m

434379 *

©  MEMImNmeY

STATE of

CLEVELAND Cou bt } §:.
FILED
IN THE DISTRICT COURT OF CLEVELAND COUNTY
STATE OF OKLAHOMA MAY 15 2019
I &
Court Clerk S of the
STATE OF OKLAHOMA, ex rel., erk MARILYN WILLiAms

MIKE HUNTER,
ATTORNEY GENERAL OF OKLAHOMA,

Plaintiff,
V.

PURDUE PHARMA L.P., et al.,

Defendants.

Case No. CJ-2017-816
Judge Thad Balkman

William C. Hetherington
Special Discovery Master

DEFENDANTS JANSSEN PHARMACEUTICALS, INC.

AND JOHNSON AND JOHNSON’S MOTTION IN LIMINE NO. 17 TO EXCLUDE

EVIDENCE OF ULTRAM., ULTRAM ER, AND ULTRACET

OMM_US:76871652.6



BRIEF IN SUPPORT

The State has structured its case against Janssen Pharmaceuticals, Inc. (“Janssen”} and
Johnson & Johnson (“J&J") around three prescription opioid medicines that the Drug Enforcement
Administration (“DEA”) classifies as Schedule II drugs—Duragesic, Nucynta, and Nucynta ER.
The State’s exhibit list, however, includes various documents referencing three different Janssen
medicines with the active ingredient tramadol—Ultram, Ultram ER, and Ultracet. Those medi-
cines were not mentioned once in the State’s Petition, nor were they scheduled by the DEA until
2014, Even then, they were only placed in Schedule IV. They are not relevant to the State’s claims
against Janssen, as the district court overseeing the national opioid multi-district litigation
(“MDL”) in Ohio recognized by denying discovery about tramadol entirely.

The evidence is irrelevant. Ultram, Ultram ER, and Ultracet are not at issue in this case,
and any evidence or argument about them must be excluded. 7d. § 2402 (“Evidence which is not
relevant is not admissible.”). As just mentioned, drugs containing tramadol are not mentioned
once in the State’s Petition and were not even federally scheduled during the vast majority of the
time period relevant to this litigation. When they finally were scheduled in 2014, they were clas-
sified as Schedule IV medications, which have a “low potential for abuse relative to the drugs or
other substances in schedule III,” which in tum have a “potential for abuse less than the drugs or
other substances in schedules I and I1.” 21 U.S.C. § 812(b)(3)-(4). Given the absence of these
medications in the State’s Petition and the State’s exclusive focus on Schedule II medications,
Ultram, Ultram ER, and Ultracet are irrelevant. Indeed, the State’s own expert, Dr. Daniel Clauw,
testified that “in general” he “ha[s] not considered tramadol to be an opioid because ... most of

the effectiveness comes from ... serotonin norepinephrine reuptake inhibition.” Ex. C, Clauw
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Dep. at 59:15-18. To the extent it is an opioid, he opined, “it is such a weak opioid, that it’s hard
to get into trouble with ... given how weak the opioidergic effects of the drug are.” Id., at 59:18-
22.

Confronted with a complaint that similarly focused on Duragesic, Nucynta, and Nucynta
ER, the Special Master overseeing discovery in the MDL denied discovery into these and other
non-Schedule Il medications. Ex. A, Discovery Ruling No. 2, In Re: National Prescription Opiate
Litig., Case No. 1:17-MD-2804, Docket No. 693 (Jun. 30, 2018); see also Ex. B, 8. Baglin Lr. to
Special Master Cohen Re: Discovery Disputes, Appendix B. at 2 (Jun. 26, 2018) (“Janssen’s three
tramadol-based products—Ultram, Ultram ER, and Ultracet—cannot be relevant because those
opioids were not even ‘scheduled’ at the time of the conduct alleged in the complaint. The [DEA]
started to regulate these products as Schedule IV opioids on August 18, 2014.”). This Court should
follow the same reasoning and exclude evidence about Ultram, Ultram ER, and Ultracet as irrele-
vant.

The evidence is a waste of time. Evidence and argnment about Ultram, Ultram ER, and
Ultracet would add nothing to the State’s case, and represents a waste of the Court’s and the liti-
gants’ time. See 12 O.8. § 2403. If the Court were to admit evidence and argument about Ultram,
Ultram ER, and Ultraset, Janssen and J&J would need to rebut it by presenting their own evi-
dence—all of which would have no bearing on the issues in this case. The Court should not create
a trial within a trial on extraneous matters. See 12 Q.S, § 2403; Glaros v. H.H. Robertson Co., 797
F.2d 1564, 1573 (Fed. Cir. 1986) (exclusion warranted where admission “would have injected
frolics and detours and would have required introduction of counter-evidence, all likely to create

side issues that would have unduly distracted the jury from the main issues™).
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For all these reasons, the Court should grant this Motion in Limine and issue an order bar-

ring the State from introducing any evidence and argument about Ultram, Ultram ER, and Ultracet.

