings on mesh-tissue reactions, and the clinical experiences and
observations from mesh removal specialists, indicates otherwise.

- The opinions of J&J's medical experts are inconsistent with and contradicted by the
company’s own admissions and knowledge regarding their own products. As described above,
there is substantial evidence from company documents and testimony confirming tl_ie dangerous
properties of mesh and that these mesh properties can lead to multiple serious and long-term

complications in addition to exposure and erosion. But neither Dr. Nager’s nor Dr. Eilber’s

| testimony referenced or explained the internal company documents that contradicted their

positions or even mentioned that they considered internal company documents at all in forming
' 28

Statement of Decision (37-2016-00017229-CU-MC-CTL)

1" Margolis explained that if hie can “reprociice the paii™ by pushing on the area where thereis™ | -



\DIOO'--.]O\M.I‘-‘L

10
11
12
13

14§

15
16
17
18
19
20
21
22
23
24
25
26
27
28

their opinions in this case. And Dr. Rosenblatt testified that he has “never heard that a chronic
foreign body reaction . . . would lead to exposure or shrinkage” (9/19/19 Tr. 21:26-22:4),

contradicting at least three Ethicon tiedical directors who wiots that “the mesh induces an acute | |

and foreign body reaction, which can lead to both exposure and shrinkage.” (PX0356).

The examination of these defense expert witnesses also revealed conflicts of interest that
could bias their opinion bf mesh dangers. Dr. Nager is a former preceptor for Ethicon and trained
other doctors to implant the TVT. (8/20/19 Tr. 117:3-7.) He has implanted between 800 to 1600
slings over the course of his career and taught and encouraged hundreds of other doctors to use
mesh devices. (8/20/19 Tr. 116:25-117:25.) As President of the American Urogynecologic
Society (AUGS) in 2013-2014, he formed the midurethral sling task force “to defend the mesh
sling” and led the efforts to develop a position statement supporting the use qf the mesh sling on
behalf of the Societ};. (8/20/19 Tr, 141:6-19, 151:8-13.) They did so to produce a document that
would help “members,” including doctors and mesh manufacturers, “to use this position
statement at legal proceedings”™ when they were sued in mesh litigation. (8/20/19 Tr. 155:20-4,
156:17-21, 156:28-159:6.) He told J&J specifically that “I'm trying to help you guys and defend
the best procedure ever developed for SUI . . 7 (8/20/19 Tr. 160:18-1 62:.5.) He even told the
AUGS membership that “you’re going to have to pry the Inﬁd'ure_thral sling from my cold, dead
hands.” (8/19/19 Tr. 188:23-189:6.) _

Dr. Eilber has been a paid consultant for mesh manufacturers for over 16 years, including
for AMS, Boston Scientiﬁc, and Coloplast. (9/24/19 Tr. 15:5-17, 16:28-17:5, 103:1-27, 105:1-
15.) She has also served as a litigation expert witness for Boston Scientific in 20-25 cases in just
the past 3 or 4 years. (9/24/19 Tr. 102: 14-20 ) Dr. Eilber has implanted “thousands” of mesh
slings/POP mesh devices over the course of her career. (9/24/19 Tr. 8:19-24, 111:24-28.) Because
of her professional investment in defending the sling, she has authored medico-legal studies that
tried (but failed) to prove that mesh victims’ negatife thought patterns were related to their
intention to sue the mesh manufacturer. (9/24/19 Tr. 162:11-21, 162 '25-163:5.) She is also paid to
sit on the advisory board for Boston Scientific, where she would “discuss how to deal with the

bad publicity surrounding mesh.” (9/24/19 Tr. 103:8-13, 104: 13-16.) Dr, Eilber further admitted
29 '
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that she has been “very active in trying to deal with the bad publicity surrounding mesh.” (9/24/19
Tr. 104:23-26.) And when J&J wanted to recruit a California doctor to author a letter against the

- instant lawsuit, Dr. Eilber was one of the five doctors to which the coripany teached out. (8721/19 |

- Tr. 180:3-16 [Dr. Bruce Kahn}.)

Dr. Rosenblatt has implanted over 3,000 mesh devices over the course of his career. - |
(917119 Tr. 108:6-15, 114:13-15)) He has also been a paid consultant for almost every-U.S. mesh
manufacturer for the past 18 years—Ethicon, Boston Scientific, Bard, AMS, Coloplast,
Medironic—and had liqensing agreements with several of them. He has also taught cadéver labs,
trained other doctors to implant the mesh manufacturer’s devices, given talks, seminars and booth
presentations about mesh to other doctors during conferences, over meals, and other events hosted
by the industry. (9/18/19 Tr. 175:6-190:26; 9/19/19 Tr. 157:3-17.) Dr. Rosenblatt has made
somev\.rhere in the range of $2.2 million to $5.5 million from m‘esh manufacturers, inclusive of his
compensation as a paid litigation expert.

D. Defendants Deceptively Marketed Their Pelvic Mesh Concealing Their
Knowledge of Mesh-Specific Properties and Complications

The evidence at trial demonstrates that J&J deceptively marketed its TVT and POP mesh
devices through a combination of false statemenfs, misleading half_-tmths, and omissions that
were likely to deceive doctors (1) _regarding the full range of complications associated with mesh
use; (2) the fact that these complications can be severe and long-tem; (3) that the complications
are specific to and come from the mesh itself, .e., the dangerous propetties; and (4) that there is
no exit strategy when it comes to mesh. The Court reaches the factual conclusion that these
misrepresentations were likely to deceive doctors that mesh use carried  minimal risk of
complications and would not introduce new or additional dangers to pelvic surgery aside from the

risk of vaginal exposure or erosion.

1. Defendants’ IFUs Misled Regarding the Full Range of Mesh-Related
Complications

As summarized in Table 2 below, J&J misrepresented the full range of mesh-related

complications by omitting known complications from the TVT IFUs until 2015 (and even after
30
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2015), despite the fact that the company had kno'wledge of these risks starting from 1998, An

examination of the TVT IFUs reveal that, consistent with J&J’s marketing of the mesh sling as a

"~ vittually risk-fres devics, thiese Iabels did tiot even meiition the possibility of pan, much lessthe |

debi]itating chronic pain that the company knew the mesh could cause. Similarly, the TVT IFUs

did not disclose the tisk of dyspareunia or pain to partner, much less the chronic or lifelong

dyspareunia that could be caused by mesh contraction that was known tbr the company.

Table 2: TVT IFUs

e o A et 2 : ArAEEh T AR, TR i B
Erosion/ o “Transitory local sion, ronic foreign body
Exposure irritation at the wound exposure, or reaction

' site and a transitory erosion into the (8/7/19 Tr. 82:14-26;
foreign body response vagina or other PX0356.)
may occur. This * structures or
response could result organs” .| » Lifelong/recurrent risk
In extrusion, erosion, ' of vaginal exposures
fistula formation _ o Lifelong/recurrent risk
- [and/or] of erosion into other
inflammation” organs
 (Emphasis added.) ' - (8/7/19 Tr. 38:20-22, 38:26-
39:1, 39:4-7)
. * NO mention of pain ¢ “Acute and/or - Debilitating/life
Pain e NO mentionof chronic pain” changing/chronic pain
chronic pain ¢ “Neuromuscular ¢ Severe, chronic/persistent
¢ “Transient lcg pain problems, including | groin/leg pain
lasting 24-48 hours acute and/or (8/7/19 Tr. 42:4-15; 8/8/19
may [occasionally] chronic pain inthe | Tr. 161:16-19, 187:1-
occur and can usually groin, thigh, leg, 188:18.)
be managed with mild pelvic and/or
analgesics™’ abdominal area”

UX10176 [TVT IFU in use 9/8/00-1 1/226/03]; IX10158 [TVT IFVU in use 12/22/63-2/21/05]; JX10159 [TVT IFU
in use 2/11/05-4/7/06); IX10188 [TVT IFU in use 10/13/08-11/23/10]; JX10175 [TVT IFU in use 11/20/10-11/26/ 14];
JX10189 [TVT IFU in use 12/9/14-8/31/15]; JX10160 [TVT-Secur IFU in use 12/16/05-discontinuance]; JX10162 [TVT-
Obturator IFU in use 1/7/04-3/4/05]; IX10161 [TV T-Obtutator IFU in use 3/7/05-5/19/05]; JX10164 [TVT-Obturator [FU
in use 5/25/05-4/29/08]; JX10153 [TVT-Obturatot IFU in use 4/23/08-5/7/ 10; J1X10163 [TVT-Obturator IFU in use
5/12/10-11/27/14]; JX10192 [TVT-Obturator IFU in use 12/15/14-9/16/15]; IX10177 [TVT-Exact IFU in use 5/4/10- _
6/6/16]; IX10181 [TVT-Exact IFU in use 8/5/13-10/17/13]; JX10182 [TVT-Exact IFU in use 10/23/13-11/16/14]; FX10190 ¢
[TVT-Exact IFU in use 8/12/14-9/9/15]; JX10165 [TVT-Abbrevo IFU in use 9/10/10-1 1/27/14]; and 7X10191 [TVT-
Abbrevo IFU in use 7/1/15-9/15/15]. '

* JX10186 [TVT IFU in use 9/18/15-present]; JX10184 [TVT-O [FU in use 9/22/15-present]; JX10187 [TVT-
Exact IFU in use 9/18/15-present]; and JX10193 [TVT-Abbrevo IFU in use 9/24/15-present],

¢ See Section V.A. ' ' :

7 1X10162 [TVT-Obturator IFU in use 1/7/04-3/4/05]; JX10161 [TYT-Obturator IFU in use 3/7/05-5/19/05];
JX10164 [TVT-Obturator IFU in use 5/25/05-4/29/08]; IX10153 [TVT-Obturator IFU in use 4/23/08-5/7/10]; JX10163
[TVT-Obtutator IFU in use 5/12/10-11/27/14]; JX10192 [TVT-Obtutator IFU in use 12/15/14-9/16/15]; TX10165 [TVT-
Abbrevo IFU in use 9/10/10-11/27/14]; and JX10191 [TV T-Abbrevo IFU in use 7/1/15-9/15/ 15] (emphasis added).
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¢ Neuromuscular problems,

... including acute and/or_ . _{|. .

chronic pain in the groin,
pelvic, and/or abdominal
area
(PX4808 [11/13/15 Dep. Tr.
of Dr. Weisberg] at 320:16-
21)

Sexual NO mention of “Pain with ¢ Contracture causing pain
Function dyspareunia intercourse which |  Contracture causing
NO mention of in some patients chronic pain
chronic dyspareunia may not resolve” » Dyspareunia
NO mention of mesh “Exposed mesh ¢ Chronic dyspareunia
contraction may cause pain or | e Pain to partner
NO mention of pain to discomfort to the (8/7/19 Tr. at 39:8-14,
partner patient’s partner 40:28-41:3, 41:21-25,
during intercourse™ | 44:25-45:7.)
- NO mention of ‘
mesh contraction ¢ Excessive contraction or
shrinkage of the tissue
surrounding the mesh
(PX4808 [11/12/15 Dep. Tr.
of Dr. Weisberg] at 207:01-
207:19)
Urinary “Over correction, i.e., “Voiding e De novo urge
Dysfunction.| too much tension dysfunction” incontinence
applied to the “Urge ¢ De novo urinary
[tape/Implant/mesh incontinence” frequency
implant], may cause “Urinary ¢ De novo urinary retention
temporary or frequency” ® De novo urinary
permanent lower “Urinary retention” |  obstruction
urinary obstruction” * De novo voiding
“As with other dysfunction
incontinence :
procedures, de novo (PX4808 [11/13/15 Dep. Tr.
detrusor instability of Dr. Weisherg] at 323:1-
may occur following 324:15)
[the TVT '
procedure)/[a sub-
urethral sling
procedure utilizing the
GYNECARE TVT
Obturator
System/GYNECARE
TVT ABBREVO
device]. To minimize
this risk, make sure to
32

Statement of Decision (37-2016-000 17229-CU-MC-CTL)




—

¥ N T N T S SO O SR

- [ %] [\ 2 ek ] f— [ i ] p— — [ i

Removal

NO mention of
removal

NO mention of serious
complication that
would require a

- significant removal

NO mention of
irreversibility of
complications

* “One or more
revision surgeries
may be necessary to
treat these adverse
reactions™

¢ “In cases in which
the PROLENE
‘Mesh needs to be
removed in part or
whole, significant
dissection may be
required”

¢ Need for mesh removal
for serious complications,
including chronic pain or
dyspareunia, which may
be difficult

(8/7/19 Tr. 41:21- 42:3))

¢ Multiple revision
surgeries may be
necessary to treat adverse
reactions, and significant
dissection may be
required

~ Even after addmonal

surgeries are performed,
adverse reactions may not
resolve’
(PX4808 [11/13/15 Dep. Tr.
of Dr, Weisberg] at
320:22:321:19.)

As seen in Table 2 above, J&J omitted from its TVT IFUs some of the most significant

risks, including chronic foreign 'body response, the lifelong and recurrent risk of vaginal

exposures and erosion into other organs, pain and lifelong/chronic pain, dyspareunia and

lifelong/chronic dyspareunia, pain to partner, and the need for mesh removal which may not

resolve the complications from mesh. (Similarly, Table 3 below sets forth the risks that the

company knew about but omitted with regard to its mesh POP products.) By only disclosing an

incomplete list of risks that only tells half the story—the benign half—J&J’s IFUs misled

consumers about the whole picture of possible mesh risks. Those: mlsleadmg omissions and half-

truths are v1olat10ns of the UCL and FAL.: “[A] perfectly true statement couched in such a manner

that it is likely to mislead or deceive the consumer, such as by failure to disclose other relevant

information, is actionable.” (People v. Overstock.com (2017) 12 Cal. App. 5th 1064, 1079

[quotations and citations omitted].)

¥ Not included in JX10176 [TVT IFU in use 9/8/00-1 1/226/03].

33

Statement of Decision (37-2016-00017229-CU-MC-CTL)




O == ~1 2 LV T TN

10
11
12
13
14
15

16 |

17
18
19
20
21
22
23
24
25
26
27
28

The deceptiveness of the incomplete list is further heightened by the fact that physicians

would expect the IFU to provide a complete list of all device-related risks. The evidence at trial

" has demonstrated that thie mantifacturer is expected 10 include all adverse reactions reasonably | -

associated with the use of the device in the IFU. (PX2000 [1991 FDA Device Labeling
Guidance]; 8/5/19 Tr. 35:20-36:1 [Dr. Kessler].) Testimony from company witnesses
demonstrated that J&J knew and understood this—Dr. James Hart, Ethicon VP of Medical Affairs
Worldwide, testified that the purpose of the IFU was to provide a complete statement of the
warnings, precautions, and adverse reactions for the device, (PX4816 [12/20/13 Dep. Tr.] at
800:3-8 [“the purpose of the IFU is to provide a complete statement of what the company knows
with regard to . . . the warnings, the precautions and the adverse reactions for the device™).) Dr. |
Martin Weisberg, Medical Director for Ethicon, confirmed that f‘if we’re aware of a significant
risk @t might occur, it should be listed” in the IFU, (PX4850 [5/24/12 Dep. Tr.) at 131:11-20,)
Dr. David Robinson, another Medical Director for Ethicon, testified that he expected doctors to
rely upon the Prolift IFU to accurately represent what the company knew to be the risks at the
time. (PX4804 [9/11/13 Dep. Tr.] at 488:1 1-18.)

By providing physician consumers with a partial, misleadingly incomplete list of
complications in the [FU—a document that those physicians expected to provide a
comprehensive set of risks reasonably associated with the device—I&J was likely to misiead
doctors that any complications not listed were simply not associated with the device. (7/22/19 Tr.

12:19-23 [Dr. Rosenzweig]; 7/29/19 Tr. 93:23-28 [Dr. Margolis].)

2.  Defendants’ IFUs Misled Regarding the Severity and Duration of
Mesh Complications

J&J’s IFUs not only omitted complications, but als@o_mitted or affirmatively downplayed
information about the severity and long-term nature of theée complications that would give a
doctor or patient pause about choosing mesh as a treatment option. For instance, Dr. Hinoul
testified that the company knew about the risk of “debilitating” and “chronic” pain and
“incapacitating pelvic pain,” but omitted that severity and duration information when they

disclosed only “pain” in the Adverse Events section, as seen in Table 3 for the POP mesh [FUs
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below. (8/7/19 Tr. 42:4-9, 68:1-4, 70:2-1 1.) Dr. Hinoul also testified that the company knew

about the risk of “chronic” dyspareunia, but disclosed only “pain with intercourse” which “may

[ resolve with tine (8/7/19 Tx. 4544577, 68:14; 5¢e Table 3 [POP Mesh TFUS]y~ "1
Table 3: POP Mesh IFUs

SL

¢ Erosion, extrusion * “mesh extrusion, o Lifelong/recurrent risk
Exposure €Xposure, or erosion of vaginal exposures
into the vagina or o Lifelong/recurring risk
other structures or of erosion into other
organs” organs '
: ¢ Large-scale erosions that
are difficult to treat
(8/7/19 Tr. 38:20-22, 38:26-
39:1, 39:4-7, 68:1-4, 70:2-
11)
Pain ¢ Pain “Acute and/or ¢ Debilitating/life
¢ Included in 2003- chronic pain” changing/chronic pain
2012 Prolift IFUs “Neuromuscular ¢ Chronic groin/leg pain
and 2008-2012 problems, including | e Incapacitating pelvic
Prolift+M IFUs: acute and/or chronic pain _
“Transient leg pain pain in the groin, (8/7/19 Tr. 42:4-15, 39:4-7,
may occur and can thigh, leg, pelvic 68:1-4, 70:2-11; 8/8/19 Tr.
usually be managed “and/or abdominal | 161:16-19.)
 with mild area” o
- analgesics” e Neuromuscular
'| (Emphasis added.) problems, including

acute and/or chronic

pain in the groin, thigh,

leg, pelvic, and/or

abdominal area
(PX4808 [11/12/15 Dep.
Tr. of Dr. Weisberg] at
95:13-19, 140:13-23,
141:7-142:3, 142:14-
143:9.)

°IX10170 [Gynemesh PS IFU in use 3/20/03-3/30/06]; TX10173 [Gynemesh PS IFU in use 3/31/06-
12/11/08]; IX10171 [Gynemesh PS IFU in use 12/8/08-4/14/14]; IX10172 [Gynemesh PS IFU in use 12/18/08-
11/30/10]; TX10168 [Prolift IFU in use 1/11/05-12/13/07]; FX10167 [Prolift IFU in use 12/17/07-9/24/09]; IX10157
[Prolift IFU in use 10/1/09-5/7/10]; IX10169 [Prolift IFU in use 5/1 1/t0-discontinuance]; JX10155 [Prosima IFU in
use 6/19/07-5/17/10]; IX10166 [Prosima IFU in use 6/18/ 10-discontinuance); YX 10154 [Prolift +M in use 12/12/08-

1/13/11; IX10174 [Prolift +M in use 2/4/1 1-discontinuance],
' JX10185 [Gynemesh PS IFU in use 4/3/15-present].
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Sexual - In 2009-2012 Prolift | e “Potential adverse Shrinkage leading to
| Fanetion [ TPUs and 20082012 |~ Teactions are those |~ Ppélvic pain and
Prolift+M IFUs: typically associated dyspareunia
“Potential adverse with pelvic organ e Pain to parther
reactions are those - prolapse procedures, | s Chronic dyspareunia
typically associated including pelvic pain | ¢ Distortion of vaginal
with pelvic organ or pain with cavity interfering w1th
prolapse procedures, intercourse, which in intercourse
including pelvic pain some patients may ¢ Risks to young, sexually
or pain with not resolve” active women
intercourse. These e “Exposed mesh may | (8/7/19 Tr. 39:8-14, 40:28-
may resolve with cause pain or 41:3, 44:25-45:7, 68:1-10,
time” discomfort to the 79:28-80:4, 81:23-82:5,
- NO mention of pain patient’s partner 83:21-23; PX4808
with intercourse in during intercourse” | [11/12/15 Dep. Tr. of Dr.
2003-2012 e “Excessive Weisberg] at 95:13-19,
Gynemesh PS IFUs, - contraction or 140:13-23, 141:7-142:3,
2005-2009 Prolift shrinkage of the 142:14-143:9.)
TFUs, 2007-2012- tissue surrounding
Prosima [FUs the mesh, vaginal
| = NO mention of pain scarring, tightening
to partner and/or shortening
- “scarring that results may occur”
in implant
confraction™/
“contracture,
scarring”
Removal o NO mention of - “one or morerevision | - Need for mesh removal
: removal surgeries may be for serious
o NO mention of necessary to freat complications,
serious - these complications” including chronic pain
complications that - “In cases in which or dyspareunia, which
would require a GYNECARE may be difficult
significant removal GYNEMESH needs | (8/7/19 Tr. 41:21- 42:3,
. to be removed in part | 68:1-4.) '
or whole, significant
dissection may be - Multiple revision
required” surgeries may be
necessary to treat
adverse reactions, and
significant dissection
may be required
- Even after additional
surgeries are performed,
adverse reactions may
not resolve
(PX4808 [11/13/15 Dep.
Tr. of Dr. Weisberg] at
320:22:321:19.)
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Urinary _ NO mention of - “urinar

| Dysfunceion | orifafy dysfunction ™| incontinence, irge |- Utge incontimence |
in 2003-2012 incontinence, urinary | - Urinary frequency
Gynemesh PS IFUs, frequency, urinary - Urinary retention
- 2005-2009 Prolift retention or ~ Urinary obstruction
IF¥Us, 2007-2012 obstruction, voiding | - Voiding dysfunction
Prosima IFUs dysfunction” (PX4808 Tr. at 144:23-
- 146:5.)

Compounding the deception, J&J did use language describing the severity and duration of
pain complications when it served its purpose of dbwnplaying a complication. For example, as
seen in Table 3, some of J&J’s POP mesh IFUs warned that “Transient leg pain may occur and
can usually be managed with mild analgesicé,” without mentioning the accompanying risk of
chronic or lifelong leg pain. (See, e.g., JX10169 [Pmliﬁ IFU in use from 5/11/10 until
discontinuance].)!! This was in si)ité of knowing, as Associated Medical Director Dr. Meng Chen
said in 2009, that those complications “are not ‘transitory” at all.” (PX0904; 7/31/19 Tr. 44:18-23,
45:2-13 [Dr. Chenl)) | |

'The severity and duration of complications are medically significant énd effect medical
decision-making. As Dr. Hinoul testified, “[s]hort-term adverse eveﬁts have diﬁ‘efent clhlicél
significance than chronic adverse events.” (8/8/19 Tr. 159:13-16.) Dr. Hinoul further admitted
that, as a medical doctor, “the risk of chronic pain, for example, would affect [his] medical
decision-making differently than the risk of a short-term pain,” (8/8/19 Tr. 159:17-21.) Dr. Hinoul
also acknowledged that describing a complication as “lasting 2 days” and “treated with over-the-
counter pain medication” has an “obviously different” clinical significance compared to the |
“possibility of chronic leg pain.” (8/8/19 Tr. 162:10-16.) Similarly, J&J’s expert witness Dr.
Nager testified that he and his colleagues “consider pain to be acute or chrbnic, and then a.lohg a
spectrum of severity.” (8/20/19 Tr. 71:4-16.) Selectivelf disclosing mild, short-term

complications while concealing severe and long-term complications is precisely the sort of

115ee also JX10168 [Prolift IFU in use 1/11/05-12/13/07); JX (0167 [Prolift IFU in use 12/17/07-9/24/09);

- IX10157 [Prolift IFU in use 10/1/09-5/7/10]; JX10154 [Prolift +M in use 12/12/08-1/13/11]; and JX10174 [Prolift

+M in use 2/4/11-discontinuance].
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misleading half-truth the law prohibits. (See Peaple v. Overstock.com (2017) 12 Cal. App.5th
1064, 1079,)

"By downplaying the severity dnd ditation of mesh complications, a8 seen in Table 2 Torthe |

TVT and Table 3 for POP meshes above, J&J presented physicians a deceptive and misleading

picture of the possible risk profile of mesh and prevented doctors from factoring that into their-

| patient counseling and treatment decisions, The Court finds that these misleading half-traths and

omissions regarding the severity and duration of complications were likely to deceive physicians

in violation of the UCL and FAL.

3. Defendants’ IFUs Misled Regarding the Causation of Complications
and the Dangerous Properties of Mesh

In addition to omitting risks and complications altogether and concealing and downplaying
their pot‘ential séverity and chronic/long~ter1ﬁ nature, J&J also misleadingly attributed the
complications they did disclose to pelvic surgery generally, rather than to the mesh itself, For
example, J&J described “pain with intercourse” as a complication “typically associated with

pelvic organ prolapse procedures” (see, e.g., JX10154 [Prolifi+M IFU inuse 12/12/08-1/13/11])

- even though the company knew that the use of the POP mesh device carried with it a heightened

risk of sexual dysfunction so great that it was a “main concern for sexually active women™ and
that mesh use could result in distortion of the vaginal cavity, including vaginal tightening and/or
shortening. (8/7/19 Tr. 68:5-10, 79:28-80:4 [Dr. Hinoul].) Similarly, J&J describes urge
incontinence associated with the TVT implant as a risk that occurs “[a}s with other incontinence
procédures,” and atiributes the risk of lower urinary tract obstruction to “over correction, i.e., too
much tension,” even though these complications can be cansed by the mesh itself. (See, e.g.,
JX10175 [TVT IFU in use 11/29/10-11/26/14]; PX4808 [11/13/ 15 Dep. Tr. of Dr. Weisberg] at
323:1-324:15)) -‘ '

As Table 4 below summarizes, J&J also misrepresented and concealed the dangerous
properties that would let a doctor know that the complications are coming from the mesh itself.
By misrepresenting or omitting the dangerous properties of mesh, J&J does not atiow doctors to

factor that into their patient counseling and treatment decisions. For example, the propensity of -
38 '
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transient.” (See, e.g., JX10169 at 5 [Prolift IFU in use 5/11/1 (0-discontinuance].) At the least,

Table 4: Mesh Properties
v T A a-' = Y -

e s B e T P e A A ] L LR AN - Eareats ik A
“transitory ¢ NO mention of | o Histologically foreign
foreign body foreign body chronic foreign well tolerated, body reaction
reaction and response”!6 body response inert ¢ Inflammation
chronic * “minimal o “minimal ¢ Healthy tissue | ¢ Not inert
inflammation |  inflammatory inflammatory incorporation | (8/7/19 Tr. 82:14-
reaction™ reaction™/ 24, 85:5-17)
(Empbhasis added) “minimum to
mild
inflammatory
reaction”

mesh to induce a chronic foreign body reaction is significant because, as the company knew,

these properties can result complications. (8/7/19 Tr. 81:23-82:26 [Dr. Hinoul].) Despite the

I company’s knowledge "tﬁﬁf'm&ﬁh"'ihdﬁéé'ﬁ‘ﬁ"éhi‘éﬁié"fdféi‘fgﬁ"bﬁdy"féétéﬁdﬁ,'ﬂié"lFUé foritsTVI | =

family of products informed doctors that a “transitory foreign body response may occur” and that
Prolene mesh elicits only “a minimal inflammatory reaction in tissues, which is transient.” (See,
e.g., JX10188 [TVT IFU in use 10/13/08-11/23/10].) Similarly, in the IFUs for their POP mesh

products, J&]J claimed that its “mesh elicits a minimom to slight inflammatory reaction, which is

these communications are misleading because they present a “best case scenario” of a benign
transitory foreign body reaction that fails to disclose that mesh induces a chronic foreign body
reaction and chronic inflammation that can lead to complications. (PIX035 6 [Hinoul internal 2009
memorandom statin_g “It]he mesh induces an ac'ute. and chronic foreign body reaction, which can
lead to both exposure and shrinkage”]; PX0325 at 6 [Batke 2007 presentation regarding
dangerous properties of heavyweight meshes].)

BS TN ol

lead to complications.

2 See Section V.B, above, regarding expert testimony confirming that the dangerous properties of mesh can

12 Footnotes 4 and 5, supra

¥ Footnote 9, supra .

¥ See, e.g., IX11597 (“no tissue reaction™; “macroporous mesh fosters tissue incorporation”; “does not.
potentiate infection”); 7X11622, IX11626 (“A pronounced reduction in inflammation and improved integration into
surrounding tissue”; “Reduced foreign body response”; “Large pores increase tissue integration™; “more natural
healing”; “Resists wound contraction (shrinkage)”; “softer, more supple vagina for tissue]”; “Bi-directional
properties™).

6 Not contained in post-2015 TVT Family IFUs.
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-Shrinkage, » Bi-directional | ¢ Bi-directional |¢ “Resists o Shrinkage/
contraction, elasticity!’ elasticity!® wound contraction
bridging o NO mention of | ¢ “mesh remains contraction (8/7/19 Tr. 79:28-
fibrosis - - ~ shrinkage/ soft and (shriikage)” | 80:4, 82:21-23.)
contraction pliable” | * Remains soft
and supple in
the body
* Bi-directional
' _ elasticity -
Bacterial * “may ¢ NO mention of [ ¢ Resists ¢ Infection/
adherence of potentiate an heightened risk | infection =~ | biofilm
mesh/ existing of infection/ (8/7/19 Tr. 84:19-
subclinical infection” biofilm 85:1.)
infection -

In addition, J&J further misrepx:esents both the severify and the causation of the mesh .
complications when it fails to disclose in its [FUs that mesh has no exit strategy. The company
knew from the time TVT was .launched that when severe complications arisé, some patients may
need to undergo multiple invasive surgeries to attempt to remove the mesh, and even with _
removal the complications may never be fully resolved. (PX4808 [Dep. Tr. of Martin Weisberg] _
at 320:22-321:19; see also Table 2 and Table 3, above.) By omiﬁing the need for removal from
the IFUs, as the company did before 2015, the company was concealing from doctors that mesh
could cause complication so severe that an invasive surgical procedure might be needed to
remove it.

Testimony at trial confirmed that doctors need to know whether the complications are from
the mesh itself in order to make treatment decisions. As J&J's expert witness Dr. Eilber testified,
if “one of [her] patients has a complication, [she’d] like to figure out where that complication
came from,” and that doing so was “important to her.” (9/24/19 Tx. 1 1.6:7-12.) J&J’s third-party
fact witness Dr. Kahn similarly testified that “[a]nytime someone has a complication from
surgery, any good surgeon, including myself—for my patients, I’m going to investigate it as

thoroughly as I can to iry to get to the bottom of it and, importanily, fix the problem.” (8/21/19

' Not contained in post-November 2010 TVT Retropubic, TVT-Exact, and TV T-Abbrevo IFUs.

¥ Not contained in post-October 2009 Prolift IFU arid 2008-2012 Prolift+M IFUs.
' ' 40
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Tr. 145:24-146:2.) And as Dr. Rosénzweig testified, if doctors understand that their complications

may be coming from the mesh itself, rather than their technique, this will impact not only what

“they tell their aticnts but also how they ireat them, (7/17119 Tr. 47:26-49'5, 49:30-50:3 Y In other |

words, as Dr. Rosenzweig explained, “if you're dealing with a very debilitating condition, it might
be worthwhile to switch .the debilitating condition you are frying to treat with a debilitating
outcome. But if you're dealing with a lifestyle issue and then you have the risk of a debilitating
condition, you would consider that very sirongly and make sure the patient considers that very
strongly in the decision-making process and in the informed consent process.” (7/17/19 Tr. at
48:25-49:5.)
_ Based on the above, the Court therefore concludes that all J&F's TVT IFUs from launch to
the present and all tran§vaginal POP IFUs from launch to 2012, when they were removed from
the market, violate the UCL and FAL Each of them contained a misleadingly incomplete or half-
true list of associated compljcations that was likely to deceive doctors about the full range,
severity, and causation of risks as discussed above. (People v. Overstock.com, supra, 1;2 .
Cal.App.5th at 1079 [true statements can be“{likely to mislead or deceive the consumer” due to
“failure to disclose other relevant information™].) To this day, the following risks and
complications specific to and resulting from the TVT are stitl missing from the post-2015 TVT
IFUs: (1) lifelong/recurrent risk of vaginal exposure; (2) ﬁfelong/mcment risk of erosionto
organs; (3) contracture causing pain .or'chronic pain; (4) even after additional surgeries are
performed, adverse reactions not resolve; (5) chronic foreign body reaction/not inert;
(6) shrinkage/contraction; and (7) mesh infection/biofilm formation, (See Table 2 [TVT IFUs],
Table 3 [POP Mesh IFUs], and Table 4 [Mesh Properties}.)

The Court also concludes that J&I’s IFUs contained false statements about mesh’s
propérties. For instance, J&J falsely claimed in their TVT and POP IFUs that the mesh possessed

a “bi-directional elastic property allow[ing] adaptation to various stresses encountered in the
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body.” (See, e.g., IX10184 [TVT-O IFU in use 9/22/15-present].) ' J&J kept this statement in
some of their IFUs even after admitting internally—and to the FDA-~that “there is no data to

~ support “allows adaptation to various stresses encountered in the body.” (PX0937.) Untrue |

statements are inherently deceptive because they are false, and thus violate the UCL and FAL.
(Dayv. AT & T Corp. (1998) 63 Cal.App.4th 325, 332; sce also, Kasky v. Nike, Inc. (2002)27 -
Cal.4th 939, 951.) |

E. Defendants’ Doctor Marketing Materials Contaihed Similar Deceptive
Messages
J&J’s deceptive.IFUs, which omit or misrepresent mesh properties and the full range of

known serious, long-term mesh complications, are also the cornerstone of J&J’s other printed
marketing materials regarding its pelvic mesh products. Based on the Court’s review of J&J’s
doctor-directed marketing materials admitted into evidence (séc Violations Appendjx), the Court
concludes that J&J’s marketing materials were deceptive and misleading because they either (1)
excerpted or refex"red doctors to an incompleté list of risks from the IFU; and/or (2) otherwise
failed to disclose the full range of the serious, long-term risks resulting from the mesh that the
company knew about, as discussed above. |

The attached Violations Appendix. catalogs all the printed marketing materials entered into

evidence® and identifies the specific ways in which these communications are deceptive, as set

forth below:

¥ See also JX10170 [Gynemesh PS IFU in use 3/20/03-3/30/06]; TX10173 [Gynemesh PS IFU in use
3/31/06-12/11/08]; IX10171 [Gynemesh PS IFU in use 12/8/08-4/14/14]; JX 10172 [{Gynemesh PS IFU in use
12/18/08-11/30/10]; JX 10168 [Prolift IFU in use 1/11/05-12/13/07]; }X10167 [Prolift IFU in use 12/ L7/07-9/24/09];
JX10155 [Prosima IFU in use 6/19/07-5/17/10]; JX10166 [Prosima IFU in use 6/18/ 10-discontinuance]; JX10176

[TVT IFU in use 11/29/10-11/26/14]; IX10158 [TVT IFU in use 12/22/03-2/21/05); JX10159 [TVT TFU in use

2/11/05-4/7/06]; IX10195 [TVT IFU in use 4/7/06-10/7/08); JX10188 [TVT IFU in use 10/13/08-11/23/10};
JX10162 [TVT-Obturator [FU in use 1/7/04-3/4/05); JX10161 [TVT-Obturator IFU in use 3/7/05-5/19/05]; IX10164
[TVT-Obturator [FU in use 5/25/05-4/29/08]; JX10153 [TVT-Obturator IFU in use 4/23/08-5/7/10]; JX10163 [TVT-
Obturator IFU in use 5/12/10-11/27/14]; IX10192 [TVT-Obturator IFU in use 12/15/14-9/16/15); IX10160 [TVT-
Secur IFU in use 12/16/05-discontinnance}. )

% In the Violations Appendix, marketing materials ordered by sales representative Jason Logan and shipped
into California between 2008-2011 are marked with (*); materials identified in J&J’s. discovery responses as having
been shipped into California at some point from January 2012 onward are marked with (**); and materials that were
ordered by Jason Logan 2008-2011 and identified by J&J’s post-2012 are marked with (***), (See Penalty Appendix
for further explanation.) '
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(1) J&TI’s advertising sells the benefits of mesh—such as positive outcomes, high

efficacy/cure rates, or improved quality of life—without disclosing (a) the dangerous properties -

“of thesh kniown to the compay, such as chronic Toreign body reaction, infection/biofilm, and |

contracture (see Table 4 [Mesh Properties]); (b) the mesh-specific complications known to the
company, such as chronic pain, chronic dyspareunia, and urinary dysfunction (see Table 2 [TVT
IFUs], Table 3 [POP Mesh IFUs]); or (c) the possible need for mesh removal and the dangers of
removal (see id.); |

(2) Misrepresenting risks introduced by mesh; reprinting or excerpting the misle:idjngly
incomplete “Adverse Events” section of the IFU: |

(3) Stating, “See p'ackage insert for full prescribing information,” or otherwise directing

‘consumers to the misleadinély incomplete IFU;

(4) Advertising the alleged positive properties of mesh, without disclosing the dangerous

properties of mesh that lead to complications, so as to mislead doctors about the source of risks:

(@) Misleédingly stating that mesh resists infection or similar language without
disclosing known risk of mesh .infection/bioﬁ]m. (See PX4820, 9/18/12 Tr. 681:8-16 and 8/7/19
Tr. 84:26-85:1 [Dr. Hinoul testimony re: risk of biofilm and mesh infection])?!; |

(b.) -Misleadingly stating that mesh has healthy tissue incorporation ot similar
language without disclosing known risks of shrinkage and contracture. (See 8/7/19 Tr. 79:28-
80:4, 81:23-82:8 [Dr. Hinoul testimony re: risks of shrinkage and contracture]);

(c.) Misleadingly stating that mesh has numma.l or transitory foreign body response/
inflammation or is inert without disclosing known risk of chronic foreign body reaction or
inflammation that can lead to complications (See 8/7/19 Tr. 81:23-82:1-8, 85:5-17 [Dr. Hinoul

testimony re: chronic foreign body reaction and mesh is not inert]);2

21 For example, JX10896, a doctor-directed marketing material for the Prolift, claimed that the mesh “does
not potentiate infection™ despite Ethicon’s knowledge that the mesh itself can cause infection and the creation of a
biofilm. (IX10896.1.)

2 For example, JX11622 advertises “{a] pronounced reduction in inflammation and improved integration
into surrounding tissue,” “[rleduced foreign body response,” and “[I]ess fibrosis than traditional grafts.” (JX11622 at
4.) These are “best-case scenario” half-truths because the sales aid does not disclose that the mesh itself induces a

.chronic foreign body reaction and chronic inflammation, which can lead to a variety of complications,
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(d) Misleadingly stating that mesh is soft, elastic, or resists wound contraction

without disclosing known risk of contracture/shrinkage, which can result in stiffness and

hardening. (See PX4761 [11/15/12 Dep. Tr. of Axel Amaud] at 287:74-288:5 [agreeing that it

was known that “{t]he scar platé that forms with in-growth of tissue into the mesh can cause
stiffness of the vagina that further impacts sexual function in a negative manner.”}.)?

- (5) Using Ulmsten/Nilsson® studies to baint misleadingly positive picture of n;sgligible
risks without disclosing the significant risk of urinary complications (see 7/17/19 Tr. 66:7-71:4
[Dr. Rosenzweig]; 9/19/19 Tr. 71:7-71:14 [Dr.-Rosenblatt] ; 9/19/19 Tr. 75:16-23 [Dr.
Rosenblatt]) and the risk of serious, long-term complications specific to or introducéd by mesh.
(See company known risks in Table 2 [TVT IFUs].)?5;

(6) Advertising sales benefits of TVT-0 without disclosing known risk of severe, long-term
leg pain (See 8/7/19 Tr. 42:10-12 and 8/8/19 Tr. 161 :16-19, 187:1-188:18 [Dr. Hinoul testimony
re: chronic groin/leg pain].) ‘

While the Violations Appendix catal'ogs one Or more ways in whicﬁ the admitted
marketing materials contained deceptive messages in violation of the UCL and FAL, just one
form of misleading communication per piece of marketing is sufficient for that piece to be
deceptive and violate the law. The Court finds that the common theme and central deception that

runs through the materials in the appendix is the failure to communicate the mesh risks known to

 For example, JX11622, a doctor-directed marketing material for the Prolift-+M, states that the mesh

“[r]esists wound contraction (shrinkage),” exhibits “[ilmproved tissue integration,” and allows for “[s]ofter, more

supple tissue.” (JX11622 at 5.) These are “best-case scenario” half-truths because sales aid does not disclose that
mesh shrinkage and contraction can cause the mesh to contract and stiffen, causing pain and dyspareunia,

2 Dr. Ulmsten, inventor of the TVT device, conducted a study of 131 women implanted with the TVT. A
contract provision with J&J conditioned $400,000 on the study’s positive outcome and Dr. Ulmsten’s company made
more than $20 million on the sale of the device to J&J. Dr. Nilsson, a paid consultant for the company, chose to
follow up on only 90 out of the 131 women in the Ulmsten study in his series of 5, 7, 11, and 17 year follow-up
studies. (“Ulmsten/Nilsson studies™). These Ulmsten/Nilsson follow-up studies that are prominently featured in most
of the TVT advertising are of questionable scientific validity given the significant conflict of interest and the
unexplained, cherry-picking of a subset of patients for follow up. {See, e.g., PX4761 [7/20/13 Dep. Tr. of Dr.
Arnaud] at 496:16-498:11 [Dr. Amaud agreeing that J&J conditioned $400,000 payout for TVT follow-up studies on
favorable “safety and efficacy” results]; see also PX4781 [9/16/ 13-Dep. Tr. of Laura Angelini] at 198:22-199:20

[marketing VP Laura Angelini agreeing that Ethicon had consulting agreements with four of five authors of the “five-

year follow-up study”]; PX3462 [agreement between J&J and Medscand/ Ulmsten].)

¥ For example, IX11597, a doctor-directed marketing material for the TVT family of products, used the
Ulmsten/Nilsson studies to advertise a 97% overall success rate, a “strong heritage of success and safety,” and
negligible complications rates without disclosing any of the dangerous properties or the serious long-term risks
caused by the mesh. (JX11597 at 2, 6.)
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- therefore violated Califormia taw.

the company while selling the benefits of the mesh. Thus, the Court concludes each advertisement

was likely to deceive doctors about the risks and complications associated with mesh devices and

F.  Defendants’ Patient Marketing Materials Contained Similar Deceptlve
Messages That Were Likely to Deceive

The Court finds that because J&I’s deceptive marketing did not communicate risks to
doctors about the complications associated with its mesh devices, this risk information was in turn

likely to not reach patients as well. As Ethicon sales manager Michelle Garrison testified, “So not

- knowing proper complications — if we’re not communicating that to the doctor, the doctor

may not be able to communicate that to the patient. The patient needs to have informed
consent. The doctor ngeds to be properly informed.” (7/25/19 Tr. 48: 8-19 [emphasis added].)
Similarly, Dr..Eillber agreed that “mesh complications can be serious,” and that “if a patient isn’t
counseled on the risk of future mesh coinplications,-then she can’t make an informed decision
about whether to have mesh surgery.” (9/24/ 19 Tr. 127:27-128:6.)