OMM_US:76871652.6



OMM_US:76871652.6

Respectfully submitted,

Benjamin H. Odom, OBA No. 10917
John H. Sparks, OBA No. 15661
Michael W. Ridgeway, OBA No. 15657
David L. Kinney, OBA No. 10875
ODOM, SPARKS & JONES, PLLC

Suite 140

HiPoint Office Building

2500 McGee Drive

Norman, OK 73072

Telephone: (405) 701-1863
Facsimile: (405) 310-5394

Email: odomb{@odomsparks.com
Email: sparksj@odomsparks.com
Email: ridgewaym@odomsparks.com
Email: kinneyd@odomsparks.com

Larry D. Ottaway, OBA. No. 6816
Amy Sherry Fischer, OBA No. 16651 |
Andrew Bowman, OBA No. 22071

Jordyn L. Cartmell, OBA No. 31043

Kaitlyn Dunn, OBA No. 32770

FOLIART, HUFF, OTTAWAY & BOTTOM

12 Floor

201 Robert S. Kerr Avenue

Oklahoma City, OK 73102

Telephone: (405) 232-4633

Facsimile: (405) 232-3462

Email: larryottaway@oklahomacounsel.com

Email: amyfischer@oklahomacounsel.com

Email: andrewbowman(@oklahomacounsel.com

Email: jordyncartmell@oklahomacounsel.com

Email: kaitlyndunn@oklahomacounsel.com



OMM_US:76871652.6

Of Counsel:

Charles C. Lifland
Wallace Moore Allan
Sabrina H. Strong
O’MELVENY & MYERS, LLP
400 S. Hope Street

Los Angeles, CA 90071
Telephone: (213) 430-6000
Facsimile: (213) 430-6407
Email: clifland@omm.com
Email: tallan@omm.com
Email: sstrong@omm.com

Stephen D. Brody

David Roberts

O’MELVENY & MYERS, LLP
1625 Eye Street NW
Washington, DC 20006
Telephone: (202) 383-5300
Facsimile: (202) 383-5414
Email: sbrody@omm.com
Email: droberts2@omm.com

ATTORNEYS FOR DEFENDANTS
JANSSEN PHARMACEUTICALS, INC.,
JOHNSON & JOHNSON, JANSSEN PHAR-
MACEUTICA, INC. N/K/A JANSSEN
PHARMACEUTICALS, INC,, AND OR-
THO-MCNEIL-JANSSEN PHARMACEU-
TICALS, INC. N/K/A/ JANSSEN PHARMA-
CEUTICALS, INC.



CERTIFICATE OF MAILING

Pursuant to Okla. Stat. tit. 12, § 2005(D), and by agreement of the parties, this is to certify
on May 15, 2019, a true and correct copy of the above and foregoing has been served via electronic
mail, to the following:

Mike Hunter
Attorney General for

The State of Oklahoma
Abby Dillsaver
Ethan Shaner
General Counsel to

The Attorney General
313 NE 21%
Oklahoma City, CK 73105
Telephone: (405)521-392]
Facsimile: (405) 521-6246
Email: mike hunter@oag.ok.gov
Email: abby.dillsaver@oag.ok.gov
Email; ethan.shaner@oag.ok.gov

Michael Burrage

Reggie Whitten

J. Revell Parrish

WHITTEN BURRAGE

Suite 300

512 North Broadway Avenue

Oklahoma City, OK 73102

Telephone: {405) 516-7800
Facsimile: (405} 516-7859

Email: mburrage@whittenburragelaw.com
Email: rwhitten@whittenburragelaw.com
Email: rparrish@whittenburragelaw.com

OMM_US:76871652.6



Bradley Beckworth

Jeffrey Angelovich

Lloyd Nelan Duck, IIT

Andrew Pate

Lisa Baldwin

Brooke A, Churchman

Nathan Hall

NIX, PATTERSON, LLP

Suite 200

512 North Broadway Avenue
Oklahoma City, OK 73102
Telephone: (405) 516-7800
Facsimile: (405) 516-7859
Email: bbeckworth@nixlaw.com
Email: jangelovich@nixlaw.com
Email: tduck@nixlaw.com
Email: dpate@nixlaw.com
Email: lbaldwin@nixlaw.com
Email: behurchman@nixlaw.com
Email: nhall@nixlaw.com

Robert Winn Cutler

Ross Leonoudakis

Cody Hill

NIX, PATTERSON, LLP

Suite B350

3600 North Capital of Texas Highway
Austin, TX 78746

Telephone: {512) 328-5333
Facsimile: (512) 328-5335
Email: winncutler@nixlaw.com
Email: rossl@nixlaw.com
Email: codyhill@nixlaw.com

Glenn Coffee

GLENN COFFEE & ASSOCIATES, PLLC
915 North Robinson Avenue
Oklahoma City, OK 73102
Telephone: (405) 601-1616
Email: gcoffee@glenncoffee.com

ATTORNEYS FOR PLAINTIFF

OMM_US:76871652.6



Sanford C. Coats

Joshua D). Burns

CROWE & DUNLEVY, PC

Suite 100

Braniff Building

324 North Robinson Avenue

Oklahoma City, OK 73102

Telephone:  (405) 235-7700
Facsimile: (405) 272-5269

Email: sandy.coats@crowedunlevy.com
Email: joshua.burns@crowedunlevy.com

Of Counsel;

Sheila Bimbaum

Mark S. Cheffo

Hayden A. Coleman

Paul A. LaFata

Lindsay N. Zanello

Bert L. Wolff

Mara C. Cusker Gonzalez

Jenna C. Newmark

DECHERT, LLP

Three Bryant Park

1095 Avenue of Americas

New York, NY 10036-6797
Telephone:  (212) 698-3500
Facsimile: (212) 698-3599

Email: sheila.birmbaum@dechert.com
Email: mark.cheffo@dechert.com
Email: hayden.coleman(@dechert.com
Email: paul.lafata@dechert.com
Email: lindsay.zanello@dechert.com
Email: bert.wolff@dechert.com
Email: maracusker.gonzalez@dechert.com
Email: jenna.newmark(@dechert.com