Yet J&J not only withheld from doctors the risk information necessary to counsel patients,
it also directed deceptive marketing straight to the consumer that sold the lifestyle benefits of a
quick, easy cure while concealing the serious, long-term risks. J&J painted an overwhelmjng.l'y
positive picture of its mesh products, positioning mesh as “a quick, safe, and minimally invasive
cure... superior to other possible alternatives for treating POP and SUI” that “will restore the
patient’s life;style — with minimal, if any, risks.” (7/22/19 Tr. 49:13-24; 51:5-27.) J&J’s
brochures, Websites, presentations, and otherl materials consistently emphasized the speed,. safety,
aﬁd effectiveness of J&)’s products. (E.g., JX10201 [“One-time minimally invasive 30-minute
procedure” “the only pfobedure of its type with 7 years of proven results—*cli;ﬁcﬂly proven, safe
and effective™]; JX1 1I5 99 at 12 [“With GYNECARE PROLIFT, pelvic floor repair can be
completed in less than half the time of traditional surgery. Patients may go home the next day
and may experience less pain and quicker recovery.”]; JX10222 [“minimally invasive 30-minute
outpatient procedure™]; PX4657 at 64 [TVT “is a lightweight mesh used in a minimaliy invasive,

effective outpatient treatment for siress urinary incontinence (SUI)”].)
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J&J also marketed mesh as providing significant lifestyle benefits to women by restoring
their ability to have a fulfilling sex life and to engage in physical activity. (E.g., JX10210 at 3

[ “Short recovery period afid quick retum fo normal activities™]; IXT1347 at 5 [SUl can affect ...~ |~ |

“Intimacy and social relationships™]); JX11599 at 4 [“Pelvic organ prolapse can affect a woman’s
daily life, limiting physical activity and sexual intimacy.”] id. at 12 [“The procedure is designed :-
to restore normal anatomy, which means patients can resume sexual intimacy [and] normal
physical activity ... ”].) In many TVT advertisements, J&J woﬁld present the number of women
treated with mesh slings—e.g., “over 1 million women treated”—next to study res.ults from a
different and much smaller group of women suggesting their overwhelming satisfaction with the
products’ effects—e.g., “97% of women surveyed ... were still dry or had less leakage 11 years

later [and] ... were so satisfied with the treatment ... they would recommend the procedure ... to

“afriend.” (E.g., JX10222 at 13; 7/22/19 Tr. 83:4-23; see also PX4668 [“over 2 million women

treated... 93% of women surveyed ... were still dry ... 97% ... would recommend the
GYNECARE TVT procedure to a friend.”].) Moreover, as described by PlaintifPs marketing
expert Dr. Anthony Pratkanis, J&J employed various known and effective marketing tactics, like
the use of vivid imagery, to deli\{er its message about mesh’s benefits. (E.g., 07/22/2019 Tr.
84:8-89:1) | |

However, while J&I’s marketing vividly portrayed the benefits of the company’s products,
J&J misstated, downplayed, and omitted the known risks of its pelvic mesh products. J&J knew
the grievous risks and also knew full well why they should have disclosed them: as Dr. Hinoul
agreed, “the reason” TVT complications are described in a patient brochure “is so that patients
would clearly understand these risks.” (PX4820 [1/14/14 Dep. Tr.] 1493:3-1494:22.) But J&J’s
actual practice was different, J&]J misrepresented the risks of its devices throughout its patient- |
directed marketing materials, ..

As illustrated below (and as further catalogued in the patient sections of the Violations
Appendix), these misleading communications take three common forms: 1) misleadingly
incomplete risks discussions; 2) misleadingly incomplete adverse events information excerpted

from product IFUs; 3) referring to misleadingly incomplete IFUs for product and risk
: 46
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information.2® As with the doctor-directed marketing, the common, core deception that runs

* throughout all these materials is Defeﬁdant’s failure to communicate all serious long-term risks

1. Misleading and Incomplete Risks Discussions

J&T’s patient-directed marketing materials commonly contained a section or paragraph
titled “What are the risks,” which downplayed the risks of mesh. (E.g,, JX10210 at 14; JX11599
at 14; JX4657 at 65, 72;) These sections misleadingly descibed the risks they listed as common
to all pelvic surgeries and did not identify the risks specific to the mesh itself.

The lion’s share of J&J’s brochure risks sections that ask “What are the risks?” begin their
answer with a vériatibn of “all surgical procedures present some risks.” (E.g., JX10210 at 14.)
Language that follows continues to focus on the procedure: “Complications associated with the
procedure include. .. .” (Ibid.) Some of J&J’s materials provided even less indication that risks.
atise from the mesh, answering “What are the risks?” with “All medical procedures present risks.
As with all procedures of this type, there’s a risk of injury to the bladder and surrounding organs.”
(E.g., IX10210.)%

The Court heard credible testimony from Dr. Pratkanis that by emphasizing the risks of the

implantation procedure, J&J’s marketing minimizes the risks specific to the mesh implant itself,

% The Couit heard testimony from J&J’s expert witness Dr. Punam Keller that she could not conclude, from
an academic marketing perspective, that J&J’s marketing was likely to deceive reasonable consumers. The Court
found Dr. Keller’s perspective on deception irrelevant and unpersuasive on the question of whether consumers were
likely to be deceived as defined by California law. For example, Dr. Keller testified that it is impossible to know if
marketing is likely to deceive on its face; in her view, empirical testing is always required. (9/23/2019 Tr. 179:24-
182:4; 186:28-187:20.) But California law is clear that “the primaty evidence in a false advertising case is the
advertising itself” (Peaple v. Overstock.com, 12 Cal.App.5th at 1080; see also Brockey v. Moore,107 Cal.App.4th at
99 [Not “a single California case requirefs] use of survey evidence in [UCL] cases™].) She also testified that, from
her perspective, a consumer must actually hold a false belief for there to be a likelihood of deception. (9/23/2019 Tr.
180:25-181:7.) Again, California law is to the contravy: “[I]t is immaterial . . . whether a consumer has been actually
misled by an advertiser’s representations.” (Day v. AT&T Corp., 63 Cal. App.4th at 332; see also Brockey v.

Moore, 107 Cal.App.4th at 99.) Dr. Keller also assumed that a “reasonable consumer” would be skeptical and
questioning (9/23/2019 Tr. 237:23-28), while California law allows reasonable consumers to be credulous and does
not require that consumers be suspicious or wary or that they investigate the merits of ad claims, (Lavie v. Procter &
Gamble Co.,105 Cal. App.4ih at 505-06, 508,) '

%7 Dr. Pratkanis’s testimony regarding discussion of risks in J&J*s marketing materials involved detailed
comments on four brochures that were representative of the variation in J&J's marketing materials more generally:
JX10210, JX10222, IX11599 & JX11463. (7/22/2019 Tr. 89:7-103:8.) The Court found this testimony helpful and
agrees that these brochures broadly represent the variation in J&)'s printed marketing materials from 2008 through

2013. (See Violations Appendix.)
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(7/22/2019 Tr, 96:8-17.) Moreover, the misleading nature of this language is apparent on its face.

As discussed above, and as known to J&J , a pelvic mesh implant comes with risks specific to the

| device itself. J&J's marketing is likely to deceive because if gives the impression that the relevant |

risks are those of the procedure, not the mesh.2®

Furthermore, the risk sections of J&J’s patient marketing do not include the severe and
potentially debilitating risks known to J&J and are thus misleading in this way as well. By
purporting to provide information about the risks of its products but then leaving out significant
risks specific to the mesh, J&J’s communications were likely to deceive. For example, after

focusing on the risks of the procedure, JX10222’s discussion of risks mentions, “There is also a

risk of mesh material becoming exposed. Exposure may réquire treatment.” (JX10222,) A

reasonable consumer woulﬂ not underg.tand from this statement that the risk of exposure is

lifeloﬁg or that exposure could be recurrent—risks known to the J&J.2 And beyond J&J’s
misleading characterization ﬁnd downplaying of the risk of exposure, its marketing materials
consisténtly omit entirely many of the most severe risks a reasonable consumer would want to
know about—e.g., debilitating chronic pain, chronic or lifelong dyspareunia, excessive

contraction or shrinkage of the tissue surrounding the mesh, urinary dysfunction brought about by -
the mesh. Nor would a consumer understand that mesh risks can have a delayed onset—that the

risk is lifelong.

2. Referring to Misleadingly Incomplete Risk, Adverse Events, and
Safety Information :

The risk discussion in J&J’s marketing materials frequently concluded by directing patients
to refer to additional product information for “a complete description of risks.” (See, e.g.,

JX10210 [“For a complete description of risks, see attached product infonnétion.”];'JX10222_

? A few of J&J's later materials broke this mold, answering “What are the risks?” with two separate
sections titled “Risks Common to All Pelvic Surgeries” and “Complications Associated with Synthetic Mesh.”
(IX11463.6 [approved for use by J&J in February 2013].) Unlike the other formulations discussed above, this
language would, in the words of Dr. Pratkanis, “give the consumer cues” that there are complications associated with |.
the synthetic mesh product itself. (7/22/2019 Tr. 97:19-98:14,) But while materials like JX11463 gave some
indication that mesh comes with its own specific risks, they are still misleadingly incomplete because they leave out
many of the severe, chronic risks of mesh known to J&J. '

* One particularly extreme example approved for use in 2008, IX10210, fails even to mention the risks of
exposure, (JX2010.14.) ' .
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[same]; TX11621 [same]; TX11347 at 22 [patient education presentation telling consumeré to

“refer to [TVT] patient brochure for a complete list of benefits, drawbacks and risks associated

- withi this proceduire”]; PX4657 at 65, 69 [2010 webpage promising “[flor a complete description |

of risks related to this treatment, please see the Adverse Reactions section of the Risk

-Information”]; PX4668 at 4, 5 [2013 webpage promising:same].) In light of J&J’s own

admissions regarding the risks known to it when it launched its mesh products, the information
provided was not “complete.” That is, while the risks included in the referenced “product
information” and “Adverse Reactions” descriptions shifted over titne, none of the materials
promisingla “complete description of risks” actually led patients to the full set of risks known to
J&J at the time of product launch. 'Accordingly, the Court finds J&J’s frequent promise of “a
complete description of Fis'ks” in their marketing to be literally false and misleading such that

reasonable consumers are likely to be deceived,

3.  Misleadingly Incomplete Adverse Events Information Excerpted
from Product IFUs

Finally, J&J’s patient-directed marketing directly excerpted adverse event and other risk
information from the relevant product’s IFU. (E.g., PX4657 at 69, 75, 78 [website excepting
“Indication,” “Contraindication,” “Warnings & Precautions,” and “Adverse Reactions” sections
of IFUs]; JX11599 at 15 [POP brochure excerpting same]: JX11347 ét 24 [SUI Patient Education
Presentation excerpting same].) These are the same sources of risk information that other sections
of J&J’s material referred to as “complete.” Yet, as discussed above, J&J’s IFUs left out many of
the risks known to J&J from the time of product launch and were likely to deceive reasonable
doctors. (See Sections V.D.1 & 2 supra.)*® The reproduction of this same information in patient-

directed materials was likewise misleadingly incomplete. This tactic of selective disclosure of risk

-information is found throughout J&)’s patient marketing. (See Violations Appendix; 7/22/2019

Tr. 6:10-18.) The Court finds it was likely to deceive a reasonable consumer.

* Ethicon’s own officers have confirmed that their TFUs were not complete. (PX4761 [ 7/19/13 Arnaud
Dep. Tr.] 125:15-126:06 [testifying that “most of the risk, the risks that are significant, we knew them” at the time of
launch}; PX4808, 11/13/15 Tr. 307:23-308:03 [Dr. Weisberg testifying it would have been “feasible” to issue
complete risk warnings at time of launch].) And, of course, J&J’s mesh [FUs could not have been complete before
2015 because their lists of adverse reactions were substantially expanded that year. (8/5/19 Tr., at 40:11-26.)
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The testimony of Jo Huskey illustrates J&J's misleading marketing operates the way it was

intended—to create interest and demand for a medical procedure in a woman who wasn’t

 otherwise looking for a treatment. Ms. Huskey testified that a brochure in her doctors’ office

featuring Bonnie Blair piqued her interest in mesh as a treatment option; it made her believe that
TVT did not “interfere with [Blair’s] lifesiyle” and thus “would be perfect” for stopping her stress |
urinary incontinence because Ms. Huskey too was athletic. (7/22/19 Tr. 115:10-116:5; IX10210).
The brochure Ms Huskey consulted directed patients to a “complete description of risks,” |
extracted from the IFU, which included only complications related to surgery generally and
surgical technique, not the device itself. (JX10210 [“Punctures or lacerations . . . may occur
during instrument passage”; “improper placement of the TVT device may result in incomplete or
no relie_f’]:). When asked whether anything in the ad “gave [her] any concern or pause about the
prodedure,” Ms. Huskey explained:

No. Because like I said, one-time, minimally invasive 30-minute procedure, The
rest sold me, okay, now I need to ask [my doctor] because she’s going to be the
one doing the job. (/d. at 115:26-116:5.)

As aresult of J&J’s deceptive brochure, she followed up with her doctor and had the mesh
implanted. As a result, she suffered severe chronic pain and dyspéreunja that cost her the ability
to work, physical activity and her sex life. (07/22/2019 Tr. 121:2-122:1 1; 122: 10—14; 122:15-18.)
None of the complications Ms, Huskey expeﬁenced were disclosed in the ad (JX10210). She did
not know this could happen to her when she took further steps to seek treatment. And neither
would any woman who read this broch‘ure—because this information isn’t there. The Court
therefore coﬁcludes that patient direct;d materials (catalogued in the Violations Appeﬁdix) that
failed to provide the complete risks known to the company were similarly likely to deceive aﬁd

therefore violates the UCL and FAL.

4, As a Matter of Law, J&J’s Deceptive Marketing Cannot Be Cured
By Patients’ Discussions With Their Doctors

J&1J contends that its marketing’s presentation of risks is not m.isleading because its
brochures directed patients to speak with their doctors and becanse patients must give informed
consent before mesh is implanted. This defense fails as a matter of law.
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Courts have consistently held that violations of the UCL or FAL cannot be undone by later

disclosures or further explanation, (See, e.g., Prata v. Superior Court (2001) 91 Cal. App.4th

1128, 1134, 114546 [devéptiveness of bank’s advertising that its interest-charging loan program

was the “Same-As-Cash” was not negated by instruction to consumer to “ask for details”]; see
also, Chern v. Bank of America (1976) 15 Cal.3d 866, 876 [bank violated the UCL and FAL by
advertising loan as aving interest calculated “per annum”; court held that later disclosure that
bank used 360 day year instead of 365 day year did not cure the UCL violation); Brady v. Bayer
Corp. (2018) 26 Cal. App.5th 1156, 1159 [fine print stating serving size was two vitamins did not

 cure the UCL violation of deceptively naming and labeling vitamin “One A Day”]; Chapman'v.

Skype Inc. (2013) 220 Cal. App. 4th 217, 228 [same, where defendant advertised calling plan as
“unlimited” and disclosed restrictions on “un]imited”‘ plan in a separate policy].) Simply put, if a
company cannot cure its own deception with further disclosures, it cannot rely on the mere
possibilitjr that a third-party doctor will do s0.%!

Moreover, as the California Court of Appeals has noted, lay Ameriqans have learned to
“rely not only upon their personal physicians and organizations like the American Medical
Association, but on pharmaceutical companies whose closely regulated research, production, and
merchandising have taken the place of experti;se the average citizen is unable to develop.” (Brady
v. Bayer Corp. (2018) 26 Cal. App.5th 1156, 1159.) Consumers expect responsible advice from
the reputable companies “we entrust daily not just with goods and services but with our lives”
(Ibid.), because under California law, “consumers of all kinds are entitled to be credulous; the
reasonableness standard does not require that targeted consumers be suspicious or waty or that
they investigate the merits of advertising claims.” Lavie v. Procter & Gamble Co. (2003) 105
Cal.App.4th 496, 505-506, 508.

31 3&0’s expert witness Dr. Keller testified that, from her academic marketing perspective, one must take
into account what consumers may learn about a product from their doctors. (9/23/2019 Tr, 213:6-21; 215:6-25.)
However, for the reasons above, the Court finds this testimony unpersuasive: California law does not allow a
business to cure deception by way of later (third-party) disclosure. Indeed, the violation of the law is complete once
the business has circulated the deceptive material. (People v. JTH Tax (2013) 212 Cal. App.4th 1219, 1255.) Finally,
Dr. Keller admitted that she is not qualified to opine on what doctors tell patients about J&I’s mesh products
(9/23/2019 Tr, 217:9-12), and the evidence in this case has shown that doctors too were deceived about the risks of
J&T's products.
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'And as discussed above, while patients must speak with their doctors before getting mesh
implants, J&J’s deceptive marketing, including their misleadingly incomplete IFUs, rendered it

" Highly unlikely that doctors would be able to provide the information necessary to informand | i

counsel their patients. For instance, Ethicon Medical Director Dr. Meng Chen, raised coﬁcems
about the ability.of doctors to adequately consent patients several times; including in December
2008, when she highlighted her concern that patients were receiving inadequate pre-operative
consent (PX0898) and noted that: |

Our post-market knowledge with [the TVT products] are much more than what we
have in the IFUs of all three types of TVT . . . . Thorough pre-operative consent is
ong of the areas stressed by the FDA in the recent public health advisory on pelvic
floor mesh products. One of the paths for a better pre-operative consent is to
provide an updated IFU to the operating physicians that reflecting [sic] the
cutrent knowledge . . . on the potential adverse reactions.

(Id. .[emphasi-s added]; see also, 7/31/19 Tr. 41:23-42:3 [“Q: . . . [Aln up-to-date IFU is important
for patient consent? A: Indirectly, yes.”]) The Court therefore finds that there is neither a .legal
nor factual basis to accept J&J’s argument that doétors would have cured J&J’s patient-directed
deceptive marketing. For the reasons set forth above, the Court finds Defendants’ patient-directed

materials likely to deceive reasonable lay consumers.

G. Defendants’ Deceptive Marketing Messages Were Likely to Deceive
Doctors o

- 1. Doctors are Likely to be Deceived by the IFU and Other
Manufacturer Marketing Materials

Based on the testimony presented, the Court concludes that doctors do read the IFU and use
manufacturer marketing material as a source of infonnation.in making treatment decisions. For
the below reasons, the Court therefore concludes that doctors were likely to be deceived by J&J’s
deceptive marketing, both in the IFUs and throughout their other marketing materials.

Testimony from J&J’s witnesses support the Court’s conclusion that J&J’s marketing

practices had the capacity to impact doctor decision-making, Dr. Nager testified that he gave a

 presentation to doctors that identified “Marketing, Marketing, Marketing” as driving the use of

POP mesh kits among doctors. (8/20/19 Tr. 167:22-26.) He also described how the manufacturers

influenced doctors’ patient-care choices through their advertising practices, such as journal ads
52
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and sales representatives who would market mesh kits. (8/20/19 Tr. 167:24-168:10 [“Q. Did you
feel that industry marketing of pelvic floor mesh kits was driving the use among doctors? A. I do.

Q- How'so? A. There weré advertisements about the available mesh kits 1o treat pelvic organ | =~

prolapse. It was, you know, present in our journals and was present by represéntatives that would
go.to physicians' ofﬁ;:_es and market the mesh kits.”].)

The Court farther concludes that the IFU played a central role in J&JI’s deceptive marketing,
Contrary_to J&J’s trial position, the company.testiﬁed prior to trial in their discovery tesponses
that “[o]ne of Ethicon’s primary means for distributing printed information about its medical
deviccls was by including sﬁch information with or alongside the medical devices themselves, In
particular, instructions Ifor use (“IFUs”) were included in the packaging of each Ethicon mesh
prodﬁct.” (PX4594 [Resgonse to Spgcial Interrogatory No. 6].) Testimony from company -
witnesses confirmed that J&J expected doctors to read and rely on the IFU. Although Dr. Hinoul
attempted to diminish the importance of the IFU at trial by testifying that they get thrown in the
garbage can (8/8/19 Tr. 25:27-26:1), his prior company testimony, to which the Court lends more
weight, established that J&J “expectfed] that doctors will rely on the statement in the TFU as to
warnings, complications, adverse events, and rely on that information in counseling patients.”
(PX4820 [1/14/14 Dep. Tr.] at 1207:5-1208:22 [“] am in full agreement, the surgeon should be
able to solely rely on the IFU. Absolutely.”].) -

While the Court heard testimony from J&I”s witnesses that the IFU is not a primary source -
of information for doctors and was largely thrown away, the Court,did not find this evidence
persuasive in light of the substantial evidence to the contrary. Dr. Weisberg, Ethicon’s Medical
Director, testified that he “read the IFU for every product he used,” that he did so “to learn about
the product,” and to “understand the complications or adverse events so {he] could properly

-communicate and warn [his] patients.” (PX4808 [8/09/13 Dep. Tr.] at 664:5-9 667:13-17.) The

Plaintiff’s expert witness, Dr. Rosenzweig, testified that he reviewed the IFUs during Ethicon’s
trainings on the Prolift, TVT, and TVT-O. (7/22/9 Tr. 19:20-20:20.) The People’s expert witness,
Dr. Margolis, testified that he reviews IFUs in his practice and teaches his residents, fellows, and

colleagues to do the same. (7/29/19 Tr. 91:14-93:8.) J&J’s expert witness, Dr. Nager, testified
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that he likely has reviewed IFUs in the past, including the adverse events section, and believes

that some doctors do read the adverse events section of the IFU while others do not. (8/20/19 Tr.

109:11-18; 112:15-19.) Dr. Kahn, a third-pariy fact witness called by J&J; testified that hekept 7|

the TVT “package insert” and three other documents WMch contained adverse reactions
information from the IFU in his file and used all four of these documents to learn about the TVT.
(8/21/19 Tr. 148:25-149:4, 149:18-24, 152:24-153:1, 154:6-20, 155:18-156:8, 156:20-157:3;
160:19-161:19, 165:8-166:6, 166:17-18; PX4692 [TVT Package Insert in Dr, Kahn’s TVT
folder]; PX4688, PX4689, and PX4696 tGynecare TVT brochuré, 1999 Uln:isten article, and 1999
Olsson article, respectively, in Dr. Kahn’s TVT folder with excerpted adverse events from IFU].)
Dr. Douglas Grier, another third-party fact witness called by J&J and a paid preceptor for J&J for
over 15 years on their pelvic mesh devices, testified that he has talkgd to and trained other
doctors, including California doctors, on adverse events from the TVT IFU. (8/22/19 Tr. 4:23-5:2,
22:4-10, 116:13-18, 118:12-28, 159:3-160:10, 162:13-27.)

Based on the abqve and other evidence at trié], the Court therefore concludes that doctors
are likely to read and be deceived by the IFU. The Court also notes that the IFU information is
not limited to just the printed version of the IFU that is .included in every device box, but also
available on J&)J ’S website and distributed through sales representatives who were also trained to

discuss IFUs with physi.cians. (See 7/24/19 Tr. 11:7-18 [sales reps are trained on IFUs and [FUs

- can be downloaded from the Ethicon website], 12:25-13:7 [sales reps were trained to “direct

physicians to the IFU for information about risks and complications”]; PX4807 [9/6/17 Dep. Tr.
of Scott Jones] 387:07-388:10 [IFU was “available on our website” 5 437:04-438:02 [sales reps
“could have pointed [physicians] to whatever risks, warnings, precautions we had” in the IFU
labeling].)
2.  Denstply Does Not Apply

The Court concludes that doctors were likely to be deceived by J&J's deceptive marketing,
despite J&]’s reliance on Patricia A. Murray Dental Corporation v. Dentsply International
(2018) 19 Cal.App.5th 258.
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Dentsply involved two dentists who alleged that the dental scaler device at issue was falsely

marketed as suitable for “[pleriodontal debridement for all types of periodontal dlseases” because

it emitted a non-sterile stream of water. (4. at p. 261.) The question before the court in Dentspb» B

was straightforward: whether dentists knew or should have known that a device hooked up to
their office waterlines (which are not sterile) would not emit sterile water, While simple common
sense alone would have been sufficient to provide the answer that everyone, not just dentists, are
aware that tap Water that comes out of their faucets is not sterile, the court was also able to point
to-a “vast amount of evidence” showing fhat the dental profession had known for years that
waterlines could pose an infection risk; it also found “not credible” the plaintiffs’ testimony that
they believed the scaler émitted sterile water. (d. at pp. 266-67, 273-74). Unlike in Dentsply,
there is no basis to conclude that mesh-specific risks are generally knpr to the gynecologists,
urologists and urogynecologists that J&J targeted with their marketing, As discussed below, the
evidence at trial has shown that (1) highly qualified doctots testified that théy do not know ﬁle
mesh-specific risks that the company knew abdut from launch; (2) the biomaterial properties of
polypropylene mesh and how they lead to complications are not within the baseline medical

knowledge of reasonable doctors; and (3) there is no uniform source of information on device-

specific risks except from the manufacturer’s IFU.

3. Mesh-Specific Risks Are Not Generally Known or Obvious to
Doctors

The Court rejects J&J's argument that it cannot be liable for hiding serious and long-term
mesh risks in its IFUs and marketing materials because doctors already knew these risks. First of
all, as discussed above in Section V.D.1, J&J knew that it was required to include all risks
reasonably associated with the device in the IFUs, whether already known to doctors or not. In

2017, Dr. Hinoul also gave sworn testimony on behalf of the company that J&1J did not decide to

leave out complications in the IFU just because they felt it was known to doctors. (PX4820

[5/13/17 Dep. Tr.] at 601:11-18.) Dr. Robinson agreed that “a complication . . . should goin the
IFU even if it’s well-known” if that complication “doesn’t occur without the product” and if “its

frequency and severity have implications for risk benefit and unique to the product].]” (PX4819
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[10/12/17 Dep. Tr.] 241:9-19.) Dr. Weisberg testified that the company, in writing an IFU, did not
assume that a doctor would ﬁgui‘e out the risks of their products on their own. (PX4850 [11/13/15

 Dep. Tr.Jat 131:11-131:20 [“Q. Ts it your understanding that in the IFU that if there’s a potential |

significant risk to a patient, that if you assume that a physician would figure that out on their own, |

there’s no need tomention it in the IFU? Is that your understanding in terms of how the IFU is
prepared? A. No. If we’re aware of a significant risk that might occur, it should be listed.”]) Thus,
the evidence demonstrates that J&J did not base their omission of mesh-related risks from the [FU
and other marketing materials on the assumption that doctors already know.,

Second, the testimony in this case clearly establishes that many reasonable doctors, in
California and elsewhere, did not know the ﬁsks associated with J&T’s mesh devices. The Court
heard from several not just reasonable, but highly qualified doctors whose testimony established
that they did not know that serious long-term risks such as chronic pain, dyspareunia, chronic
groin pain were specific to or resulted from the inesh, despite the fact that these risks were well- -
known to the company from launch. Dr. Charles Nager, a Female Pelvic Mediéine and
Reconstructive Surgery (FPMRS) specialist (i.e., urogynecologist) who teaches and practices at
the University of California, San Diego, testified that he understands that the only risks specific to
the mesh, as opposed to the risks of the surgical procedure itself, are erosion and exposure.
(8/20/19 Tr. 122:8-11 [Dr. Nager}.) J&J’s third-party witnesses Dr. Bruce Kahn, a
mogynecologist at Scripps La Jolla, and Dr. Felicia Lane, a FPMRS specialist and OB/GYN at
UC Irvine, each testified that they had a similar understanding of mesh risks:

Q. You testified yesterday that the specific risks related to the mesh itself, as opposed
to the procedure, are mesh exposure and mesh erosion, correct?

A. That’s correct,

(8/20/19 Tr. 122:8-11 [Dr. Nager].)

Q. Now, as opposed to the risks that come from the pelvic surgery, the risks that are
specific to the mesh itself are erosion and exposure, cotrect?

[...] _
A. So erosion, extrusion, exposure, mesh-related complications, yes.
Q. And that’s it, right?

A. That’s correct.

(8/26/19 Tr. 164:21-165:3 [Dr. Lane].) |

Q. And so for the risks that are specific to the mesh itself, it’s your understanding that
those are erosion and exposure only, correct?
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A, I believe that that’s what I testified in my deposntlon And I stand by that
- statement,

Q And that applies to mesh slmgs nght‘?
A. Yes,

'Q A POP meha

A. Yes.

(8/21/19 Tr. 146:5-13 [Dr. Kahn].)

-, These California physicians—Dr. Nager, Dr. Kahn, and Dr. Lane—also testified that they
in turn have taught hundreds of other doctors that-the specific risks associated with pelvic mesh
devices consist only of exposure and erosion. (8/20/19 Tr, 122:12-23 {Dr. Nager]; 8/21/19 Tr.
18:4-12, 17:27-18:3 [Dr. Kahn]; 8/26/19 Tr. 128:2-18, 130:2-8, 152:17-22 [Dr. Lane].)

Out of the three groups of doctors to whbm J&J marketed its pelvic mesh devices—
gynecologists, urologists, and urogynecologists/ FPMRS specialists—the urogynecologists are
usually the most highly trained and specialized. Witnesses at trial—both PlaintifP’s and J&J's—
testified that doctors who 'completed a fellowship in FPMRS generally have a higher level of
training and knowledge compared to general OB/GYNs and urologists. (7/25/19 Tr. 102:16-
103:22 [Dr. Margolis]; 8/20/ lé Tr. 120:7-121:1 [Dr. Nager],; 9/18/19 Tr. 154:21-155:9 {Dr.
Rosenblatt].) Dr. Felicia Lane, who has taught OB/GYNs and FPMRS fellows, agreed that
FPMRS specialists “will have addiﬁonal expertise” with regard to “the risks and complications of
mesh surgery” as compared to a generalist OB/GYN. (8/26/19 Tr. 1.68:24'-169:17.) Therefore,
based-on the testimony of these witnesses, the evidence at trial showed that reasonable doctors—
even those with a higher level of traiﬁjng—-did not know the full range of risks and complications
specific to J&J’s pelvic mesh devices and were likely to be deceived by J&J’s deceptive
marketing. |

Third, there was substantial evidence presented at trial that just because an article is in the
published literature doesn’t mean all doctors read it. In other words, like medical education, the
]iterﬁtme is a variable source of information, meaning that what any practicing doctor knows
depends on what and how many articles they make time to read while conducting a busy practice.
There is no. uniform or universal requirement as to which articles OB/GYNs mlist read (7/29/19
Tr. 124:5-13 [Dr. Margolis]), and J&J offered no evidence to the contrary. Moreover, an internal -

company document demonstrates J&J’s knowledge of an obvious point—that doctors “are very
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busy people—it can be difficult foi‘ them to stay current with all of the new literature that is
published.” (PX0191, at 15.)**

J&¥s expert witnesses also confirmed that just because something is published doese®t |

mean all reasonable doctors have read it. As Dr. Rosenblatt—a veteran consultant/preceptor for
many mesh manufacturers-—testified, he did not becomc aware of a medical text on mesh |
complications co-authored by Dr. Shlomo Raz, a renowned specialist in treating mesh
complications and in the field of urology and urogynecology (7/25/19 Tr. 120:27-121:15 [Dr.
Matgolis]), until more than four years after it was published. (9/19/19 Tr. 13:5-10.) Finally, Dr.
Eilber agreed that “the vast majority of mesh studies on PubMed were not relevant to outcomes
and complications of transvaginal mesh for POP and SUL” (9/24/19 Tr. 154:23 -27.) She further
agreed that “as a result of there not being enough large seale, high-quality stuciies, the true
complication rate after transvaginal mesh insertion is wnknown.” (9/24/19 Tr. 158:15-158:23
[emphasis added].) | |

4. Reasonable Doctors Depended on Defendants to Provide the Full
Range of Mesh-Related Complications

. The evidence at trial confirmed that reasonable doctors depended on J&IJ to provide
comprehensive risks and complications information associated with their devices. J&J’s TVT and
Prolift devices were considered novel when they were launched on the market in the late 1990s
and mid-2000s. J&J presented testimony that before the company introduced the TVT to th¢
market in 1998, only a very few specialists were performing pelvic floor surgeries using mesh.
(8/8/19 Tr. 25:8-10; 8/12/19 Tr. 18:26-19:16.)

As a result, the majority of the doctor witnesses who practice pelvic floor surgery did not
learn how to implant J&J’s pelvic mesh dévices during medical school or residency and depended

on the company to teach them about the mesh devices and how to implant them. (7/16/19 Tr.

*2 The People’s expert witnesses, Dr. Rosenzweig and Dr. Margolis, also testified that reasonable doctors
would not necessarily read all of the literature in their own field, and would have no reason to review literature that is
outside their field, such as literature about hernias and on biomaterial sciences, or in journals they do not subscribe to.
(7/22/19 Tr, 25:24-27:3 [Dr. Rosenzweig); 7/29/19 Tr. 124:14-16, 124:22-125:17 [Dr. Margolis]; 7/30/19 Tr. 163:22-
164:18 [Dr. Margolis].) And as several witnesses testified, most of the developed literature on mesh complications
was in hernia litetature. (7/18/19 Tr, 73:7-17 [Dr. Rosenzweig]; 8/1/19 Tr. 18:20-19:2 [Dr. Iakovlev]; PX4761,
11/15/12 Tr. 58:2-14 [Dr. Arnaud].) '
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35:11-24, 36:23-37:22 [Dr. Rosenzweig]; 7/22/19 Tr. 19:20-20:20 [Dr. Rosenzweig]; 7/29/19 Tr.
77:24-78:4 [Dr. Margolis]; 8/20/19 Tr. 29:2-4 [Dr. Nager]; 8/21/19 Tr. 30:2-17 [Dr. Kahn];

- 8/22/19 Tr. T15:2-16 [Dr. Grier; 9/17/19 Tr. 73:6-16, 106:16-107:14 [Dr. Rosenbléit].) The Court |

infers that the same is likely true of many physicians practicing today. Three of J&J’s
witnesses—Dr. Nager, Dr. G*riér, and Dr. Rosenblatt—were also paid preceptors for J&J who
trained other do.ctors on how to implant J&J’s pelvic mesh products, and used J&J slides and
talking points when presenting to other doctors, (8/20/19 Tr. 117:3-10 [Dr, Nager]; 8/22/19 Tr.
21:2-18, 22:4-10, 98:6-20, 101:8-28 [Dr. Grier]; 9/18/19 Tr. 178:18-24, 179:21-180:3, 181:9-16
[Dr. Rosenblatt].)

Moreover, a comprehensive understanding of the biomaterial properties of mesh and their

associated risks is not within a reasonable doctor’s baseline medical education and training. As

Dr. Margolis testified, the study of biomaterial scieﬁces is the study of ho{ar certain materials
behave in the body, and is different than the study of medicine, which focuses on anatomy,
physiology, the diseased state, and treatment. (7/29/19 Tr. 73:28-75:18.) For this reason, as Dr.
Margolis explained, doctors rely on the manufacturer’s knowledge of the biomaterial properties
of the device. (7/29/19 Tr. 76:23-77:18.) In the Moalli article on the “Tensile properties of five
commonly used mid-urethral slings relative to the TVT” that Dr. Rosenblatt, J&J’s expert relied
on as a basis for his opiilions (9/19/19 Tr. 112:9-19), the anthors described doctors’ state of
knowledge regarding mesh properties as follows: .

The quality of the host tissue and the technique of sling placement also contribute to
these complications; however, these factors are well known to most surgeons. It is
knowledge of the properties of the sling material that surgeons have the greatest
knowledge deficit and consequently are completely dependent on the mesh
information supplied by a representative of the vendor. Even more problematic is

* that many of the representatives have little knowledge of biomechanical factors that
may be relevant and tend to focus on aspects of the sling which facilitate the
operation for the surgeon.”

(9/19/19 Tr. 112:9-25, 113:24-114:1, 114:11-115:7 [Dr. Rosenblait] [emphasis added].)
While J&J’s witnesses testified about the various sources of information available to
doctors other than the manufacturer, the testimony at trial confirmed, that the degree to which

these sources actually inform them of mesh risks and complications varies from doctor to doctor.
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(See, e.g., Tr. 9/24/19 Tr. 135:9-16 [Dr. Eilber].) For example, J&)’s expert Dr. Eilber testified

that residents get “the majority” of information about the risks of medical devices from their

 professors; that what they are taught “will depend on the knowledge of the professor;” that the |

surgical procedures they learn will depend on their mentors; and that the mesh complications they
learn will depend on; to a degree, what their professors teach them. (9/24/19 Tr. 116:20-116:28,
118:19-118:22, 135:9-16.) As Dr. Eilber explained, the ACGME medical curriculum for
educating urology residents does not include a requirement to teach residents about any particular
mesh sling or POP mesh complications. (9/24/19 Tr. 133:3-135:8.)

| Based on the weight of the evidence described above, thé Court concludes not all doctors
know the risks of mesh and Dentsply does not apply to the facts of this case. To the contraty, the
weight of the evidence establishes that deceptive serious and long-term risks caused by the mesh
were not obvious or widely-known among doctors. For the above reasons, the Court concludes

that J&J’s deceptive marketing was, therefore, likely to deceive reasonable California doctors.

5.  Defendants Aggressively Promoted Their Pelvic Mesh Products To
Doctors

The evidence at trial also showed that even if doctors may have ultimately learned of some
mesh risks over time, it is reasonable to infer that J&)'s aggressive marketing had the effect of
nullifying those warnings and having a deceptive impact on dc':octors. The California Supreme
Court has acknowledged that “an adequate warning to the pfofession may be eroded or even
nullified by overpromotion of the drug through a vigorous sales program which may have the
effect of persuading the prescﬁbing doctor to disregard the warnings given.” Stevens v. Parke,.
Davis & Co. (1973) 9 Cal.3d 51, 65.) J&J engaged in many of the “overpromotion” tactics that
the Stevens court describes, includ:ing ““watering down’ its warnings” (see Section V.D.1-3 [IFU
discussion], supra); placing journal advertisements fhat “constantly reminded physicians of the
alleged effectiveness . . . without mentioning its dangers” (see e.g., FX10764 [TVT Secur journal
advertisement]); “numerous personal visits to physiciahs by salesmen” and “encourag[ing]
salesmen to counter allegations by physicians concerned over the dangers of the drug” (see, e.g.,

7/24/19 Tr. 17:21-25 [Garrison testifying that sales représentatives were trained on “objection

60

Statement of Decision (37-2016-00017229-CU-MC-CTL)




wn

- S

10
11
12
13
14
15
16
17
18
19
20
21
2
23
24
25
26

27

28

B W

handling”}; PX2937 [TVT Abbrevo sales video]; PX4834 [Think Again video).) (Stevens, 9
Cal.3d at 66-67.) This is precisely the type of aggressive marketing J&J engaged in to promote

' their mesh producis and override physician concerns, sufficiént io overcome the inéoniplete

warnings that J&J did provide to doctors.

- L!ldeed, the evidence at trial showed that while some mesh-specific complications starfed
coming to light as a result of the 2008 and 2011 FDA notices, J&J’s marketing efforts focused on
downplaying and rebutting the FDA’s notices and assuaging doctors’ coricerns about using J&J’s
mesh products. For example, in the wake of the 2008 FDA notice, preceptors for J &Jﬁihcluding
Dr. Rosenblatt and Dr. Grier—delivered ﬁresentations to doctors that communicated the message
that the FDA notices did not apply to J&J ’s meshes. (PX4848; PX0848; JX11608; 8/22/19 Tr.
54:15-24, 60:13-22 [Dr. Gﬁer testifying the purpose of JX11608 was to show “there’s
differentiation between these different products™]; 8/14/19 Tr. 128522—1 29:7 [Dr. Fugh-Berman].)
Internal company documents .show that J&J trained sales representatives to “tell the mesh
differentiation story.” (PX0125; 7/24/19 Tr. 116:3-19, 117:4-118:6 [Michelle Irvin Garrison]; see
also PX0968 [internal email instructing sales representatives not to initiate discussions with
doctors about 2008 FDA notice and, if asked, to say that the risks are included in the IFUs];

PX0826 [internal email instructing sales representatives to say in response to 2011 FDA notice

 that risks are included in the IFUs].) After the 2011 FDA notice, J&J trained sales representatives

to distribute to doctors an article entitled “Time to Rethink,” authored in part by J&J’s paid
consultants, that challenged the FDA’s 2011 concerns about POP mesh despite the company’s
internal knowledge about dangerous properties of mesh that can lead to severe and long-term
complications. (PX0403, PX0812; 8/14/19 Tr at 106:11-28, 107:11-108:12, 109:8-24 [Dr. Fugh-
Berman]; see also PX03535 [internal talking points on the 2011 FDA notice touting Nilsson and
Altman s_tudies as showing safety and efficacy of J&J’s mesh].) Moreover, J&J’s expert witness
Dr. Eilber admitted that the 2008 FDA notice, which discussed both mesh slings and POP mesh,

did not get as much attention as the 2011 FDA notice, which was only about POP mesh. (9/24/19

Tr. 147:27-149:27.) In fact, as Dr. Eilber tesﬁﬁed, mesh use actually increased, rather than

decreased, following the 2008 FDA notice. (9/24/19 Tr. 147:27-149:8.)
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Based on the above, the Court concludes that J&J engaged in aggressive overpromotion

tactics that downplayed the risks of mesh, nullifying negative information, and likely deceiving

eSO RABlE CALEGTRTA QOGIGRE ™~~~ T S il L s e

H. Defendants’ Pelvic Mesh Degrades, Contrary to Their IFU Claims
J&J has known, since at least 1992, that the.polypropylene material that comprises its

Prolene and Prolene Soft meshes can-degrade after implantation. In 1992, Ethicon scientists .
investigated Prolene sutures that had been implanted in dog hearts for seven years and concluded
that the surface cracking on the explanted sutures was due to degradation of the polypropylene
material in vivo. (DX7474 at 2.) |

Based on internal company studies, Ethicon scientist and designated corporate

representative Thomas Barbolt testified on behalf of the company that Ethicon knew at least since

1992 that surface cracking was the result of in vivo degradation of their polypropylene mesh.
(PX4823 [1/8/14 Dep. Tr. of Thomas Barbolt] at 407:19-409:13.) Importantly, J&J knew of this
surface degradation six years before the 1998 launch of their first TVT product but nevertheless
has claimed from 1998 to the- present, its polypropylene mesh is not “subject to degradation or
weakening by the action of tissue enzymes” in all of the IFUs for its pelvic mesh products. (See
Footnotes 4, 5 and 9, supra, listing all TVT IFUs and POP Mesh IFUs.)

In addition to the company’s own knowledge and admission, the testimony of P’s
degradation expert, Dr. Vladimir Iakovlev, further demonstrates in vivo degradation of the

Prolene material. Dr. lakovlev, a pathologist, conducted histological studies of explanted Prolene

mesh by looking at cross-sections of the mesh at high magnification under a microscope. (8/1/ 19

Tr. 19;25-21:10.) Dr. Iakovlev’s histological studies revealed a visible cracked layer ringing the
edge of the suture, which he confirmed to be degraded polypropylene because (1) the cracked
layer was visible under polarized light, whereas biological material is not (id. at 66:26-68:27);
and (2) blue dye granules were present within the cracked layer, confirming that it was dyed
Proiene rather than biological material (id. at 70:20-72:14). Notably, Dr. Iakovlev’s findings are
corroborated by histological studies independently conducted by Ethicon scientists who

concluded, for the same reasons and using the same methodology as Dr. [akovlev, that the ringed
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cracked layer was degraded Prolene. (Id. at 77:20-82:8; PX0434 at 2, 4, 27, 31 [polarized light];
PX0434 at 27, 28, 31 [presence of blue dye granules).)

“7 " Dy, Stephen MacLean, an expert for J&J, testified that lie fouind rio evidence of degradation™

when he used a novel cleaning method designed to strip the cracked layer away from the mesh.
(9/16/19 Tr. 54:16-56:28.) The Court notes that this novel method was created by Dr. Shelby,
Thames, who developed it as a paid litigation expert defending J&J in cases invelving pelvic
mesh. (Id at 161:20-163:11.) Dr. MacLean further festified that no published studies, other than
Dr. Thames’s own study, uses that method (id. at 140:9-15, 163:12-18), whereas the weight of the
scientific literature on this subject uses different methodologies and concludes that mesh does
degrade. (Id. at 18:25-35:3.)

For all these reasons, the Court credits the combined weight of the company’s own internal
studies, the company’s own testimony, the weight of sc'ientiﬁc literature, and Dr. lakovlev’s
testimony over the lesser weight of Dr. MacLean’s stand alone testimony and concludes that
J&J’s Prolene mesh degrades, in contradiction to IFU claims that it does not. The Court concludes
that Defendants’ false statements regarding degradation in the IFUs were likely to deceive and
therefore violated the UCL and FAL. |
VI. STATUTORY PENALTY COUNTS

In a UCL and FAL case, it is up to the Court to ‘fdetenmine what constitutes a violation” for
the purpose of calculating penalties. {(People ex rel. Kennedy v. Beaumont Investment, Ltd. (2003)
111 Cal.App.4th 102, 127.) There is no test or method of counting violations “applicable to all
situations” (id. at 129); rather, “[w]hat constitutes a violation” for penalty purposes ;‘depénds on
the circumstances of the case, including the type of violations, the number of victims, and the
repetition of the conduct constituting the violation.” (People ex rel. Harris v. Sarpas (2014) 225
Cal.App.4th 1539, 1566; see also People v. JTH Tax, Inc. (2013) 212 Cal. App.Ath 1219, 1250-52
[discussing and endorsing a “case-by-case épproach” to counting violations for UCL and FAL
penalties].)