Benjamin F. McAnaney
Hope S. Freiwald

Will W. Sachse
Chelsea M. Nichols
Cory A. Ward

Meghan R. Kelly
Nicolas A, Novy

OMM_USB:76871652.6



DECHERT, LLP

2929 Arch Street

Philadelphia, PA 19104

Telephone: (215} 994-4000
Facsimile: (215) 655-2043

Email: benjamin.mcananey@dechert.com
Email: hope.freiwald@dechert.com
Email: will.sachse@dechert.com
Email: chelsea.nichols@dechert.com
Email: cory.ward@dechert.com
Email: meghan.kelly@dechert.com
Email: nicolas.novy@dechert.com

Erik W, Snapp

DECHERT, LLP

Suite 3400

35 West Wacker Drive
Chicago, IL 60601

Telephone: (212)849-7000
Facsimile: (212) 849-7100
Email: erik.snapp@dechert.com

Jonathan S. Tam

Jae Hong Lee

DECHERT, LLP

16™ Floor

One Bush Street

San Francisco, CA 94104
Telephone: (415) 262-4500
Facsimile: {415) 262-4555

Email: jonathan.tam@dechert.com
Email: jae.lee@dechert.com

William W. Oxley

DECHERT, LLP

Suite 4900

US Bank Tower

633 West 5% Street

Los Angeles, CA 90071
Telephone: {213) 808-5760
Facsimile: (213) 808-5760

Email: william.oxley@dechert.com

OMM_US:76871652.6



Lindsey B. Cohan

DECHERT, LLP

Suite 2010

300 West 6™ Street

Austin, TX 78701-2961

Telephone:  (212) 394-3000
Facsimile: (512) 394-3001
Email: lindsey.cohan@dechert.com

Britta E. Stanton

John D. Volney

John T, Cox, III

Eric W. Pinker

Jared D. Eisenberg

Jervonne D. Newsome
Elizabeth Yvonne Ryan
Andrea MeShonn Evans Brown
Ruben A. Garcia

Russell G. Herman

Samuel B. Hardy, IV

David S. Coale

Alan Dabdoub

LYNN PINKER COX & HURST, LLP
Suite 2700

2100 Ross Avenue

Dallas, TX 75201

Telephone: (214) 981-3800
Facsimile: (214) 981-3839
Email: bstanton@lynnllp.com
Email: jvolney@lynnllp.com
email: tcox@lynnllp.com
Email: epinker@lynnllp.com
Email: jeisenberg@lynnllp.com
Email: jnewsome(@lynnllp.com
Email: eryan@lynnllp.com
Email: sbrown@lynnllp.com
Email: rgarcia@lynnllp.com
Email: rherman@]lynnllp.com
Email: shardy@lynnllp.com
Email: dcoale@lynnllp.com
Email: adabdoub@lynnlip.com

OMM_US:76871652.6

10



Robert 8. Hoff

WIGGIN & DANA, LLP

265 Church Street

New Haven, CT 06510
Telephone: (203) 498-4400
Facsimile: (203) 363-7676
Email; rhoff@wiggin.com

Michael T, Cole

NELSON MULLINS RILEY & SCARBOROUGH, LLP
Suite 600

151 Meeting Street

Charleston, SC 29401

Telephone: {843) 853-5200

Facsimile: (843) 722-8700

Email: mike.cole@nelsonmullins.com

ATTORNEYS FOR DEFENDANTS PURDUE
PHARMA, LP,

PURDUE PHARMA, INC., AND THE PURDUE
FREDERICK

COMPANY, INC.

11

OMM _US:76871652.6



Robert G. McCampbell

Travis V. Jett

Ashley E. Quinn

Nicholas V. Merklcy

Leasa M. Stewart

GableGotwals

15" Floor

One Leadership Square

211 North Robinson

Oklahoma City, OK 73102-7255
Telephone:  (405) 235-5567
Email: rmccampbell@gablelaw.com
Email: tjett@gablelaw.com
Email: aquinn{@gablelaw.com
Email: nmerkley@gablelaw.com
Email: Istewart(@gablelaw.com

Of Counsel:

Steven A. Reed

Rebecca J. Hillyer

Evan J. Jacobs

Morgan, Lewis & Bockius, LLP

1701 Market Street

Philadelphia, PA 19103-2321

Telephone: (215) 963-5000

Email: steven.reed@morganilewis.com
Email: rebecca.hillyer@morganlewis.com
Email: evan.jacobs@morganlewis.com

Harvey Bartle, IV

Mark A. Fiore

Morgan, Lewis& Bockius, LLP

502 Carnegie Center

Princeton, NJ 08540-6241

Telephone: (609) 919-6600

Email: harvey.bartle@morganlewis.com
Email: mark.fiore@morganlewis.com

Brian M. Ercole

Melissa M. Coates

Martha A. Leibell

Morgan, Lewis & Bockius, LLP
Suite 3300

12

OMM_US:76871652.6



200 South Biscayne Boulevard

Miami, FL 33131

Email: brian.ercole@morganlewis.com
Email: melissa.coates(@morganlewis.com
Email: martha.leibell{@morganlewis.com

Steven A. Luxton

Morgan, Lewis & Bockius, LLP

1111 Pennsylvania Avenue, NW
Washington, DC 20004

Telephone: (202) 739-3000

Facsimile: (202-739-3000

Email: steven.luxton@morganlewis.com

Tinos Diamantatos

Morgan, Lewis & Bockius, LLP

77 West Wacker Drive

Chicago, 1L 60601

Telephone: (312) 324-1000

Facsimile: (312} 324-1001

Email: tinos.diamantatos@morganlewis.com

Collie F. James, IV

Morgan, Lewis & Bockius, LLP

Suite 1800

600 Anton Boulevard

Costa Mesa, CA 92626

Telephone: (714) 830-0600

Facsimile: (714) 830-0700

Email: collie.james@morganlewis.com

ATTORNEYS FOR DEFENDANTS CEPHA-
LON, INC., TEVA

PHARMACEUTICALS USA, INC., WATSON
LABORATORIES, INC.,

ACTAVIS, LLC, AND ACTAVIS PHARMA,
INC. F/K/A WATSON

PHARMA, INC.

13

OMM_US:76871652.6



Benjamin H. Odom, OBA No. 10917
John H, Sparks, OBA No. 15661
Michael W. Ridgeway, OBA No. 15657
David L. Kinney, OBA No. 10875
ODOM, SPARKS & JONES, PLLC

Suite 140

HiPoint Office Building

2500 McGee Drive

Norman, OK 73072

Telephone: (405) 701-1863
Facsimile: (405) 310-5394

Email: odomb(@odomsparks.com
Email: sparksj@odomsparks.com
Email: ridgewaym(@odomsparks.com
Email: kinneyd@odomsparks.com

ATTORNEYS FOR DEFENDANTS
JANSSEN PHARMACEUTICALS, INC,,
JOHNSON & JOHNSON, JANSSEN
PHARMACEUTICA, INC. N/'K/A
JANSSEN PHARMACEUTICALS, INC,,
AND ORTHO-MCNEIL-JANSSEN
PHARMACEUTICALS, INC. N/K/A/
JANSSEN PHARMACEUTICALS, INC.

14

OMM_US:76871652.6



Exhibit A



Case: 1:17-md-028.)AP Doc #: 693 Filed: 06/30/18 .13. PagelD #: 16400

- UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF OHIO

EASTERN DIVISION

IN RE: NATIONAL PRESCRIPTION ) CASE NO. 1:17-MD-2804
OPIATE LITIGATION )

) SPECIAL MASTER COHEN
THIS DOCUMENT RELATES TO: )
“Track One Cases” )

)

) DISCOVERY RULING NQ. 2

)

The undersigned has received numerous emails and letters from plaintiffs and defendants
raising various discovery issues. Having reviewed carefully the parties’ positions, the Special

Master now enters the following discovery rulings.

Scope of Products Subject to Discovery
Plaintiffs have requested discovery related to a wide array of opioids that are manufactured,
sold, or distributed by the defendants, including branded products, generic products, and lowet-
strength products that have been sold “without problem” for decades. The distributor defendants
have not objected to these requests — the distributors have agreed to produce discovery for.all opioid
products requested by plaintiffs. To various degrees, however, the manufacturer defendants do
object to the breadth of the plaintiffs’ requests. For example:
. Teva has no objection to plaintiffs’ requests based on identity of the opioid product; thus,
Teva is producing discovery related to all opioids, including unbranded and generic

products.
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. Purdue is willing to produce documents related to three of its branded opioid products
(Oxycontin, Butrans, and Hyslinga ER), but objects to discovery of documents related to (a)
any other branded opioid product (e.g. Targiniq ER), and (b) any unbranded or generic
opioid product.

. Janssen is willing to produce documents related to three of its newer branded opioid products
(Duragesic, Nucynta, and Nucynta ER), but objects to discovery of documents related to,
among others, two branded, decades-old, combination opioid products (41-year-old Tylenol
[acetaminophen] with codeine; and discontinued-in-2014, 32-year-old Tylox [acetaminophen
with oxycodone]).

At this juncture, plaintiffs are in dispute on this issue with Endo, Mallinckrodt, Allergan, Janssen,

and Purdue.

The main reason offered by defendants to support their objections is that plaintiffs®
complaints do not sufficiently allege theories of liability based on the manufacture, sale, or
distribution of generic drugs. This is simply untenable. Plaintiffs’ complaints certainly focus upon
branded drugs, such as Oxycontin; but the allegations clearly also support claims premised on the
manufacture, sale, and distribution of generic drugs. See, e.g., City of Cleveland v. Purdue Pharma,
case no. 18-0P-45132, second amended complaint 5 (docket no. 508) (“Cleveland Complainf’}
(attributing the huge number of deaths caused by opioid overdose to drugs including “brand-name
prescription medications such as OxyContin, Opana ER, Vicodin, Subsys, and Duragesic, as well
as generics like oxycodone, hydrocodone, and fentanyl™); id. at 45, 49, 65, 78, 87, 824 (referring
to individual generic drugs produced by each manufacturer defendant).

A second reason defendants offer to support their objections is that some of the drugs at issue
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are low-potency products that were launched decades before there was any “opioid crisis” (which
plaintiffs allege began in the “late 1990s);”" therefore, these drugs are at best barely relevant to
plaintiffs’ claims and the burden of production exceeds its likely benefit. The Special Master
concludes this argument is well-taken. Tylenol with codeine has been available in the United States
since the 1970s, and is listed by the FDA as a Schedule 11l drug — meaning it has a lower potential
for abuse than substances in Schedule II (such as hydromorphone, oxycodone, fentanyl, and

"

morphine), which are at the alleged root of the “opioid crisis.” Tylenol with codeine is clearly
peripheral to plaintiffs’ claims.