Regardless of the precise method the Court uses, the number of violations should be

“reasonably related to the gain or the opportunity for gain by dissemination of the untruthful or
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deceptive advertissment.” (Peaple v. Sup. Ct. (Olson) (1979) 96 Cal.App.3d 181, 198.) Examples

of violation counts that have been held reasonable in other cases include the number of persons-

 solicited by door-to-door salesmen (People v. Sup. Ct. (Jayhill) (1973) 9 Cal 3d'283,7288-289); |

the number of newépaper subscribers likely to read, respond to, or make a purchase of a good or
service advertised in'a newspaper advertisement (Ofson, 96 Cal.App.3d at 198); the number of
persons who spoke to a telemarketing representative (Sarpas, 225:Cal. App.4th at 1567.); the

number of persons who received deceptive marketing materials (ibid); and Nielsen estimates of

~ the number of impressions associated with a television commercial (J7' H Tax, 212 Cal.App.4ih at

1254). In each case, the violation count reasonably captured the dissemination of deceptive
information from which J&J stood to gain in some way. -.

In the present case, the Court finds it appropriate to include in the violatioﬁ counts all
quantiﬁable instances of circulation or dissemination of deceptive marketing material reasonably -
related to the use or sale of pelvic mesh. Notably, to the extent J&J targeted the same person
repeatedly with deceptive marketing, each separate deceptive communication constitutes it_s own
violation. (See Beaumont Investments, supra, 111 Cal. App.4™ at 129 [rejecting the position that
penalties “must always be calculated on a per victith rather than a per act basis™ because “in a
proper case, a single act in violation of regulations may constifute an unlawful business pﬁcﬁw
—a *violation’ for which a penalty of up fo $2,500 may be imposed” [emphasis original; internal
quotations and citations omitted]].) Individualized proof of each violation is not required';
instead, the Court may draw reasonable inferences about the number of violations commitied
based on the evidence pfesented at trial. (Sarpas, 225 Cal. App.4t af 1567, see also Olson, 96
Cal.App.3d at 198 [Noting that the number of violations may be provenlby expert and
circumstaﬁtial evidence, and to “require individualized proof of viewership” would be “so
onerous as to undermine the effectiveness of the civil monetary penalty as an enforcement tool”].)

In the present case, the Court finds it appropriate to include in the violation counts
quantifiable instances of J&J’s circulation or dissemination of deceptive messages through the
following means: (1) circulating IFUs; (2) circulafing print marketing materials for doctors and

patients; (3) hosting and driving traffic to patient-directed websites; (4) training doctors to
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implant devices through professional education events; (5) deploying sales representatives to
detail physicians; (6) providing to meals to physicians (both as a backdrop for physician

 presentations and for one-on-one conversations with sales representatives); and (7) community

outreach to patients and primary care physicians, known as field marketing.

The Court concludes that each of these activities was related to either the sale or future

sales of J&I’s mesh devices. The print-marketing, Websites, doctor trainings, sales rep detailing,

and community outreach were all designed to drive future sales of the product, and thus relate to
J&Js opportunity for gain. In-box IFUs were related not only to the gain from the sale of their
accompanying device, but also to an opportunity for gain through future sales of the device by
repeat customers. |

While the evidence shows that J&J engaged in other marketing activities in addition to the
above, Plaintiff presented proposed counts and requested penalties only for the subset of |
marlceting activities for which their expert, forensic accountant Travis Armstrong, had evidence
on which to base an estimated violation couﬁt. (8/6/19 Tr. 91:27-94:6 [in-box IFUs]; 74:28-75:6
[print-marketing shipments]; 146:4-147:3, 152:28-155:19, 159:7-12, 160:24-164:1 [website
visits]; 80:15-24 [professional ed'ucation]; 104:20-105:20, 107:20-108:12 [sales conversations];
87:2-7 [meals]; 32:20-23, 33:7-10, 33:24-34:1, 34:15-24, 35:9-13 [field marke'ting].) see also,
e.g, id. at 21:4-28, 27:24-29:5, 35:28-36:13, 47:4-52:17, 77: 17-26, 83:6-83:24, 89:7-12, 96:16-
98:1, 103:16-104:5, 132:14-28, 142:18-144:13, 147:4-148:26 [Mr. Ammstrong discussing
available and unavailable (iata].) The Court finds that for each of these categories, M. Armstrong
relied on J&J’s available data and evidence to draw rgasonable inferences and extrapolations,
make assumptions, and produce reasonable estimates or calculations of the circulation or
dissemination of J&J’s deceptive marketing messages. In doing so, for some of the categories,
Mr. Armstrong conservatively omitted from his count certain gaps of time where the evidence
shows that J&J was engaged in deceptive marketing condﬁct, but the incompleteneés of J&I’s
data did not permit a calculation or estimate. (See, e.g., 8/6/19 Tx. 147 :4-148:26, 177:14-179:1 1.)
The Court credits Mr. Armstrong’s methodology, extrapolations, estimates and calculations and

65

Statement of Decision (37-2016-00017229-CU-MC-CTL)



Ay

\oooqox"-m-pau.}m

| S et e T e T s T e S S TP
B 3 8RR ERNREEEEZS =23 53 35883522

finds that they have produced reasonable quantifications of the number of times J&J circulated its

marketing materials,
""As discussed above and as catalogued in the Violation Appendix, the Court concludes that

J&F’s IFUs and marketing materials, including websites and professional education, consistently

“and pervasively misled consumers about the risks ¢f mesh devices. Though most of the untrue

and misleading statements and omissions may vary across individual materials, the common
theme that runs throughout all of 1&Ps marketing is that the company concealed from consumers
the most serious and long-term risks resulting from tﬁe device. (See Violations Appendix.) The
IFUs and marketing materials were all iikely to deceive consumers.

The Court has also heard evidence at trial regarding the company-wide consistency of the

marketing message across printed sales materials, professional education, and the content of sales

- representatives’ verbal messaging to doctors. J&J’s sales representatives, who were trained and

coached to dehver the same consistent messages that pervade the company’s print materials and
IFUs (7/24/2019 Tr.65:3-13; P_X4807 [9/5/2017 Dep. Tr. of Scott Jones]172:15-174:2, 179:21-
180:6, 196:13-197:01; 8/27/19 Tr.51:3-15, 151 :8-15), delivered verbal messages to doctors and
other healthcare providers that were similarly deceptive as the print materials (i.e. because they
failed to disclose the known serious long term risks of the device while selling the benefits). This
evidence establishes that J&J’s sales representatives were trained to and did convey deceptive or
misleading information to the healthcare professional custorers they detailed in the field, such
that this Court can reasonably infer that mesh-related sales conversation gave rise to a violation.
The Court also finds that J&J’s mesh-related field marketing activities—which consisted of
health fairs, public relatiohs, primary care physician outreach, patient outreach, and patient
education events—disseminated the same deceptive marketing messages that pervade J&J’s other
marketing materials, and therefore violated the UCL and FAL.

The Court finds that each circulation of J&J marketing as summed up below constitutes a
violation of the UCL and FAL and warrants penalties. .Additional explanations of Mr.

Armstrong’s methodology, the Court’s reasoning, available evidence regarding violations counts,

and alternate counts for UCL and FAL violations are collected in the Penalty Count Appendix.,
66
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A.  In-Box lustructions for Use Circulated in California
Based on Mr. Armstrong’s calculations drawn from J&J's discovery responses (PX4118-

021,022 & Bx.1), the Cour finds that 67 circulated the following rombers of ibox [FUsin. |

California during the statutory period, which violated the UCL and FAL and are subject to
penalties (See Penalty Count Appendix)*: L
o POP IFUs Distributed from .Approx. Oct. 17, 2008-2012: 3,163 UCL Violations3*

* POP IFUs Distributed from Approx. Oct. 17, 2009-2012: 2,323 FAL Violations™ _

e SUIIFUs Distributed from Approx. Oct. 17, 2008-Sept. 2015: 32,180 UCL Violations*

e SUIIFUs Distributed from Approx. Oct. 17, 2009-Sept. 2015: 28,677 FAL Violations®’

o Total: 66,343 UCL and FAL Violations

B. Print Marketing Materials

1. Materials Sent into California from January 2012 Through February
2017

With respect to materials sent to Ca]ifofnia from January 2012 through September 2015,
identifying the number of UCL and FAL violations is relatively straightforward. J&J’s discovery
responses (which were admitted into evidence) directly identify 8,166 materials, of which only |
8,108 were marketing materials (as opposed to reprints of studies) sent into California from the
begiﬁning of 2612 onward. (PX4614 at 021-027 [Exhibit | to J&J’s Response to the People’s
Special Interrogatory 6]; 8/6/19 Tr. 49:5-15.) The Court therefore finds that J&J sent 8,108

3 J&J's device sales figures capture only annual sales numbers, so in order to account only for devices and
IFUs sold in the last two months of the year, the Court will divide the total sales for 2008 (in the case of the UCL)
and 2009 (in the case of the FAL) by six. (Cf 8/6/2019 Tr. 94:7-14 [forensic accountant’s testimony that one could
estimate the last three months of the year by dividing by four].) :

3 Based on J&J’s discovery responses, Mr, Armstrong testified 1o the following POP IFU circulation
numbers for 2008 to 2012: 942 (2008), 820 (2009), 850 (2010), 935 (201 1), 401 (2012). (8/6/19 Tr. 93 120-94:6.) The
Court reached its total violation count as follows: (942 / 6) + 820 + §50 + 935 + 401 = 3,163.

*5 The Court reached its total violation count as follows: (820/6)+850+935+401=2,323.

% Based on J&J's discovery responses, Mr, Armstrong testified to the following SUT IFU circulation
numbers for 2008 to 2015: 3,644 (2008), 3,475 (2009), 3,180 (2010), 4,512 (2011), 4,026 (2012), 3,685 (2013),
3,156 (2014), 2,832 (2015), 3,088 (2016), 3,183 (2017), 436 (2018). (8/6/2019 Tr. 92:12-93:19.) The Court reached
its total violation count as follows: (3,644/6) + 3,475 + 3,180 + 4,512 + 4,026 -+ 3,685 + 3,156 + 2,832 + 3,088 +
3,183 + 436 =32,180.

3" The Court reached its total violation count as follows: (3,475/6) + 3,180 + 4,512 + 4,026 + 3,685 + 3,156
+2,832 +3,088 + 3,183 + 436 = 28,677.
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decept:tve printed materials into Cahforma between January 2012 and September 2015, which
violated the FAL and UCL and are subject to penalt:les

'« Printed Marketing Materials Sent to California for Distribution Jan. 2012-Sept. 2015: | |

"o 8,108 UCL Violations
o 8,108 FAL Violations |
o Total: 16,216 UCL and FAL Violations
2, Materials Sent into California from 2008 through 2011
To construct an estimate of the number of print materials shipped into the state of
California, Plaintiff’s expert Mr Armstrong had to extrapolate sales representative Jason Logan’s
ordering patterns to other Califomia sales representatives by averaging his periodic orders out

into a monthly rate and calculating the total orders that would have been placed by other full-time |

 sales representatives if they ordered at the same average pace. (8/6/19 Tr. 52:5—25, 59:26-2,

62:18-63:4, 66:1-25.) The materials ordered by Mt. Logan are identified in the Violations
Appendix with one (*) or (***) asterisks. (See Penalty Count Appendix.)
The Court adopts Mr. Armstrong’s estimate that California sales representatives ordered the

following numbers of printed marketing materials shipped into California during the statutory

period (8/6/2019 Tr. 74:28-75:6), which violated the UCL and FAL and are subject to penalies:

C. Telephone Orders of Print Materials
In addition to the print marketing materials Defendants disseminated through their

Califomia sales representatives, Defendants also sent pelvic mesh brochures directly to California

% The Court divided by six Mr. Armstrong’s estimate of California sales representatives’ total 2008 orders
(3,473) to reach the UCL violations count (3,473 / 6 = 579). (8/6/2019 Tr. 74:28-75:6; ¢f 8/6/2019 Tr. 94:7-14.)

% The Court divided by six Mr. Armstrong’s estimate of California sales representatives’ total 2009 orders
(16,300} by six to reach the FAL violations count (16,300 / 6 =2,717). (8/6/2019 Tr. 74:28-75:6; ¢f 8/6/2019 Tr.
94:7-14.)
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healthcare providérs who requested them through the 1-888-GYNECARE hotline. (8/6 Tr. 96:7-
99:4; see also PX0003 [redacted copy of Defendants’ 1-888-GYNECARE call logs]; PX0004

~[additional redacted 1-888-GYNECARE call Togs].) Defendaits’ call Yogs only sometimes |~ ‘
indicated the number of brochures ordered by and sent to California healthcare providers. (8/6

Tr. 97:27-98:3.) The call logs directly identified the number of brochures requested in five orders
during the statutory period totaling 1,075. (8/6 Tr. 99:5-100:7.) Those orders, in which the

- number of brochures were specified, ate as follows:

02009 Orders: _
o 100 brochures (100 Prolift brochures, PX0003-036 & ;041 [first row indicates
number of brochures ordered)) ordered on (9/03/2009 by Ms. [Redacted]
Physician Assistant at “UCSIF STANFORD HLTH CARE” (See PX0003
[complete data for this call contained in first row of pages -001, -006, -
011, -016, -021, -026, 031, -036, -041, & -046].)*
o 200 brochures (200 TVT brochures, PX0003-137 & -150 [forth row from the
bottom indicates number of brochures ordered]) ordered on .0903/2009 by Ms.
[Redacted) Physician Assistant at Kaiser Stockton Hammertown West
OB/GYN (See PX0003 [complete data for this call contained in the fourth row
from the bottom on péges -059, -072, -085, <098, -111, -124, -137, -150,
& -163])"
¢2010 Order:

© Because Defendants housed their call logs in large spreadsheets, when redacted and printed, the columns with
vartous information about a single call (caller’s name, institution, brochure orders, etc.) spread across several pages.
However, the consistent ordering of these documents’ pages makes it straightforward to reconstruct the details of each call,
even from the redacted copies. In order to recreate the spreadsheet, one would line up from left to right pages -001, -006, -
011, -016, -021, -026, 031, -036, -041, & -046, Then, by looking at the first row of that paper “spreadsheet,” one would
see all of the relevant data for that first call. The second row would provide the relevant data for the second call and so
forth. Complete data for the next set of calls appears in the following pages of PX0003, again, aligned left to right: -002, - '

- 007, -012, -017, -022, -027, -032, 037, -042, & -047. This five-page paitern repeats until page -050.

# PX0003 pages -051 through -167 contain data for additional calls arranged similarly but in groups of 13 pages,
rather than five pages. Thus, data for the calls initiaily listed in page -051 corresponds to additional columns on pages -
064, -077, -090, -103, -116, -129, -142, and -155, 'I‘he same repeated patiem holds for calls initially appearing on pages -
052 through -063.
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o 400 brochures (300 English and 100 Spanish TVT brochures, PX0003-036 & -
‘041 [ninth row indicates number of brochures ordered]) ordered on 12/07/2010

by Ms. [Redacted] Other at Urogynecology Consultants in Sacramento (See |

PX0003 [complete data for this call contained in ninth row of pages -001, -006,
-011, -016, -021, -026, 031, -036; 041, & -046).) |
¢2011 Orders: |

o 175 brochures (15 0. English and 25 Spahi,sh TVT brochures, PX0004-011
& -013 [sixteenth rdw .indicates number of brochures ordered]) ordered on
10/18/2011 by Ms. [Redacted] INQ-LPN at Mercy Medical Group in
Sacramento (see PX0004 [oompleté data for this call contained in sixteenth row

~ of pages -0001, -003, -005, -007, -009, -011, -013, & -015].)%

0 200 brochures (100 English and 100 Spanish TVT brochures,'PX0004—01 1&-
013 [sixtli row indicates number of brochures ordered, id, at -007 [sixth row
indicates TVT product]) ordered on 04/20/2011 by Ms. [Redacted] Other at
Woodland Healthcare (see PX0004 [call data contained m sixth row of
pages -0001, -003, -005, 007, -009, -011,-013, & -015].) |

Mr, Armstrong used those five orders along ﬁrith another earlier order to estimate the
number of brochures requested and sent for calls in which the number of pelvic mesh brochures

was not stated explicitly. (8/6 Tr. 98:11-100:16 [describing method for arriving at estimate of

196 brochutes per order when specific number ordered not stated in call logs].) The resulting

additional estimated orders for 2009-2011 are 979 in 2009, 1,175 in 2010, and 1,563 in 2011.
(8/6/2019 Tr. 101:6-18.) |
Because Defendants’ pelvic mesh brochures contained the same pervasive

misrepresentations, each brochure sent to California healthcare providers via the 1-888-

42 PX0004 is a shorter document with only two pages per set of columns. To recreate this spreadsheet, one

would kine up from left to right pages -001, -003, -005, -007, -009; -011, -013, and -015. Then under those pages,
one would line up lefi-to-right pages -002, —004 =006, -008, -010, -012, -014, and -015.
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GYNECARE hbtline constitutes an additional violation of the UCL and FAL. The Court finds
the following violations: 43 |
~ » 1-888-GYNECARE Brochure Orders UCL Violations 2009-2011
o 2009: 1,279 UCL Violations*
o 2010: 1,575 UCT. Violations?s
o 2011: 1,938 UCL Violations*
* 1-888-GYNECARE Brochure Orders FAL Violations 2010-2011
o 20_10:' 1,575 FAL Violations*’
o 2011: 1,938 FAL Violations*s
» Total: 8,305 UCL and FAL Violations
D. Online Advertising and Website Visits
In order to estimate the number of visits to mesh-related PelvicHealthSolutions.com
subpages by California consumers, Mr. Armstrong used “click-through” data from J&J’s online
advertising campaigns to estimate the percentage of overall PelvicHealthSolutions.com visitors

that viewed mesh-related content.*® He then used two different approaches to further estimate the

* While Defendants’ call logs reflect brochure orders in 2008 and 2009, in order to ensure compliance with
the statute of limitations, People only ask to count as violations of the UCL brochures ordered via 1-888-
GYNECARE from 2009 through 2011. Similarly, the People only ask to count as violations of the FAL brochures
ordered via 1-888-GYNECARE in 2010 and 2011,

At trial, Mr. Armstrong testified that that total number of brochures sent to California via 1-888-
GYNECARE, including both estimates and known order quantities, was 4,992. (8/6 Tr. 101:15-18, see also id,

- 99:23-100:7 [identifying 1,075 brochures in known-quantity orders}, 101:6-18 [estimating 3,917 additional

brochures, which sums with 1,075 to equal 4,992].) The People’s violation counts are lower because they exclude a
single 2008 order in the case of the UCL and 2008 & 2009 orders in the case of the FAL. Moreover, at trial Mr.
Armstrong provided an estimate of 1,563 for the number of brochure orders in 2011 for which the actual number was
unstated in Defendants’ call logs. (8/6 Tr. 101:6-18.) Mr. Armstrong’s other testimony (additional estimates and the
total of all estimates) indicate the 2011 number was in fact 1,567. (Ibid.) Nevertheless, the People rely
conservatively on the lower of these two numbers.
~ *# The Court’s math is as follows: 300 brochures identified in call logs (see PX0003-036, -041, -137 & -150)

+979 additional brochures estimated by Mr. Armstrong (8/6/2019 Tr. 101:6-18) = 1,279 violations.

* The Court’s math is as follows: 400 brochures identified in call logs (see PX0003-036 & Od41)+ 1,175
estimated additional brochures (8/6/2019 'Ir. 101:6-1 8) = 1,575 violations., . :

% The Court’s math is as follows: 375 brochures identified in call logs (see PX0004-011 & -013) + 1,563
estimated additional brochures (8/6/2019 Tr. 101 :6-18) = 1,938 violations,

" The Court’s math is as follows: 400 brochures identified in call logs (see PX0003-036 & -041) + 1,175
estimated additional brochures (8/6/2019 Tr. 101:6-1 8) = 1,575 violations.

8 The Cowmrt’s math is as follows: 375 brochures identified in call logs (see PX0004-011 & -013) + 1,563
estimated additional brochures (8/6/2019 Tr. 101 16-18) = 1,938 violations,

#(8/6/19 Tr. 144:28-145:9, 145:17-146:3, 151:1-153:19, 153:28-154:10.)
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number of those visitors located in California: one relying on California’s share of the national

population, and the other based on California’s share of Defendant’s total national sales of mesh

| roducts. (8/6 Tr. 144:28-145:16.) While the Court finds that these are both reasonable |

methodological choices, the absence of any evidence suggesting that SUI or POP disease rates are
different in California than in other parts of the coﬁntry militates in favor of the population |
analysis. The Court therefore adopts Mr. Armstrong’s population-based estimate that 29,011
California-based visitors viewed the mesh-related subpages of PelvicHealthSolutions.com during
the statutory period. (8/6/2019 Tr. 146:13-27.) (See Penalty Count Appendix.)

. Relying on Mr. Armstrong’s estimates based on California’s proportional share of the
natibnal population, the Court ﬁnds the following numbers of visits by California consumers to

mesh-related PelvicHealthSolutions.com subpages, which violated the UCL and FAL and are

subject to penalties:

TUCL
T TA34 8606 | - | 6994 | 6,994 | 5.973 [ 5973 | 7438 | 7438

TUCL

FAL

29,011 UCL Violations (8/6/2019 Tr. 143:11-144:27, 146:13-27; PX4115.)
= 21,839 FAL Violations (8/6/2019 Tr. 143:11-144:27, 146:13-27; PX4115.)

VA

¢ Total: 50,850 UCL and FAL Violations

E. Professional Education and Training

J&J produced an admittedly incomplete list of professional education events held in
California, and that list has been entered into evidence. (See PX4596.8, ;18 [Response to
Amended Special Interrogatory No. 9, including Exhibit 1] (March 20, 2017); 8/6/19 Tr. 77:17-
78:.1 4].) While the incompleteness of J&J’s list means that it undercounts the true number of

California doctors likely to be deceived by J&J’s professional education and training

%0 The Court divided the 2009 visits (8,606) by six to reach the FAL violations count (8,606 / 6 = 1,434).