Accordingly, the Special Master RULES as follows. Defendants shall produce discovery
related to all opioid products that are or ever were classified as Schedule 11 under the Controlled
Substances Act. This includes branded, unbranded, and generic drugs. If a branded drug was

launched before 1995, then defendants need to produce documents related to that drug, and its non-

branded and generic equivalents, only if the documents were created on or after January 1, 1995,

Geographic Scope of Discovery

The plaintiffs in the Track One cases are all located in the Northern District of Ohio, but
Plaintiffs’ discovery requests are largely national in scope. With regard to certain categories of
documents, most defendants do not lodge objections based on geographic scope. Thus, for example,
most of the manufacturer defendants have agreed to produce nationwide information on their
marketing, advocacy, and regulatory activities. But several defendants object to production of other

types of information outside of Ohio — for example, sales information for each customer pharmacy,

' See, e.g., Cleveland Complaint 14-7, 690-91, & 789.

3
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notes on sales calls, compensation of sales representatives, and so on. Other defendants have taken
a more surgical approach: manufacturer Mallinckrodt, for example, has agreed to provide
“documents relating to diversion” on a national basis, but “documents that pertain to marketing”
only in sales districts encompassing Ohio and its border states of Michigan, Indiana, Kentucky, West
Virginia, and Pennsylvania. The bases for defendants’ geographic scope objections are burden and
relevance.

The Special Master now RULES as follows. Defendants must produce on a national basis
documents related to marketing and promotion, brand planning and strategy, sales training and sales
bulletins, prescriber educational materials, distribution monitoring, advocacy groups, speakers
bureau programs, continuing medical education, diversion, suspicious order reports, adverse event
reports, and regulatory activity.” The defendants’ policies and actions regarding all of these subjects
are (and were) primarily centralized and over-arching, applying broadly to their opioid products.
This discovery is referred to below as Category One Discovery.

The ruling above is relatively easy; the harder question is the extent to which defendants
must produce documents related to decentralized, customer-specific materials, such as sales call
notes and transactional data. {This discovery is referred to below as Category Two Discovery.) As
noted earlier, most defendants seek to limit geographic production of these materials to Ohio, where
plaintiffs in the Track One cases are located. In response, plaintiffs argue this information should
be produced more broadly — at least regionally, if not nationally — as materials connected to

locations outside of Ohio are likely to reveal information relevant to the Ohio plaintiffs’ claims. For

2 This list is illustrative, not exhaustive. The Special Master has carefully considered
whether each of the topics in this list should be included.
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example, plaintiffs allege there is “abundant evidence . . . establishfing] that prescription opioids
migrated between cities, counties, and states, including into Ohio from West Virginia, Kentucky,
[Hlinois, Georgia, and Florida.” Cleveland Complaint§633. The Special Master agrees that tracing
opioid migration to Ohio from other locations, especially high-supply areas, is relevant to plaintiffs’
claims.

The Special Master concludes it is appropriate to enter a compromise ruling: defendants shall
produce customer-specific information for the States of Ohio, Pennsylvania, West Virginia,
Kentucky, Illinois, Georgia, and Florida. This restriction will provide plaintiffs with sufficient
discovery to test their “migration™ theory and pursue their claims, while limiting the burden on
defendants. To the extent defendants must produce this discovery in stages, production of Ohio

information shall occur first.

Scope of Prior Productions

Numerous defendants have produced documents in connection with other, earlier litigation
matters or governmental investigations. In regard to these “prior productions,” the Court ordered
as follows in CMO-1:

all Defendants shall review documents previously produced pursuant to any civil
investigation, litigation, and/or administrative action by federal (including
Congressional), state, or local government entities involving the marketing or
distribution of opioids and shall produce to the PEC non-privileged documents
relevant to the claims in this MDL proceeding.

Docket no. 232 at 15, 9.k.ii. Initially, some defendants agreed to produce only those prior
productions that had occurred after a date-certain, such as January 1, 2006. Those defendants have

correctly abandoned that position. But some defendants now assert they do not have to produce

5
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certain prior productions for other reasons — for example, because a prior production in patent
litigation did not “involv[e] the marketing or distribution of opioids,” or because the prior
production was made in private civil litigation as opposed to litigation with a governmental entity.

The Special Master now RULES as follows. The above-quoted language in CMO-1 was
meant to be comprehensive. Defendants’ objection that they are not obligated to produce in the
MDL prior productions made in private (“non-governmental™) litigation is not well-taken. If a
defendant produced discovery in any prior litigation that involved the marketing or distribution of
opioids, that discovery must be produced in the MDL.> That said, the Special Master agrees that
defendants need not produce discovery of prior productions made in cases, such as patent litigation,
that only tangentially addressed marketing and distribution of opioids.

The Special Master adds that defendants must produce prior productions made in personal
injury cases, because those productions are highly likely to include materials relevant to distribution
and marketing of opicids. More specifically, the Special Master notes that MDL lead plaintiff
counsel Paul Hanly has engaged in prior litigation against manufacturer Purdue involving claims

that Purdue’s sale and marketing of Oxycontin led to personal injuries to hundreds of plaintiffs.

3 Defendants apparently read the language in CMO-1 to mean they are only required to
produce in the MDL prior productions made in “litigation . . . by federal (including Congressional),
state. or local government entities,” and not by private entities. The underlined clause, however, was
meant to make fully expansive the requirement relative to administrative actions, not to restrict the
requirement relative to litigation or investigations.
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Purdue’s prior discovery productions in those cases is relevant and discoverable in the MDL.* To
lower Purdue’s discovery burden, rather than requiring Purdue to re-produce its prior productions
made to Hanly’s firm, these prior productions “shall be deemed produced to all Plaintiffs in MDL
2804 and shall be made immediately available to the PEC by any parties or counsel in possession
of same, at no cost to the party or counsel in possession.” See docket no. 232 at 15, 19.k.i (CMO-1)
(taking this approach with prior productions made in City of Chicago v. Purdue Pharma L.P., case

no. 17-0OP-45169).

List of Prior Productions

The Special Master earlier directed each defendant to produce to plaintiffs a “list of all prior
productions in any civil investigation, litigation, and/or administrative action involving the
marketing or distribution of opioids,” so that the parties and the Court could “understand precisely
what is the universe of prior productions at issue.” Email to counsel, June 13, 2018. 6:06 pm.
However, many of those defendants that responded — some still have not — did not include in their
lists prior productions made in private, non-govemmental civil litigations. The Special Master now
ORDERS every defendant to produce to plaintiffs, on or before July 10, 2018, a list of every prior
production in any earlier litigation, investigation, or administrative action that touches upon the

marketing or distribution of opioids, without exception. This separate requirement is meant only to

* Mr. Hanly has stated repeatedly that Purdue’s earlier discovery in his personal injury cases
is clearly relevant to the claims in the MDL, and Purdue has not contested that assertion — although
it has withheld permission for Mr. Hanly to share his discovery in the MDL. This is unacceptable.
It would be very odd and unsound for two different MDL lead plaintiffs’ counsel — say, Mr. Hanly
and Mr. Farrell - to attend a deposition of Purdue where Mr. Hanly is aware of relevant documents
{but cannot use them), and Mr. Farrell is not.
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obligate each defendant to produce a /ist, not to produce each and every single one of those prior
productions. Among other reasons, this list is necessary for the plaintiffs and the Court to engage
in the mechanism set out at CMO-1, 19.k.iii (“to the extent the PEC believes there are other
documents that were produced by a Defendant in another proceeding that are discoverable in this
proceeding, the PEC shall notify the Defendant and identify the specific document(s) and basis for

requesting production, and the parties shall meet and confer to attempt to resolve the issue™).

Temporal Scope of Discovery

Plaintiffs’ discovery requests are made without any time limit, and plaintiffs generally seek
documents dating back to 1995 or even earlier. Defendants object and seek to limit their responses
to various other, later dates. For example, distributors McKesson, Amerisource, and Cardinal have
each agreed to provide documents from January 1, 2013 forward, but not earlier; manufacturer
defendant Teva has agreed to provide documents from January 1, 2006 forward, as well as certain
categories of documents that pre-date 2006; and manufacturer defendant Endo has agreed to provide
documents with a begin-date of two years prior to the launch of its opioid product Opana ER. The
reasons distributors offer for limiting the begin-dates of their discovery production include: (a)
statutes of limitations, (b) when their opioid products were launched, and (¢} general relevance and
burden.

The question of temporal scope is the most difficult of the issues addressed in this Discovery
Ruling. Obviously, the earlier the cut-off date for document production, the more burdensome is
the discovery request on defendants, and potentially the less relevant. Still, the Special Master

rejects the defendants’ contentions that the cut-off date should be set by strict reference to statutes
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of limitations. See Oppenheimer Fund, Inc. v. Sanders, 437 U.S. 340, 352 (1978) (“it is proper to
deny discovery of . . . events that occurred before an applicable limitations period, unless the
information sought is otherwise relevant to issues in the case™); Ray v. Waste Mgmt. of Kentucky,
LLC, 2010 WL 11545747 at *1 (W.D. Ky. Dec. 15, 2010) (denying a motion to limit discovery to
the limitations period, because discovery into earlier events could lead to relevant and admissible
evidence). Moreover, it appears the statute of limitations for plaintiffs’ claims of public nuisance
may be equitably tolled. See The Little Miami RR Co. v. Comm 'rs of Greene Cty., 1877 WL 31 at
*6 (Ohio Dec. 1, 1877) (*“no length of time can legalize a public nuisance”™); ¢f. State v. Swartz, 88
OChio St. 3d 131, 134 (2000) (in the case of criminal nuisance, “a continuing nuisance can constitute
a continuing course of conduct, thus tolling the limitations period™).