(of. 8/6/2019 Tr. 94:7-14.)
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presentations, the number of attendees listed (8/6/2019 Tr. 80:15-24) provides a reasonable

lower-bound of the number of violations of the UCL and FAL committed by J&J at these events:

UCL

= 13
iolations

15 i35

L Violaﬁons,
s Total: 111 UCL and FAL Violations
F.  Sales Representative Detailing
| Mr. Armstrong based his estimate of 5 sales-detailing conversations per week on a sample
weekly itinerary for Michellé_ Garrison (PX0871; 8/6/19 Tr. 103:24-105:20), J&J’s designated
witness on the role of sales representatives and their communications with physicians (7/24/19 Tr.
8:7-9:16), who testified in her PMQ deposition thaf the itinerary was “fairly representative” of
sales representatives’ detailing schedules. (7/24/19 Tr. 41:10-42:23, 45:11-26, 47:12-15.)" Mr.
Armstrong further assumed that each full-time sales representative would interact with customers
for 46 weeks each year, leaving six weeks for illness, vacation and other duties. (8/6/19 Tr.
104:20-105:20.) The Court finds that the 5-convérsations-per-week average is reasonable and
supported by the available evidence, as is the modest assumption that sales representatives
worked for 46 weeks each year. (See Penalty Count Appendix.)
The Court adopts Mr. Armstrong’s estimate that the following numbers of dccéptive sales
conversations took place between QOctober 17, 2008 and 2015, which violated the UCL and FAL

and are subject to penalties:

*1 PX4596.20 shows 1 event with 2 attendees occurred on 10/23/2008.
52 PX4596.20 shows 2 events with 4 total attendees occurred on 12/17 and 12/29 of 2009.
% Ms. Garrison atiempted to walk back her testimony at trial and paint the itinerary as not at all

representative (7/25/19 Tr. 20:13-21:6), but the Court gives her trial testimony little weight. See the Penalty Count
Appendix for further discussion,
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2,175 _ -
2,594 2,594
1,842 1,842
1,268 -on 1,268
| 8,191 UCL Vielations 6,066 FAL Violations )

o Total: 14,257 UGCL and FAL vielations
G. Meals Provided to Healthcare Providers
Based on the information available in the expense report déta produced by J&J, Mr.
Armstrong calculated the number of meals (during presentations or one-on-ones with sales
representatives) that were provided to doctors by J&J's employees who sold or marketed mesh.
(8/6/ 19 Tr. 87:2-7.) Plaintiff acknowledges, J&)'s meal expense data does not indicate which
meals invc;lved their pelvic mesh products as opposed to other products in the Women’s Health

portfolio. The Court concludes that corporate witness Michelle Garrison’s testimony provides a

benchmark to estimate the portion of sales representatives’ meals provided to health care
pi‘ofessionals. Two-thirds of the meetings listed in Ms. Garrison’s “fairly representative” sales
representative itinerary involved J&J’s pelvic mesh products as opposed to the other products in
the Women’s Health portfolio. (PX0871.) Accordingly, the Court applies the two-thirds
benchmark provided by Ms. Garrison’s itinerary to the meal numbers identified in Mr.
Armstrong’s testimony and J&J’s expense data (See 8/6/19 Tr. 84:12-19, 87:2-7, PX0001.) This
yields the following estimates of UCL and FAL violations occurring over meals at which J&J’s
employees were more likely than not to delliver the misleading communications about pelvic

mesh they had been trained to provide (See Penalty Count Appendix):

% The Court divides Mr. Armstrong’s 2008 estimate (1,873) by six (1,873 / 6 = 312) to limit the count to the
last two months of the year.

% The Court divides Mr. Armsirong’s 2009 estimate (2,175} by six (2,175 / 6 = 362 to limit the count to the
last two months of the year. '
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E 359 (3,260)"°

2,152 (3,260) -

1,857 (2,813) 1,857 (2,813)

1,162 (1,760). 1,162 (1,760)

532 (806) 532 (806)

822 (1,246) 822(1,246) -

1,003 (1,520) 1,003 (1,520)

294 (446) 294 (446)

8,199 UCL Violations 6,029 FAL Violations

s Total: 14,228 UCL and FAL violations

H. Field Marketing

J&J themselves recorded attendee and impression figures for their field marketing

activities, and relied on those figures in making business decisions related to their marketing

activities. (8/6/19 at Tr, 28:21-29:27; PX4771 [10/4/18 Dep. Tr. Of Jason Goodbody] 279:22-

280:05; PX0358; PX0299.) Their data regarding the number of attendees or impressions

generated by each mesh-related field marketing activity is therefore a reasonable basis for

counting violations for penalty purposes. (PX0358; PX02§9.) The Court adopts as reasonable the

following tallies and estimates of attendees and/or impressions associated with each category of

field marketing, which violated the UCL and FAL and are subj.ect 1o penalties®:

56 Each of these counts, other than those that were further reduced to account for statutory cuboffs, is two-
thirds of the total number of meals identified in Mr. Armstrong’s testimony and J&Ps expense data. For each count,

the unreduced amount is identified parenthetically.

57 The Court’s math is as follows: (3,430 / 6) * .66 = 377. (Cf 8/6/2019 Tr. 94:7-14.)
38 The Court’s math is as follows: (3,260 / 6) * .66 = 359, (Cf. 8/6/2019 Tr. 94:7-14.)

5% The Court’s math is as follows: 3,260 * .66 = 2,152,

6 (8/6/2019 Tr. 32:20-23, 32:24-34:1, 33:7-10, 34:15-18, 35:9-13; PX0358 [2009 figures]; PX0299 [2010

and 2011 figures).)
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VII. STATUTORY PENALTY FACTORS
- For an action brought by the Attorney General on behalf of the People, both the UCL and
FAL instruct the Court to impose a civil monetary penalty of up to $2,500 per violation of each

statute. (Bus & Prof. Code, §§ 17206(a), 17536(a).) The penalties assessed under each statute are

cumulative, meaning any single act that violates both the UCL and FAL may be subject to a total
civil monetary penalty of up to $5,000. (Bus. & Prof. Code, § 17205; Dollar Rent-A-Car Systems,
supra, 211 Cal.App,Bd.at 132) .I

The Court’s “duty to impose a penalty for each violation [of the UCL and FAL)is
mandatory.” (People v. Custom Craft Carpets, Inc. (1984) 159 Cal.App.3d 676, 686 [internal
quotation and citation omitted).) “The amount of each Iﬁenalty, however, lies within the court’s
discretion.” (Ibid.) In exercising that discretion, the Court must take into account a non-

exhaustive list of factors set out in identical sections of both the UCL and FAL:

In assessing the amount of the civil penalty, the court shall consider any one or more
of the relevant circumstances presented by any of the parties to the case, including,
but not limited to, the following: the nature and seriousness of the misconduct, the
number of violations, the persistence of the misconduct, the length of time over which
the misconduct occurred, the willfulness of the defendant’s misconduct, and the
defendant’s assets, liabilities, and net worth.

(Bus. & Prof. Code, §§ 17206(b), 17536(b).) Civil penalties are important to UCL and FAL

enforcement because “some deterrent beyond that of being subject to an injunction and being

81 The Court reaches this number by tabulating the California-based events that occurred in 2009 as listed in
the “Tracking” tab of PX0358.
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required to return such ill-gotten gains is deemed necessary to deter fraudulent business

practices.” (People v. Bestline Products, Inc. (1976) 61 Cal.App.3d 879, 924.)

~ Asdiscussed below, the Court considered each of the factors described in sections 17206(b) |

and 17536(b) and determines a penalty amount of $343 ,993,750 reflecting a penalty of $1,250
each for 153,351 UCL violations and 121,844 FAT, violations committzd starting October 17,
2008 or October 17, 2009, respectively, is both reasoriable and supported by the evidence
presented at trial and in light of the penalty factors listed in_ sections 17206(b) and 17536(b), J&J
en_gagéd in serious, knowing, and willful misconduct over. a period of close to twenty years, and
likely committed far more violations in California during the statutory period than are captured in
those figures. (See Section VI, oﬁ penalty counts; see also Penalty Counts Appendix.) The
amount also represents less than one pércent of J&J’s $70.4 billion total net worth and is not |
unconstitutionally excessive or disproportionate, (PX4835, 41 4, 14 [financial condition
stipulation by the parties].) |

A.  The Nature and Seriousness of the Misconduct Weighs in Favor of
Significant Penalties '

First, the nature and seriousness of the misconduct were grave. Pelvic mesh products are
meant to be permanently implanted in the human body for life and carry the potential to cause
debilitating, chronic pain and destroy patients’ sexual, urinary, and defecatory functions —

consequences that go to the very core of personal identity, dignity, and quality of daily life.

Despite having this knowledge from launch, J&J chose, willﬁllly and knowingly, to withhold this

crucial information from physicians and patients and to deceive them about the balance of risks
and benefits associated with pelvic mesh. (See Sections V.D-F on deception.)

| J&IJ’s deception had real consequences for real people. California resident and TVT
Abbrevo patient Colleen Perry testified that “there are many times that I, myself, feel like
damaged goods; that because of the mesh surgery and because of the vaginal pain and the painful
sex that a decision that I made ruined everything . . . it is devastating,” (PX4748, 2/4/15 Tr.
2727:3-13.) Ms, Perry’s husband, Patrick Perry, further testified about how the mesh
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for her . . . we were such a great couple.” (PX4749, 2/9/15 Tr. 2994:25-2995:27.)

complications affected their marriage, explaining, “it kills me because [—I don’t what know to do

active personal life full of outdoor activity with her husband while holding down a physically

‘demanding job as a physical therapy assistant. (7/22/19 Tr. 106:15-109:7, 109:15-110:17.) After

her surgery, however, she began experiéncing chronic pain and chronip dyspareunia so severe that
she could not work, engage in physical activity, or have intercourse. (/d. at 121:2-122:11 [forced
to cease physical activity due to pain], 122:10-14 [fdrced to resign her job], 122:15-18 [forced to
cease.sexual intercourse].) And as the Court addressed in Section V.F.3, Defendants deceptively
pigued her interest in a TVT sling by featuring both an athietic female role model, Olympic speed
skater Bonnie Blair, and a description of risks that purporfcd to be complete but in reality
disclosed none of mesh’s most serious complications.

Testimony by Dr. Margolis corroborates the testimony by Ms. Perry, Ms. Huskey, and their
husbands regarding the grave and serious nature of potential mesh complications and the fact that
mesh complications are sometimes permanent and irreversible. Dr. Margolis, a California
urogynecologist who specializes in treating mesh complications, has treated approximately 1,000
patients with mésh complications and explantcd mesh from about 600 of them. (7/25/19 Tr. 94:6-
14, 104:18-20, 120:9-26.) Approximately 95% of Dr. Margolis’s ijaﬁents are Californians.
(7/29/19 Tr. 26:5-8.) Dr. Margolis has treated women with mesh complications suffering
dyspareunia to the point where “[they] cannot engage in intercourse with [their] partner,” it
“caused [their] pariner to leave,” and “essentially ruined [their] life of intimacy.” (Jd. at 12:27-
13:8.) He has treated women suffering urinary dysfunction caused by mesh to the point where
they are forced to “intermittently self-catheterize [] throughout the day in order to empty [their]
bladder,” they “have to stay close to the bathroom at all times,” “they won’t go out to social
events . . . for fear that they’re going to leak urine all over the place,” and “[i}t affects their work.”
(Id. at 17;15-18:11, 18:17-19:10.) He has also treated women with pain caused by mesh that “is
often times chronic, permanent, irreversible and severe,” to the point where they ended up in

wheelchairs and suffered “pain that may be worse with activity, but may also be present even at
78
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rest.” (Id. at 22:1-21.) He described phenomenon that doctors call “chandelier” pain where a

patient suffers “really severe pain™ such that “when you touch or push on the area of pain [] they

" jump off the tablé and hang off chandeliers.” (Jd at 25:2-38.) Dr. Karyn Eilber, i&T s medical |~ |

expert, further corroborated Dr. Margolis’s testimony, confirming on cross-examination that
women with mesh complications may need o “redefine their personal health and identity” and to
transifion to a “new normdl” that includes “being unable to have sex with their husband or partner
ever again without feeling pain.” (9/24/19 Tr. 166:27-167: 15.)

The Court concludes that the nature of the deceptive marketing conduct is egregious ahd
that penalties are warranted to vindicate the public wrong that has been done within the State of
California. More than 53,000 womeﬁ in the State of California had mesh devices implanted in

their bodies (see Penalty Count Appendix) without being told by the company of the life-

~changing risks of these devices. Defendants’ misconduct put mesh in the hands of California

doctors more than 53,000 times without fully disclosing to them the grave tisks known by the

company.

B. Defendants’ Willfulness and Persistence, and the Length of Time Over
‘Which the Misconduct Occurred, Weighs in Favor of Significant Penalties

J&J persisted in its decepfive conduct for seventeen years even in the face of internal and
external calls for change, amounting to hundreds of thousands of knowing, illegal statements
targétcd at California consumers.5? Internal Qbmmunications presented at trial show that J&J
intentionally concealed and misrepresented risk information that would undermine the rosy
picture it was selling to physicians and patients in its inarketing materials. For instance, Laura
Angelini, a marketing director, opted to bury clinical study participants’ reports of dyspareunia
because it would “kill us” to disclose them in study results. (PX0841.) The samé Iﬁarketing
director earlier determined that the company'woulﬂ not want to provide physician customers with
information regarding TVT mesh removal techniques because it would be “dig[ging] her own

grave” to reveal to customers that mesh might ever need to be removed. (PX1820.) The company

62 As discussed in further detail in Section V1, this is likely a significant undercounting of the actual number
of violations because the People only requested counts on marketing activity for which there was enough data to
either definitely establish or reasonably infer particular violations occurred,
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also ignored internal calls for [FU changes that would have led to beiter disclosure of sexual
function, pain, and quality-of-life risks, such as those raised by Medical Director Dr. Araud in |

72005 and by Associate Medical Director Dr. Meng Chen in 2009, (PX0854 [Dr. Amaud email re: | |

inadequate IFU wamings]; PX1230 [Dr. Chen meeting agenda re: insufficient IFU warnings];
7/31/19 Tr. 53:25-54:7 [Dr. Chen testimony that purpose of meeting was to consider whether IFU
update was ﬂecéssary] )

Instead of heeding the FDA’s 2008 and 2011 warnings to increase consumer awareness of
these dangers, Defendants chose to bury the warnings by instructing sales representatives that

“they are not to proactively initiate conversations with customers about this [2008)} notice™

(PX1313 [Selman memo]), and to actively refute and undermine the FDA’s warnings by

circulating an article authored by paid consultants that disagreed with the FDA’s 2011 warning
(PX0812 [Time to Rethink article}; PX4822 [consultant payments]; see Section I1LD regarding
intentional concealment.)

As our Court of Appeal has noted, consumers place their trust in reputable health
companies with years of brand recognition like Johnson & Johnson “whose closely regulated
research, production, and merchandising have taken the place of expertise the average citizen is
unable to develop.” (Brady v. Bayer Corp. (2018) 26 CaLApp.Sth 1156, 1159.) Consumers expect
“responsible entrepreneurism” from such companies, entrusting them “daily not just with goods
and services but with our lives.” (Ibid.) 1&3 knowingly and willfally abused that trust, depriving’
phys.icians of the ability to properly counsel their patients about the risks and benefits of
undergoing surgery to have a synthetic product permanently implanted in their bodies, and
depriving patients of the ability to make informed decisions about their own care.

This abuse of trust is particularly egregious when it comes to selling a permanent implant
with no exit strategy while hiding its risks. Dr. Margolis testifted about both the “essential
irreversibility” of mesh complications and the collateral damage to surrounding tissue caused by
removal surgery. (7/29/19 Tr. 16:9-24.) In other words, there is no safe way to remove mesh
“[o]nce the mesh is scarred into place, once the cement is secured over that rebar in the

sidewalk.” (/d. at 31:12-32:8.) Corisequently, patients who were deprived of the ability to make
30
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an informed decision in the first place will not get a second chance. Consumers like Colleen

Perry, Jo Huskey, and the nearly one thousand California women treated by Dr. Margolis have ';
T T Y thatllterallyc annotbeundone e

The Court further finds that it is likely that Defendants, through their deceptive marketing,
convinced many-doctors to implant mesh slings and POP mesh devices; The Coutt has heard

[ testimony from several doctors, some of them preeminent specialists, that they have implanted

hundreds, if not thousands, of slings over the course of their career while being under the
impression that they pose¢ minima] risks and do not cause the type of debilitating and long-term
risks and complications that the company admits to knowing about. (8/20/19 Tr. 122:8-11 [Dr.
Nager]; 8/26/19 Tr. 164:21-165:3 [Dr. Lane]; 8/21/19 Tr. 146:5-13 [Dr. Kahn}.) And when
sévere, long-term complications started surfacing, Defendants’ campaign of deceptive marketing
likely worked to convince thoée doctors that any complications they were seeing were coming
from the risks of the surgery or unusual patient reactions as opposed to the foreign body they
were ixnplanﬁng. (See Section V.G on the likelihood of doctor deception,)

" The Court finds in 2015 » Defendants updated their IFUs for the pelvic mesh products that
still remained on the market to include a number of complications that had been nﬁssing since the
origiﬁal 1998 launch df TVT. While the added adverse events that were added to the TVT IFUs
better informed doctors and patients, it still omitted significant additional risks.

The Court therefore finds the nature and willfulness of Defendants’ mhrlceting conduct to
warrant the penaltieé under statute: $1,250 per violation, per statute, for a total of $2,500 per
violation.® (Dollar Rent-A-Car Systems, supra, 211 Cal. App.3d at 132 [penalties are
cumulative].) '

/1
/11
i1

% Additionally, a Court may appropriately increase the penalty amount where the restitution provided for by
the UCL. and FAL is otherwise impossible to calculate and therefore unavailable for recovery. (People v.
Overstock.com, Inc. (2017) 12 Cal. App.5th 1064, 1088 [noting that it was appropriate for the trial court to increase
penalty value because restitution was unavailable to harmed consumers].)
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VIIL INJUNCTIVE RELIEF

The People seck a permanent injunction under Business and Professions Code sections

17203 and 175335 that would bar Defendants from making false, misleading, or deceptivé claims

regarding transvaginal mesh products.
-~ “Injunctive relief is one of the principal remedies available for violations of [the UCL] and
[FAL].” (Colgaﬁ v. Leatherman Tool Group, Inc. (2006) 135 Cal.App.4th 663, 701 [quotation
and citation omitted].) Section 17203 of the UCL states:
Any person who engages, has éngaged, or proposes to engage in unfair competition may be
enjoined in any court of competent jurisdiction. The court may make such orders or
judgments, including the appointment of a receiver, as may be necessary to prevent the use
or employment by any person of any practice which constitutes unfair competition, as

defined in this chapter, or as may be necessary to restore to any petson in interest any

money or property, real or personal, which may have been acquired by means of such
unfair competition.

(Bus. & Prof. Code § 17203.) Section 17535 of the FAL is substantially identical.

The Legislature intended this broad, sweeping language to give courts the power “to enjoin
ongoing WOngﬁil business. conduct in whatever context snch ﬁcﬁv_ity might occur.” (Barquis v.
Merchants Collection Assn. (1972) 7 Cal.3d 94, 111.) That includes the power to require
affirmative statements, such as the addition of warnings to product labeling. (Consumers Union of
US., Inc. .v. Alta-Dena Certified Dairy (1992) 4 Cal. App.4th 963, 972.)

Injunctions are not necessary where there is no threat of misconduct being repeéted in the
future. (Colgan, supra, 135 Cal. App.4th at 702.) “Injunctive relief will be denied if, at the time of
the order of judgment, there is no reasonable probability that the past acts complajnéd of will

recut, i.e., where the defendant voluntarily discontinues the wrongful conduct.” (California

- Service Station etc. Assn. v. Union Oil Co. (1991) 232 Cal App.3d 44, 57.)

Voluntary discontinuation of wrongful conduct requires more than simply showing that past
wrongful conduct has stopped: a defendant must show that it chose to discontinue the wrongful
conduct in good faith. (Phipps v. Saddieback Valley Unified School Dist. (1988) 204 Cal.App.3d
1110, 1118 [citing Malion v. City of Long Beach (1958) 164 Cal.App.2d 178, 190].) In Mallon,

the Court of Appeal recognized a defendant’s demonstration of good faith where it had amended
82
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its answer to admit the wrongful conduct alleged, asserting that it would discontinue the practice

and disavowing any intent to resume it in the future. (Mallon, supra, 164 Cal.App.2d at 180.) The

- court later contrasted that showing of good faith with the stance taken by the defendant in Phipps,

which waited uatil it was enjoined by a preliminary injunction to change its policies and then at

trial “held fast to its earlier positién” that its conduct had not been wrongful in the first place.

- (Phipps, supra, 204 Cal. App.3d at 1118-1119.) And, as the court stated in California Service

Station, a defendant’s “statement at trial that it did not intend to violate [the relevant statute] and

that it will pursue a lawful policy in the future” does not amount to a display of good faith

sufficient to render an.injunction unnecessary. (California Service Station, supra, 232 Cal.App.3d |

at 57.) Contrary to J&J’s arguments, therefofe, litigation conduct is highly relevant in'détermining
whether defendants have voluntarily and in good faith discontinued their wrongful conduct. |

Here, the People provided evidence that J&J ’s deceptive marketing of its mesh products is
ongoing and may recur 5bsent an injunction. J&J, which still markets its TVT mesh products,
persists in its practicé of omitting known, serious risks from the I[FUs, namely, that the products
carry a lifelong and recurring risk of exposure and erosion, tissue contracture causing chronic
pain, debilitating and life-changing pain, chronic foreign body reaction, shrinkage or contracture,
and infection or biofilm formation, as well as the fact that the mesh is not inert. (See Section.
V.D.1-3). |

J&J has not demonstrated a good-faith discontinuation of its deceptive marketing conduct
that would render an injunction unnecessary. Although the company wound down some of its *
active patient-marketing functions in January 2015, it did so for commercial reasons rather than
out of a good-faith recognition that its marketing was false, misleading, and deceptive. (8/22/19
Tr. 183:26-186:2 [Mr. Horton].) Importantly, however, the company still distributes brochures to
doctors upon request and makes them available on its website, and has continued to generate new
marketing materials. (Id. at 188:13-19, 194:9-15.) Nothing prevents J&J from ramping up ifs
deceptive marketing again if it finds that it is once again commercially appealing to do so.

“This possibility is compounded by the fact that J&J has not acknowledged or disavowed

any of its deceptive marketing practices; rathef, as did the defendant in Phipps, it has staunchly
' 83
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defended them, At trial, J&J’s current medical director defended the company’s inclusion of

patently false and misleading representations in patient-facing brochures on the basis that patients

~ could obtain accurate information elsewhere and would not understand the information disclosed | |

to them in brochures anyway. (8/7/19 Tr. 50:17-53:4 [Dr. Hinoul]; see also Defs.” Mot. for
Judgment at pp. 46-48 [filed 8/9/19] [arguing that brochute content is not significant because
brochures are just a “jumping off point” for discussion with a doctor].)

The Court finds there is a reasonable probability that J&J could market its transvaginal

- mesh products deceptively in the future absent an i_njunction barring it from doing so. Injunctive

terms prohibiting J&J from making deceptive or misleading claims regarding any SUI or POP |
mesh product is therefore warranted and necessaty.

Furthermore, injuﬁct_ive terms affirmatively requjring J&J to disclose significant risks and
complications associated with its pelvic mesh products are necessary to alleviate the deception
and confusion caused by J&I’s years of untrue, misleading, and incomplete marketing statements.
(See Consumers Union, supra, 4 Cal:App.4th at 973.) “To allow consumers to continue to buy the
product on the strength of the impression built up by prior advertising—an impression which is
now known to be false—would be unrfair and deceptive.” (Ibid. [quoting Warner-Lambert Co v.
FIC (D.C. Cir. 1977) 562 F.2d ’;’-49; 761].) As discussed above, the evidence shows that
Defendants have been deceiving physicians—including their own witnesses—for years, with the
result that phjrsicians have been unable to adequately counsel patients regarding the risks and
benefits of pelvic mesh implants. It is within this Court’s discretion to require Defendants to
begin “correct[ing] the consequences” of that past misconduct by affirmatively disclosing
significant risks in their communications going forward. (Jbid.)

' For reasons set forth above, and throughout this Statement of Decision, the Court is

requesting further briefing on the issue of an Injunctive Order.®

54 The People filed 2 Proposed Injunction Order concurrently with its Proposed Statement of Decision and
the Defendants filed a response.
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I1X. AFFIRMATIVE DEFENSES
A. Safe Harbor

clearance process granted them a safe harbor for the deceptive statements and omission of risk

information in their IFUs and other marketing. As the Califomia Supreniq Court has recognized,

.safe harbor is a narrow doctrine that can only be applied when the law (1) clearly permits the

defendants’ cbnduct, or (2) imposes an absolute bar against suing the defendant for the conduct at
issue. (Cel-Tech Communications, Inc. v. Los Angeles Cellular Telephone Company (1999) 20
Cal.4th 163, 182-183 [“[t]o forestall an action under the ﬁnfair competition law, another provision
must actually “bar’ the action or clearly permit the conduct”].)

- The FDA’s 510(k) clearance process is “a limited form of review” (Medifronic, Inc V.
Lohr (1996) 518 US. 470, 478) that is inherently msufﬁclent to create a safe harbor for the same
reasons it does not preempt state consumer protection law. (Zd. at 494 [holding that 510(k)
clearance does not bar state-law consumer protection action]; Cabrer& v. Fifth Generation, Inc.
(S.D.Cal. Nov. 20, 2015.) No. 14-02990, 2015 WL 7444223 at *5 [stating that federal regulator’s
ﬁctions create safe harbor only under the same circumstances required for preemption].) The
FDA’s 510(k) clearance of J&J’s mesh devices did not spéciﬁcally approve the devices’ labels or
determine that they were not false or misleading, as would be required for J&J to be shielded
from liability for its deceptive marketing claims. (In re Bard IVC Filters Products Liability
Litigation (D. Ariz., Nov. 22, 2017) No. MDL 15-02641, 2017 WL5625547 at *2-3
[distinguishing between 510(k) clearance and approval]; 9/23/19 Tr. 77:9;13 [Mr. Ulatowski];
8/5/19 Tr. 27:26-28:1\4, 37:14-22 [Dr. Kessler}.) Moreover, the FDA's ¢clearance letters explicitly
informed Defendants that while they may market the device pursuant to the clearance, they

remain,

subject to the general controls provisions of the [FDCA] [. . . which] include
requirements for . . , labeling, and prohibitions against misbranding . . . Please be
advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other
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requirements of the Act or any Federal statutes and regulations administered by
other Federal agencies. You must comply with all the Act’s requirements, including,
but not limited to: . . . labeling,

* (JX10021 [TV Obturator]; JX10027 [TVT Secur], JX10029 [TVT Exact], JX10032 [FVT |

Abbrevo], IX10037 [Gynemesh], JX1044 [Prosima], JX10060 [Prolift and Prolift +M]; see also
TX10019 [TVT clearance letter with substantially similar language].) In doing so, the FDA
explicitly informed Defendants that they femain responsible for ensuring that their labeling is
lawful and non-misleading (8/5/19 Tr. 29:8-30:5 [Dr. Kessler]) aﬁd that the FDA had made no

determination on whether their labeling were truthful—in other words, that the clearance did not

create a safe harbor for deceptive marketing.

Even if the 510(k) process could give rise to a safe harbor, Defendants have introduced no
evidence, and so have not met their burden of proof, that the FDA explicitly authorized omission
of the specific sample adverse events that Dr. Kessler testified about (fot the TVT products: pain,

chronic pain, dyspareunia, chrenic dyspareunia, neuromuscular problems, recurrence of

incontinence, potential necessity for one or more revision surgeries, pain to partner during

intércourse, and death; for the POP mesh products: chronic pain, chronic dyspareunia, vaginal
tightening and/or shortening, neuromuscular problems, pain to partner during intercourse, and
death.) Neither has ﬂw FDA explicitly authotized the omission or misrepresentation of serious
long-term complications or of dangerous mesh properties known to the company (see Section
V.A, Tabie I [Hinoul Testimony on Known Mesh Risks]) that form the basis of the People’s
claims. As Dr. Kessler testified and as demonstrated by the 510(k) clearance files and
communications entered into evidence, J&J never raised to or discussed with the FDA, and the
FDA did not specifically authorize, the misrepresentations or omissions that the People allege are
deceptive during the; 510(k) clearance process for these devices. (.8/ 5/19 Tr. 47:8-13, 48:20-23,
49:13; JXIOOOI-JXIOISZ- [510(k) files and communications between FDA and J&J].) As Dr.
Kessler testified, if the FDA had granted express authorization for specific statements or
omissions in the IFU, it would be documented in the 510(k) communications. (8/5/19 Tr. 49:17-
28.) Therefore, the Court finds that Defendants have not established that the FDA “clearly -
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permit[ted]” the misrepresentations and omissions at issue in this ease. (Cel-Tech

Communications, supra; 20 Cal 4th at 182-183.)%°

X P | IntefmeﬁfaryD(;ctrme O O

The Court concludes under the facts presented and given Plaintiff’s enforcement role that
the learned intermediary doctrine (“L1D”) does not shield from liability under the UCL and FAL
where a manufacturer directs false or misleading communications to lay consumers. The LID is a
common-law tort defense thaf holds that “4if adequate warning of potential dangers of a drug has
been given to doctors, there is no duty by the drug manufacturer to insure that the waming
reaches the doctor’s patient for whom the drug is prescribed.” (Stevens v. Parke, Davis & Co.
(1973) 9 Cal.3d 51, 65, citing Love v. Wolf (1964) 226 Cal.App.2d 378, 395.) This case is neither
a tort case nor does it involve allegations that Defendants should have affirmatively reached out
to the lay consumet population to communicate the risks; therefore, this doctrine has no
applicability. | |

The UCL and FAL prohibit Defendants from deceiving any consumers to whom they direct
their marketing—in this case, both doctors and patients. “[T}he only requirement [to demonstrate
a violation] is that defendant’s practice is unlawﬁﬂ, unfair, deceptive, untrue, or misleading”
(Prata, supra, 91 Cal App.4th at 1144), because the goal of California consumer protection law is
to enforce “the public’s right to protection from fraud, deceit, and unlawful conduct.” (Hewlett,
supra, 54 Cal.App.4th at 519.) While the likelihood of deception will be gauged by the 'réasonable
member of the group who is térgeted by the advertising (Lavie, supra, 105 Cal.App.4th 496, 512),
nothing in consumer protection law shields manufacturers when they communicate deceptively to
a potential patient population. In other words, a company cannot lie to consumers in California
just because they are selling a medical product that requites a medical prescription, especially
/11
11
Iy

& Defendants have also introduced no facts, and so have not met their burden, in support of their equitable
affirmative defenses of unclean hands, estoppel, laches, and waiver. Accordingly, these affirmative defenses also fail.
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when the UCL and FAL expressly prohibit such conduct. No California court has ever taken the

" exireme step of applying this doctrine 1o a law enforcement UCL and FAL "éi&ibii and this Court |
~ declines to be the first to do so.%

Dated: —ano@yhe 22, AD KD
J 7 | | EDDIE C. STURGEON

Judge of the Superior Court _

66 Even if the learned intermediary doctrine could reach UCL and FAL claims, it still would not shield
Defendants here because it does not apply when the doctorsthemselves did not have “adequate warning” to enable
them to pass that knowledge on to patients, (Stevens, supra, ¢ Cal.3d at 65). As set forth above, the Court concludes
that J&J also deceptively marketed to the doctor audience.
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Penalty Count Appendix

L. Instructions for Use

L. The Court finds that Defendants gained from every instance of a dissemination of
an IFU, including the IFUs inside the device packaging. Defendants gained from each purchase
of the product in which the IFU was found, and, because doctors were repeat customers,
Defendants stood to gain from future sales to these same customers, The misleading adverse
events section in each IFU was related to these gains. The evidence has shown that Defendants
featured IFU information and directed doctors to read the package inserts pervasively throughout
their marketing. (See discussion at Section V.E, G.1 and Violations Appendix at pp. 8-23.) The
Court finds that each and every instance in which Defendants disseminated an IFU that

concealed the serious long-term risks caused by the mesh served their marketmg purpose of
driving future use of the devices by doctors.

2, The People’s proposed count limiting the IFU-based violation count to in-package
IFUs is an undercount of the true number of deceptive IFUs that Defendants circulated in order
to drive the use of pelvic mesh by doctors in their practice. The evidence presented at trial
establishes that Defendants also disseminated IFUs, or excerpts of IFUs, through their sales
representatives and through doctor-directed websites. (See 7/24/19 Tr. 11:7-18 [Michelle
Garrison festifying that sales reps are trained on IFUs and that IFUs can be downloaded from the
Ethicon website], 12:25-13:7 [testifying that sales reps were trained to “direct physicians to the
IFU for information about risks and complications™}; PX4807 [9/5/17 Dep. Tt. of Scott Jones] at
213:05-213:19 [testifying that sales representatives “could be asked at any time by any customer
about what was contained within the instructions for use,” and “if there were questions about the
IFU” in the operating room, “we could answer them.”}; [9/6/17 Dep. Tr. of Scott Jones] 387:07-
388:10 [testifying that the “full package insert” or IFU was “available on our website,” the
“JJHCS [Johnson & Johnson Health Care Systems] and the Gateway website, so there were
several locations where a physician could find the IFU”}; 437:04-438:02 [testifying that if a
physician asked during a sales conversation about the risks associated with a mesh device, he
“could have pointed to whatever risks, warnings, precautions we had” in the IFU labeling].)

3. Evidence at trial showed the number of mesh device “units” Defendants sold in
California on an armual basis from 2005 to February 2018, (PX4118; 8/6/2019 Tr. 88:1-89:12.)
Certain mesh devices came in “multi-pack units” containing more than one device. (PX4118 at
021-022; 8/6/2019 Tr. 90:5-23.) Accounting for these multipacks, the Court finds that
Defendants sold the following numbers of mesh devices in California:

o 46,895 SUI mesh devices sold in California from 2005-2018
¢ 6,177 POP mesh devices sold in California from 2005-2012
e 35,217 SUI mesh devices sold in California from 2008-2018

L (PX4118 at 021-022, Ex.1; see also 8/6/2019 Tr. 92:12-93:19 [SUI units]); (PX4118-021, -022
& Ex.1; see also 8/6/2019 Tr. 93:20-94:6 [POP units].)




o 3,948 POP mesh devices sold in California from 2008-2012

4. The Court notes that evidence regarding the true number of deceptive IFUs
distributed via Defendants’ sales representatives and websites was not available or presented,

and cannot be estimated or inferred based on available testimony. Therefore, the Court grants

penalties on the smaller subset of IFUs that were distributed as package inserts because it can be

reasonably guantified.

5. ‘Taking into account the October 17, 2008 (for UCL) and October 17, 2009 (for
FAL) statutory cut-off periods, the Court’s counts of in-package IFU violations of the UCL and
FAL subject to penalties are as follows?:

Al e e

"Oct. 17, 2008 through 2012 ~ [3,163 UCL Violations

Oct 17 2009 through 2012 N 2,323 FAL Vlolatlons
"'Oct“ 17 2008 through Feb. 2018 13,180 UCL, Violations
Oct. 17, 2009 through Feb. 2018 28,677 FAL Violations

Total: 66,343 UCL and FAL penalty violations for the distribution of m1sleadmg IFUs in
the package mserts for SUI and POP mesh

-,’. s e oy ; e
Oct. 17, 2008 through 2012 _ 3 163 UCL Violations

Oct 17 2009 through 2012 2 323 FAL Vlolatlons |

Oct. 1’7 2008 through Sept 2015 o 24 ,765 UCL Vlolatlons
Oct. 17, 2009 through Sept. 2015 21,262 FAL Violations

Alternate Total: 51,513 UCL and FAL violations for the distribution of misleading IFUs in
the package inserts for SUI and POP mesh.

_ ?Defendants’ device sales figures capture only annual sales numbers, so in order to account only
for devices and IFUs sold in the last two months of the year, the Court will divide the total sales
for 2008 (in the case of the UCL) and 2009 (in the case of the FAL) by six. (Cf 8/6/2019 Tr.
94:7-14 [forensic accountant’s testimony that one could estimate the last three months of the year
by dividing by four].) ‘

3 (8/6/19 Tr. 92:12-94:6; PX4118-021, -022 & Ex. 1.)
2



II. Print Marketing Materials

1. Defendants’ did not retain data regarding the total number of print marketing

"“materials sent in fo California prior to 2012. (PX4614 at § [Defendants” Amended Résponseto

the People’s Special Interrogatory No. 6 acknowledging that they cannot “identif[y] a source to
confirm the total number of written materials sent to California prior to January 2012.”].)

2. Defendant could only identify 6,310 printed pelvic mesh materials sent into
California. They assembled this list of 6,310 printed pelvic mesh marketing materials sent into
California between July 2008 and December 2011 using Literature Depot shipment confirmation
emails contained in their document production. (PX4614 at 8.) They also admitted that the list is
incomplete, and that they do not know what percentage of the unknown total number of pre-2012
California shipments it represents. (/bid.).

3. The data retained and produced by Defendants only included plausibly complete
Literature Depot shipment confirmations for one sales representative, Jason Logan.? (8/6/2019
Tr. 58:18-59:14, 60:3-17; 62:8-14 [The People’s expert, Travis Armstrong, testifying that after
undertaking a diligent search of Defendants’ document production, he only found shipment
* confirmation emails in the custodial files for three California sales representatives, even though
there were 26 sales representatives assigned to California sales territories during the statutory
time period]; PX4592 at 14-18 [Exhibit A to Defendants’ Response to Special Interrogatory No.
21]; PX4604 at 30-32 [Exhibit 2 to Defendants’ Second Amended Response to Special
Interrogatory No. 21].) Accordingly, Mr. Armstrong concluded that the 33 shipment
confirmation emails contained in Mr. Logan’s custodial file were the only available source of -
data on which he could plausibly base an estimate of the number of printed marketing materials
shipped to sales representatives from Literature Depot before 2012. (8/6/2019 Tr. 62:18-63:4.)

4. Given the paucity of the data retained by Defendants, the Court concludes the
extrapolation analysis undertaken by Mr. Armstrong is a reasonable (and perhaps the only
possible) approach to arrive at an estimation of the print distribution activity of the 26 California

. sales representatives employed by Defendants to sell mesh.® The Court therefore finds that it was
reasonable for Mr. Armstrong to assume that Mr. Logan was sufficiently representative of other
sales representatives to form the basis for a state-wide extrapolation, especially in the absence of

4 Mr. Armstrong inferred that two of the three custodial files for California sales representatives
must be incomplete because (a) they contained implausibly few shipment confirmation emails
relative to the length of time those custodians were employed, and (b) he reviewed emails from
those custodians discussing Literature Depot orders for which he could find no accompanying
shipment confirmation emails. (8/6/2019 Tr. 58:18-59:14; 60:3-17; 62:8-14.) The Court finds
that these inferences were reasonable.

5 The Court notes that if it chose not to credit Mr. Armstrong’s estimates, it could have instead
counted as print marketing violations the admittedly incomplete list of materials that Defendants
identified were sent from Literature Depot to California between July 2008 and December 2011,
for a total of roughly 6,310 print marketing violations. But because the Court finds Mr.
Armstrong’s estimates well-grounded and reliable, it need not limit itself to what Defendants
acknowledge is an incomplete list.



contradictory data regarding other sales represéntatives’ ordering behavior, To construct his
estimate, Mr. Armstrong had to extrapolate Mr. Logan’s ordering patterns to other sales
 representatives by tallying his annual order rate and calculating the total orders that would have

been placed by other full-time sales representatives employed in California each year as though

they ordered at the same rate. (8/6/19 Tr. 66:13-25.) For the purposes of his calculation, Mr.
Armstrong reasonably assumed that Mr. Logan’s ordering patterns were similar to those of his
fellow sales personnel. (8/12/19 Tr. 120:23-121:11.) By category, Mr. Logan ordered the
following number of materials for each year from 2008 through 2011: .

2

145 16
1,724 1,161

71, | (1,002 SUL, 722 (945 SUIL,

OP): POP) 216 POP)

(8/6/2019 Tr. 65:9-17; see also PX4780; Jason Logan Orders.)
5. Defendants have suggested that Mr, Logan should not be considered
representative of other sales personnel because he was at one point a high-performing seller. Mr.
Armstrong testified that he studied a deposition of Mr. Logan in the course of preparing his
opinion, and learned that (a) Mr. Logan had only been a top seller for approximately five months
in 2010 (8/12/19 Tr.141:21-28); and (b) Mr. Logan “attributed any relatively higher sales rates in
his territory to luck rather than promotional activities,” from which the Court can infer that
Logan’s temporarily high sales performance likely did not lead to a meaningful increase in his
use of marketing materials (8/12/19 Tr. 142:5-9). Defendants have not presented any contrary

6 The Court notes that as set forth in the chart of Mr. Logan’s original orders, the overwhelming
majority of the marketing materials from which Mr. Armstrong extrapolated his totals were
patient brochures (83%), followed by doctor sales aids (9%), while only a relatively small
portion were in-office marketing materials (5%) and mailers (3%).

4




evidence showing that Mr. Logan ordered more materials than other sales representatives in
California.

6. Mir. Amstrong used the Jason Logan ofders along with Deféndants’ festimony

regarding the number of active sales representatives in California each year from 2008 through
2011 to estimate the number of pelvic mesh print marketing items ordered for distribution by all
California sales representatives during this period. (8/6/2019 Tr. 62:18-63:4.) In doing so, the
Court notes that Mr. Armstrong accounted for the fact that some sales tépresentative worked
only a portion of particular years. (8/6/2019 Tr. 66:13-25.)

. 7. As discussed in Sections V.D-G, the Court concluded that Defendants
consistently and pervasively misled consumers about the risks of mesh devices throughout all of
their marketing communications as set forth in the Violations Appendix. While Mr. Armstrong’s
calculations do not presume that every sales representative ordered precisely the same marketing
materials, the Court finds that M. Armstrong’s results provide areasonable basis for estimating
the total number of 2008-2011 violations Defendants committed when they shipped print
marketing materials to sales representatives for distribution in California.

8. Based on Mr. Armstrong’s estimates (8/6/2019 Tr, 74:28-75:6), the Court finds
the following number of violations of the FAL and UCL;

HI. site Visits

Online Advertising and We

1. The Court finds that the number of visits to www.PelvicHealthSolutions.com’s
mesh-related subpages by California consumers is a reasonable measure of the number of
violations arising from the website for penalty purposes, Defendants” primary patient-facing
website, www.PelvicHealthSolutions.com, made many of the same untrue and misleading
statements and omissions contained in Defendants’ print marketing materials consistently from
2009 onward, and was a violation of the UCL and FAL. (See Section V.F; see, e.g., PX4668 at
3-5 [presenting incomplete rigk information and minimizing risks with the statement “[a]ll

surgical procedures present some risks”]; PX4657 at pp. 64-66, 69 [TVT pages with same] & 72,

75, 78 [Prolift sub-pages minimizing risks of Prolift by emphasizing “[a]ll surgical procedures
present some risks” and presenting incomplete risk information]; Violations Appendix: Patient
Websites,) Those statements were made on the subpages of the website related to SUI and POP

7 In order to account for the UCL’s October 17, 2008 statute of limitations and the FAL’s
October 17, 2009 statute of limitations, the Court has divided the 2008 figures by six for the
UCL violations count and divided the 2009 figures by six for the FAL violations)
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products. (See, .g., PX4668; PX4657 at 25-30, 37-42, 63-66, 69-75, 78; see also 8/6/19 Tr.
131:25-132:10.)

3. The Court finds that ail visits to www.PelvicHealibSolutions con’s mesh-related ~~

subpages by California consumers are reasonably likely to be related to Defendants’ gain or
opportunity for gain. Evidence presented at trial shows that the website was meant to be reached
by patients showing an active interest in SUI, POP, or mesh products, as opposed to passive web
sirfers with no connection to Defendants’ business interest. Defendants ran numerous Google
AdWords campaigns, a form of internet advertising in which search terms related to SUJ, POP,
TVT, or Prolift would return sponsored links to Defendants” mesh-related subpages. They also
ran banner ad campaigns on websites targeted to women with pelvic floor conditions and linked
to the website in an email-blast advertisement that went out to women who expressed interest in
SUL (8/6/19 Tr. 140:3-20, 141:2-20; PX0731: PX0423.)