With regard to relevance, plaintiffs argue convincingly that “baseline evidence” of what the
opioid marketplace looked like before defendants undertook their allegedly fraudulent marketing
activities, and before defendants allegedly purposely failed to report Suspicious Orders, is highly
relevant. The amount and degree of “unnecessary prescriptions” and the extent of the “inappropriate
increase™ of opioid distribution must be measured against a time before the allegedly wrongful
activity began; that is, the scope of the “opioid crisis” can only be assessed against pre-crisis
conditions. Indeed, the U.S. Drug Enforcement Agency describes Suspicious Orders as “orders of
unusual size, orders deviating substantially from a normal pattern, and orders of unusual frequency.”
21 C.F.R. §1301.74(b). This language necessitates comparisons with “normal” and “usual”
circumstances. Plaintiffs provide data showing opioid prescriptions and distributions began to
increase dramatically in 1995, which is when Purdue launched Oxycontin. In sum, the baseline level

of opioid prescriptions and distributions, which existed at that juncture, is highly relevant.
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Ultimately, the dispute over the temporal scope of discovery requires a balancing of burden,
relevance, and need. The Special Master has undertaken that calculation with an eye toward
providing plaintiffs with evidence they need but no more than that, and with as little burden on
defendants as this measure allows. This requires imposition of different, tailored cut-off dates for
discovery of different categories of information from different defendants. A single cut-off date for
all discovery would be both over- and under-inclusive. Accordingly, the Special Master now
RULES as follows.

Manufacturer Defendants

Except as stated in the next paragraph, the manufacturer defendants shall produce Category
One Discovery and Category Two Discovery with a cut-off date of one year prior to the launch date
of the opioid product in question. Thus, for example, Purdue must produce Categories One and Two
Discovery related to Oxycontin going back to the date one year before it began selling Oxycontin;
Purdue must produce Categories One and Two Discovery related to Hyslinga ER going back to the
date one year before it began selling Hyslinga ER; and Mallinckrodt must produce Categories One
and Two discovery related to Xartemis XR going back to the date one year before it began selling
Xartemis XR. These dates are very different, as they are individualized to each drug.’ Further, each
manufacturer defendant must produce Categories One and Two discovery for generic opioids with
a cut-off date of one year before it first sold that generic product.

Further, the manufacturer defendants shall produce transactional data (which is otherwise

> Purdue’s Oxycontin was approved by the FDA in December of 1995, while Purdue’s
Hyslinga ER and Mallinckrodt’s Xartemis XR were approved in 2014. The Special Master adds
here that this “one year” requirement applies regardless of when the defendant acquired rights to the
drug.

10
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in Category Two) and Suspicious Order Reports (which is otherwise in Category One) with a cut-off
date of January 1, 1996.

Distributor Defendants

The distributor defendants shall produce transactional data and Suspicious Order Reports
with a cut-off date of January 1, 1996. The discovery cut-off for all other discovery is January 1,

2006.

Discovery of Prior Transcripts
Although this topic was disputed, the parties’ most recent reports to the Special Master
reveal there are no remaining disagreements regarding production of transcripts of testimony taken

in prior opioid-related litigation or investigations.

Definition of “Marketing Activities”

Earlier, some of the defendants objected to the definition of “marketing activities” that
plaintiffs included in their discovery requests. It appears most of the defendants have resolved their
disputes with plaintiffs regarding this issue, but some defendants (e.g. Mallinckrodt) have lingering
disagreements. The specific language at issue is as follows:

“Marketing” refers to the action or business of promoting, selling, or providing
information about Opioids or Opioid Products. “Marketing” includes both branded
and unbranded Communications; branded and unbranded informational or
educational programs; detailing by sales representatives (including electronic
detailing); continuing medical education; publication of scientific medical or
marketing articles, Scientific Research, studies or reports; websites (whether branded
or unbranded); video or other visual media; sales blasts, messages, or other means
used to sell or promote Opioids or Opioid Products for sale or distribution.

11
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Requests for Production at 3.

The Special Master simply observes that this definition in the abstract does not appear to be
over-broad or to require production by defendants of irrelevant information. The Special Master
directs those parties who continue to have disagreements over the definition of marketing to meet

and confer again while taking this observation into account.

Different Agreements

The Special Master is aware that certain defendants may have reached agreements with
plaintiffs on certain issues that are different from the requirements stated above. For example, this
Discovery Ruling directs the manufacturer defendants to produce relevant documents with a cut-off
date of one year prior to the launch date of their opioid products, but Janssen earlier agreed to
produce documents going back two-and-a-half years before its launch of Nucynta. The partics are
free, but not required, to honor these prior agreements, and are free to negotiate different agreements
going forward from the requirements set out herein. But the Special Master hereby imposes

consistent standardized rulings for all parties, so that there will be clarity going forward.

Pharmacies

The discussion above addresses discovery disputes plaintiffs have had with the manufacturer
and distributor defendants. The Special Master has not received position papers on these topics from
| the retail pharmacy defendants, as their meet-and-confers with plaintiffs are ongoing. Nonetheless,
the Special Master expects the pharmacy defendants will adhere to the rulings set out above and will

not bring a similar dispute to the undersigned unless there is very good cause for a different

12
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outcome.

Other Issues
The Special Master is aware there are other discovery disputes brewing, including a complete
absence of scheduling of 30(b)(6) depositions. The parties are ORDERED to: (1) submit on or
before July 6, 2018 an agreed schedule for at least some 30(b)(6) depositions, or risk sanctions; and
(2) continue to meet and confer on all other outstanding disputes.
RESPECTFULLY SUBMITTED,
/s/ David R. Cohen

David R. Cohen
Special Master

Dated: June 30, 2018

13
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O'Melveny

O'Melveny & Myers LLP T:+1 213 430 6000 File Number:
400 South Hope Street F:+1 213 430 6407
18! Floor amm.com

Los Angeles, CA 90071-2899

Seth Baglin
June 26, 2018 D: +1 213 430 7553

sbaglin@omm.com

VIA E-MAIL

Special Master David Cohen
Carl B. Stokes U.S. Courthouse
801 West Superior Avenue
Cleveland, OH 44113-1837

Re: In re: Nat'l Prescription Opiate Litig., MDL No. 2804
Dear Special Master Cohen:

| write on behalf of Defendants Janssen Pharmaceuticals, Inc. and Johnson & Johnson in
response to your June 20, 2018 request for a short submission on six discovery disputes. For
Janssen, there are only three issues that require continued meet-and-confer discussions: 1) the
scope of Janssen opioids subject to discovery; 2) the temporal scope of discovery; and 3) the
geographic scope of discovery.