3. Defendants provided a variety of incomplete data sources related to
PelvicHealthSolutions.com web traffic, including (a) data tracking visits to
~ www.PelvicHealthSolutions.com generally, which give no indication of which subpage each
visitor viewed (8/6 Tr. 142:26-143:3, 143:11-144:13; PX4115 at Ex. 1), and (b) “click-through”
data capturing the subset of visitors who arrived at PelvicHealthSolutions.com by clicking on
Google AdWords links and banner advertisements, which either indicate the subpage each visitor

landed on or the product their click related to (8/6/19 Tr. 143:11-144:13, 158:7-159:28). Boththe - -

website traffic and click-through data contained temporal gaps, and none of the data indicated
which website visitors were located in California. (Jd. at 142:22-25, 147:1-149:7, 155:20-157:28;
see PX4115 at Ex. 1 [traffic data]; PX0302; PX0303; PX0731; PX0733; PX0796; PX0792;
PX0793; PX0794; PX0795; PXOSOO PX0803; PX0804; PXOSOI PX0802 [click-through data]).

4, In order to estimate the number of violations, Mr. Armstrong used the available
click-through data to estimate the portion of total web visitors that viewed subpages related to
mesh, and used data to estimate the portion of those web visitors located in California. (8/6/19
Tr. 144:28-145:9, 145:17-146:3, 151:1-153:19, 153:28-154:10.) Relying on limited but detailed
Google AdWords data, which showed the precise subpage that each viewer landed on after
clicking on an AdWord, Mr, Armstrong estimated that 45% of visitors to
PelvicHealthSolutions.com were exposed to mesh-related content (34% to SUFTVT and 11% to
POP, respectively). (8/6 Tr. 143:11-144:13.)

5. Mr. Armstrong then used two different approaches, as set forth in the table below,
to further estimate the number of those visitors located in California; one relying on California’s
share of the national population, and the other based on California’s share of Defendant’s total
national sales of mesh products. (8/6 Tr. 144:28-145:16.) While the Court finds that these are
both reasonable methodological choices, the absence of any evidence suggesting that SUI or
POP disease rates are different in California than in other parts of the country militates in favor
of the population analysis, which the Court adopts.



S N AR B 2]

Based o California s ortin 29,011 UCL olatlon

of national population

Based on California’s portion | 14,072 UCL Violations 11,651 FAL Violations .
of Defendants’ mesh sales ' ’ j
(alternative method)'® . .

6. The Court also finds that Mr. Armstrong’s estimates of the number of California

consumers to PelvicHealthSolutions.com’s mesh-specific subpages are likely underinclusive of

the true number of UCL and FAL violations arising out of Defendants’ deceptive patient-facing

web content. Mr. Armstrong’s estimates do not cover the entire period during which Defendants’

placed misleading content on the internet. (8/6 Tr. 131:4-10; PX4118 [Response to Amended

Response to Special Interrogatory No. 154 stating that PelvicHealthSolutions.com went online in

March 2009, replacing a host of older patient-facing websites related to Defendants’ mesh :
 products that were online for several months during the statutory period.}.)'! Moreover, .

Defendants failed to produce any data regarding visits to PelvicHealthSolutions.com for the first i

five months it was active, so Mr. Armstrong left that time period out of his calculations. (8/6 Tr.

132:22-28.) '

IV. Sales Representative Detailing

1. The Court finds that it can reasonably infer that each mesh-related sales
conversation gave rise to a violation. Evidence presented at trial established Defendants’ sales
representatives were trained to and did convey deceptive or misleading information to the
healthcare professional customers they detailed in the field. (See Section ITLB.1 [uniform |
message; sales representatives were trained to-deliver the specific marketing messages contained
in mesh sales aids]; Violations Appendix; PX4807 at 145:22-146:2, 146:4-13; 172:15-174:2; |
179:21-180:6; 196:13-197:1,) :

2. The Court also finds that it can reasonably infer that all sales-detailing
conversations with California healthcare providers related to Defendants’ mesh products likely
gave rise to a violation of the UCL or FAL. Defendants went to great lengths to ensure that their

8.(8/6/2019 Tr. 143:11-144:27, 146:13-27; PX4115.)

% (8/6/2019 Tr. 143:11-144:27, 146:13-27; PX4115.) The Court divided the 2009 visits (8,606)
by six (¢f. 8/6/2019 Tr. 94:7-14) and then added them to Mr. Armstrong’s estimates to reach the
FAL violations count ((8,606 / 6) + 6,994 + 5,973 + 7,438 = 21,839).

10 (8/6/2019 Tr. 146:28-147:3; PX4115,)

11 The older patient-facing websites not included in Mr. Armstrong’s estimates contained much
of the same deceptive content that appeared later on PelvicHealthSolutions.com. (See, ¢.g.,
PX4654 [gynecare.com page deceptively promising “complete deseription of risks™].)
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sales force and their marketing materials all delivered consistent messaging to physician
customers. (See Section I1LB.1.)

3. Mr. Armstrong provided this Court with a range of possible estimates ofthe
number of mesh sales-detailing conversations that took place annually in California during the
relevant period, calculating approximately how many mesh-related sales conversations a sales

representative would have likely had per year if they had averaged either 5, 10, 15, or 22 total
sales conversations per week, réspectively, for reasons explained below. (8/6 Tr. 103:24-108:12.)
Defendants were unable to produce a list of California healthcare providers to whom
Defendants’ sales representatives marketed mesh products, or documentation of all sales calls
that took place in California. (See PX4592; 8/6 Tr. 103: 16-20). Lacking accurate sales call data,
Mr. Armstrong looked instead to a three-day itinerary prepared by company witness Michelle
Garrison when she was a sales representative working in the field—an itinerary that Ms.
Garrison, while testifying at deposition as Defendants’ person most qualified regarding sales
representative duties, described as “fairly representative” of how sales representatives spend their
days. (8/6 Tr. 103:24-105:20; PX0871 [Garrison itinerary showing a mix of “cases and
appointments,” with notes indicating her objectives]; 7/24/19 Tr. 8:11-9:16, 41:10-42:24, 45:16-
26, 47:12-15)

4, The Court finds that mesh did not need to be identified in the “Objectives” section
of Ms. Garrison’s itinerary. (7/25/19 Tr. 16:10-17:8 [Ms. Garrison testifying that “the goal of the
sales call was always contained within the objective.”].) For example, eniry number 3 spanning
the second and third pages of the itinerary does not mention mesh under “Objective,” which says
only “Revisit conclusions from previous discussions. Delve deeper into the realm of biologics.
Discuss Flex HD.” (PX0871 at 002- 003.) But immediately above the “Objective” section, under
the same doctor’s name, its states “Foliow-up meeting to several discussions we have had
surrounding the disease state of POP,” and in the section following “Objective” it reads “Growth
Target (TVT-O, Prolift).” (Ibid.) The Court draws the reasonable inference that contrary to Ms.
Garrison’s testimony, the document itse!f clearly indicates that sales representative visits involve
mesh discussions even when mesh is not named in the “Obj ective” section. The Court further
concludes that the fact that Ms. Garrison’s testimony directly contradicts the contents of her own
itinerary is further reason to give little weight to her revisionary testimony. (Compare 7/25/19
Tr.16:10-17:8 with PX0871 at 2, 3.)

3. The Court further finds that it was reasonable for Mr. Armstrong to count Ms.
Garrison’s operating-room cases alongside her appointments, because her own itinerary notes
indicate that she expected to have sales conversations with the operating surgeons at some point
before or after each procedure. (See PX0871.) Testimony presented at frial also indicates that
sales representatives could perpetuate Defendants’ deceptive conduct while in the operating
room, such as by directing physicians to consult deceptive IFUs. (7/25/19 Tr. 58:24-608;
PX4807 [9/5/17 Dep. Tr. of Scott Jones] at 213:05-213:19.) :

6. Finally, the Court gives weight to Ms. Garrison’s testimony that she spent 15
petcent of her time as a sales representative having conversations about pelvic mesh as opposed
to the other Women’s Health products in her portfolio. (See 7/24/19 Tr. 188:11-18 & 189:16-24.).
By the Court giving credit to this testimony, the Court finds the low-end of Mr. Armstrong’s




estimates as set forth below: about five-mesh related sales visits per week issued. (8/6/2019 Tr.
107:20-108:12; PX0871 [Garrison’s three-day itinerary shows her meeting with 18 individuals}.)

Rian

22/Week 10/Wee

[Alternate
Count] - -

UCL UCL FAL

V.  Meals Provided to Healthcare Providers

1. The Court finds that all of Defendants’ meals featuring presentations and meals
featuring conversations with sales reptesentatives disseminated the same deceptive marketing
messages that pervade Defendants’ other marketing materials, and therefore all violated the UCL
and FAL. The evidence presented at trial shows that offering meals to California healthcare
providers was a means by which Defendants marketed their pelvic mesh products. Defendants
generally paid for meals in two contexts: (1) lunch or dinner speaker events hosted for physician
audiences, such as promotional educational presentations or symposia attached to medical
conferences, and (2) business meals consisting of sales conversations with sales representatives
at a restaurant. (See, e.g., PX4632 at 18 [Defendants’ Supp. Response to Special Interrogatory
205] [Ethicon “sponsored educational lunch or dinner speaker events . . . in which presentations
were made to surgeons in order to provide information about [Ethicon’s] pelvic mesh products,
or more generally, treatment options for SUI or POP”Y; 7/24/19 Tr.47:25-28, 51:18-52:11,
175:17-176:1 [Ms. Garrison describing how she would discuss Ethicon’s products with doctors
over business meals].) : ‘

12 (8/6/2019 Tr. 107:20-108:12.)

13 The Court divides Mr. Armstrong’s estimates by six to limit the count to the last two months
of the year. (Cf. 8/6/2019 Tr. 94:7-14.)

14 The Court divides Mr, Armstrong’s estimates by six to limit the count to the last two months
of the year. (Cf. 8/6/2019 Tr. 94:7-14.) |




2. The Court can reasonably infer that every mesh-related meal-based speaking |
event violated the UCL and FAL. Defendants® former consultant and paid presenter, Dr. Douglas
_Grier, testified that the presentations given at meal-based speaking events were all drafted and

approved by Ethicon. (8/22/19 Tr. 98:2-18.) Examples of the promotional presentations delivered

to physicians over meals at luncheons, conferences, or symposia indicate that misrepresentations
were regularly disseminated at those events. (£.g., PX0507; 8/22/19 Tr. 43:14-20, 50:21-27,
54:2-55:1, 98:2-5 [Dr. Grier attended and was paid to speak at Ethicon-sponsored dinner.
lectures, including on JX11608, “The Science of ‘What’s L&ft Behind”]; 8/21/19 Tr. 140:2-4
[Dr. Kahn “attended meals that were paid for by pelvic mesh manufacturers”]; 8/26/19 Tr. 159:9-
11, 171:22-172:1 [Dr. Lane attended an Ethicon dinner on the TVT with her fellowship mentor];
9/18/19 Tr. 181:1-182:3 [Dr. Rosenblatt was paid by Defendants to give seminars at meals
hosted by the company].) Ms. Garrison also testified that “every business meal had to have a
bona fide business purpose,” meaning it had to be related to a sales representative’s job—selling
" mesh. (7/24/19 Tr. 52:2-5, 52:26-53:4 [defining bona fide purpose as “the purpose of
understanding if there was an unmet need that [Defendants’] products could fulfiil”].)

3. Defendants’ meal expense data does not indicate which meals involved their
pelvic mesh products. However, the Court finds that corporate witness Michelle Garrison’s
testimony provides a benchmark to estimate the portion of sales representatives’ meals provided
to health care professionals. Two-thirds of the meetings listed in Ms. Garrison’s “fairly
representative” sales representative itinerary involved Defendants’ pelvic mesh products as
opposed to the other products in the Women’s Health portfolio. (PX0871.) Accordingly, the
Court shall apply the two-thirds benchmark provided by Ms, Garrison’s itinerary to the meal
numbers identified in Mr. Armstrong’s testimony and Defendants’ expense data. (See 8/6/19 Tr.
84:12-19 & 87:2-7; PX0001.) Mr. Armstrong’s estimates yield the following estimates of UCL
and FAL violations occurring over meals at which Defendants would more likely than not
deliver misleading communications about pelvic mesh.

. (1] .
[Alternate Count]
| UCL FAL

36 3

15 (See 8/6/19 Tr. 84:12-19, 87:2-7; PX0001.)

16 Batimated violations based on applying the lower benchmark of Ms. Garrison’s trial testimony
(15% of her time spent on mesh) rather than her deposition testimony (66%) to the meals
identified in Mr. Armstrong’s testimony and Defendants’ expense data (see 8/6/19 Tr. 84:12-19
& 87:2-7, PX0001.)

17 Phe Court divides Mr. Armstrong’s estimates by six to limit the count to the last two months
of the year. (Cf. 8/6/2019 Tr. 94:7-14.)
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'VI.  Field Marketing

1. The Court finds that all of Defendants’ mesh-related field marketing activities—
which consisted of health fairs, public relations, primary care physician outreach, patient
outreach, and patient education events—disseminated the same deceptive marketing messages
that pervade Defendants™ other marketing materials, and therefore all violated the UCL and FAL.
(See Violations Appendix, particularly pp. 1, 7.) The Court also finds that the number of
attendees or impressions generated by each mesh-related activity is a reasonable basis for
counting violations for penalty purposes.

-2, It is reasonable for the Court to infer that deceptive statements were disseminated
through each documented Field Marketing activity. Speaking events targeting primary care
providers and patients featured presentations that excerpted misleading and deceptive IFU
information, and repeated many of the same deceptive marketing messages contained in
Defendants’ professional education and print marketing materials. (See, e.g., JX10226 [primary
care presentation excerpting misleading risk information from IFUJ, JX11302 [same]; JX11343
[POP Patient Education Presentation with misleading risk information]; JX11347 [SUI Patient
Education Presentation with same]; see also Violations Appendix: Patient Presentations &
Primary-Care Physicians Materials; PX4771 at 64:16-67:06 [presenters at field marketing events
could only present Ethicon-generated content and could only distribute Ethicon-approved visual
aids and handouts].) The same messages pervaded patient outreach materials, such as mailers.
(See, e.g., JX10275 at 2, 13-14; see also Violations Appendix: Patient Materials — Other
Advertising.) Defendants used public appearances such as health fairs to "present patient
information, product information, condition information,” which the Court can reasonably infer
to include marketing materials, marketing messages, and risk information that it has already
found to be deceptive. Defendants also handed out their misleading brochures as part of field

18 The Court divides Mr. Armstrong’s estimates by six to limit the count to the last two months
of the year. (Cf 8/6/2019 Tr. 94:7-14.)
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marketing events and activities (see, e.g., PX4771 at 205:03-22 [Defendants always brought a
minimuin of one printed brochure per expected attendee to hand out at patient education
__events]). Lastly, Defendants provided hospitals with public relations kits that the Court finds

were reasonably likely fo perpetuate deceptive messages abotit the benefits of mesh butnot the -~
risks. (8/6/19 Tr. 34:3-8.) ' _

3. To count the violations arising out of Defendants’ field marketing for penalty
purposes, the Court need not look further than Defendants’ own dita recording the number of
attendees or impressions associated with each completed field marketing activity. Defendants’
Field Marketing manager, Jason Goodbody, maintained “tracker” spreadsheets documenting all
of the field marketing activities Defendants conducted in 2009, 2010, and 201 1.1° (PX0358;
PX0299.) The trackers record unambiguously whether any given activity relates to a mesh
product. (PX4771 at 279:22-280:05 [Mr. Goodbody’s field marketing event tracker “records the
brand platform to which each tracked event relates,” so there “really isn’t any ambiguity about
whether or not a particular event related to an SUI or POP product™]; PX0358; PX0299.) For
most entries, the trackers record as applicable either the number of attendees or the number of
impressions generated. (PX0358; PX0299.) Given the consistency with which Defendants’
marketing materials convey the same misrepresentations about their mesh products, it is more
likely than not that attendees at Defendants” field marketing events, ot the persons captured in
Defendants’ impressions counts, were exposed to those misrepresentations as well.

4. The Court finds that Mr. Armstrong provided reasonable counts of violations for
penalty purposes arising out of field marketing activities based on the attendee and impressions
data listed in Mr. Goodbody’s tracker for California field marketing efforts related to mesh
products: '

19 While Defendants did conduct field marketing activities in 2008, Defendants made no data
available for that period. (8/6/19 Tr. 27:1-26, 28:18-20.)

20 (8/6/2019 Tr. 32:20-23, 32:24-34:1, 33:7-10, 34:15-18, 35:9-13; PX0358 [200 figures];
PX0299 [2010 and 2011 figures].)

21 The Court reaches this number by tabulating the California-based events that occurred in 2009
as listed in the “Tracking” tab of PX0358. '
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Key to Violations Appendix

This key provides a description of the specific manner in which each piece of marketing catalogued
- iirthe following appendix was misleading: However, as-described-in the Court’s order, there are just .
two fundamental ways in which Defendants’ marketing materials were misleading:

¢ The material excerpted or directed consumers to Defendants’ misleading IFUs.
o . The material presented the benefits of mesh without all of the known risks.

In other words, the common, overarching deception that runs through each of Defendants’ marketing
materials, and which undetlies the examples below, is Defendants’ failure to communicate all the
known, serious, long-term risks specific to their mesh products. '

Note; Within the following appendix, materials that Jason Logan'disn'ibuted are noted with *.
Materials that Archer Corporate Services distributed are noted with **. Materials that both Archer
and Logan distributed are noted with ***.

I. Patient/PCP-directed marketing: '

Advertising that mesh would provide lifestyle benefits with minimal risks and/or painting an
overwhelmingly positive picture of mesh (e.g., through misleading statements like 97% of women
cured and satisfied) without disclosing known serious, long-term complications specific to mesh by:

1. Including a misleadingly incomplete risks discussion: In the section or paragraph _
discussing risks (e.g., “What Are the Risks” section), including a misleadingly incomplete

description of risks and/or misleadingly presenting the risks as common to all pelvic
surgery procedures instead of identifying the serious tisks introduced by mesh; or

2. Excerpting misleadingly incomplete adverse events information from the IFU:
Reprinting or summarizing the misleadingly incomplete “adverse events” section of the
IFU (e.g., as “Essential Product Information™); or

3, Stating, “For a complete description of risks, see the attached product information”
or otherwise directing consumers to the misleadingly incomplete IFU or IFU
excerpt: Directing consumer to the misleadingly incomplete “adverse events” section of
the IFU or summary (e.g., “Essential Product Information”) for product/risk information.

IL Doctor-directed marketing and sales rep training/materials:

1. Advertising sells benefits while omitting kmown risks: Advertising the benefits and positive
outeomes of mesh, including improved quality of life and sexual function, without disclosing 1) the
dangerous properties of mesh known to the company, such as chronic foreign body reaction,
infection/biofilm, and contracture; 2) the mesh-specific complications known to the company, such
as chronic pain, chronic dyspareunia, and urinary dysfunction; or 3) the possible need for mesh
removal and the dangers of removal.

2. Misrepresenting risks introduced by mesh by:

a. Excerpting misleadingly incomplete adverse events information from the IFU:
Reprinting or excerpting the misleadingly incomplete “adverse events” section of the IFU.

1




b. Stating, “See package insert for full prescribing information” or otherwise directing
consumers to misleadingly incomplete IFU : Directing consumer to the misleadingly
__incomplete IFU or “adverse events” section of the IFU for product/risk information.

3. Misleading statements about mesh properties: Advertising the positive properties of mesh,
without disclosing risks, so as to mislead doctors into believing that there are no added risks to using
mesh by: -

a. Misleadingly stating that mesh resists infection or similar language without
disclosing known risk of mesh infection/biofilm: Misleadingly stating that mesh resists
infection (e.g., is inert to infection, does not potentiate infection, is macroporous, allows
for macrophage penetration, or does not harbor bacteria) without disclosing the risk of
biofilm/infection; andfor : -

b. Misleadingly stating that mesh has healthy tissue incorporation or similar language
without disclosing known risk of contracture: Misleadingly stating that mesh fosters
healthy tissue incorporation (e.g., incorporates info tissue, acts like healthy native tissue,
allows for tissue ingrowth, allows for integration with tissue, or allows for proper tissue
incorporation) without disclosing the tisk of shrinkage and contracture; and/or

c. Misleadingly stating that mesh has minimal foreign body response/inflammation or
similar language without disclosing known risk of chronic foreign body reaction or
inflammation that can lead to complications: Misleadingly stating that mesh may cause
a minimal foreign body reaction or inflammatory reaction (e.g., mesh causes no, minimal,
insignificant, or transitory foreign body response or inflammation; mesh causes less
inflammation in surrounding tissue; mesh has low or reduced tissue reactivity; or mesh is

~ inert, biocompatible, or histologically well tolerated) without disclosing the risk of chronic
foreign body reactions and inflammatory reaction, leading to serious complications; and/or

d. Misleadingly stating that mesh is soft, elastic, or resists wound conéraction without
disclosing known risk of contracture/shrinkage, which can result in stiffness and
hardening: Misleadingly stating that mesh is soft, elastic, or resists wound contraction
(e.g., mesh is soft, supple, elastic, or pliable; mesh has bidirectional elasticity; mesh leads
to a softer and more supple vagina; or mesh resists wound contraction) without disclosing
the risk of contracture/shrinkage, which can result in stiffness and hardening, leading to
serious complications. .

4, Using Ulmsten/Nilsson studies to paint misleadingly positive picture: Misleadingly using the
Ulmsten or Nilsson studies to tout the benefits of mesh and make risks seem negligible without
disclosing the significant risk of urinary complications and the risk of serious, long-term
complications specific to or introduced by mesh. ' -

5. Advertising sells benefits of TVT-O without disclosing known risk of severe, long-term leg
pain: Misleadingly advertising the benefits of TVT-O without disclosing the risk of severe, long-
term leg pain.
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