Plaintiffs sent Janssen a position statement on June 22, 2018 outlining their positions on these
issues. See Appendix A. In response to their letter and as our own paosition statement, we have
enclosed our response. See Appendix B.

Please let us know if you have any questions of if you would like additional information,

Respectiully,

/s/ Seth Bagfin

Seth Baglin
Counsel
for O'MELVENY & MYERS LLP

SB
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HOQUSTON

The Lanier Law Firm, PC
4810 FM 1940 West
Houston, TX 77069

Post Office Box 671448
Houston, TX 77269

{713} 459-5200

Fax (713) 659-2204

LOS ANGELES

The Lanier Law Firmn, PC
21550 Oxnard Street

3rd Floor

woodlend Hills, CA $1367
(310) 277-5100

Fax (310) 277-3103

NEW YORK

The Lanier Law Firm, PLLC
Tower 36

126 East 56th Street

sth Floor

New York, NY 10022

{212) 421-2800

Fax [212) 421-2878

June 22, 2018

VIA E-MAIL

Sabrina H. Strong
O’'MELVENY & MYERS LLP
400 South Hope Street

Los Angeles, CA 90071

Re:  In re Nat'l Prescription Opiate Litig.: Response to June 12, 2018 Letter to

Special Master Cohen
Dear Ms. S'trong:

I am writing in response to your June 12, 2018 letter to Special Master Cohen
concerning the status of meet and confers in relation to the discovery responses served
on behalf of Defendants Johnson & Johnson, Janssen Pharmaceuticals, Inc., Ortho-
McNeil-Janssen  Pharmaceuticals, Inc., and Janssen Pharmaceutica, Inc.
(“Defendants”) in the above-referenced matter. In view of the notice issued by Special
Master Cohen requesting position statements from the Defendants on identified
discovery issues on or before June 25, 2018, this letter will address certain, but not all,
of the important discovery issues that Plaintiffs consider unresolved. Plaintiffs will
separately address our disputes concerning Defendants’ deficient written discovery
responses.

Although your letter of June 12th suggested that the parties were not at an
impasse as to prior productions and transcripts, Plaintiffs consider multiple issues
addressed in your letter as still being unresolved.

As you are aware, the parties previously met and conferred concerning
Defendants’ production of documents made in prior governmental investigations.
Defendants agreed to produce all prior productions with the exception of productions
made in OIG investigations. Mr. Baglin addressed that it was still unknown as to
which of Defendants’ prior counsel produced OIG productions, but, in any event, that
such productions would be largely encompassed in Defendants’ other productions. He
agreed to advise us of those litigations, and whether Janssen had been able to locate
the documents. We have yet to hear from you on that topic. In addition, Janssen has
not produced a list of all prior investigations and litigation in which Defendants
provided productions and/or testimony, as required by Special Master Cohen. Mr.
Baglin indicated during the meet and confer on June 8, 2018 that such a list would be
forthcoming. At present, the list has not been produced.

With respect to the scope of opioid products subject to discovery, Plaintiffs

 believe that Defendants” limitation of the scope of its production to include only



Duragesic, Nucynta, and Nucynta ER to be unwarranted and inconsistent with Plaintiffs’
allegations. Plaintiffs’ allegations are in fact broader than characterized by Defendants.
Specifically, at § 83 of the County of Summit complaint, Plaintiffs alleged: “J&J, Janssen
Pharmaceuticals, OMP, and Janssen Pharmaceutica and their DEA registrant subsidiaries and
affiliates (collectively, “Janssen™) are or have been engaged in the manufacture, promotion,
distribution, and sale of opioids nationally, and in Summit County. Among the drugs Janssen
manufactures or manufactured are the following: . . . ” (Emphasis added) The complaints
additionally allege a number of facts concerning opioids generally, without reference to any
specific drugs. Such allegations, by way of example, include the following:

Y 84: “Janssen made thousands of payments to physicians nationwide, including, upon
information and belief, in Ohio, ostensibly for activities including participating on
speakers’ bureaus, providing consulting services, assisting in post-marketing safety
surveillance and other services, but in fact to deceptively promote and maximize the use
of opioids.”

9 &5: “Information from the U.S. Department of Justice’s Office of the Inspector General
shows that J&J made payments to prescribers, but does not indicate which drug was
being promoted when J&J made these payments.”

9 86: “Janssen’s employees are required to read, understand and follow its Code of
Conduct for Health Care Compliance. J&J imposes this code of conduct on Janssen as a
pharmaceutical subsidiary of J&J. Documents posted on J&J's and Janssen’s websites
confirm J&IJ’s control of the development and marketing of opioids by Janssen.”

9 88: “J&J made payments to thousands of physicians nationwide . . . ostensibly for
activities including participating on speakers’ bureaus, providing consulting services,
assisting in post-marketing safety surveillance and other services, but in fact to
deceptively promote and maximize the use of opioids.”

9 212: “Janssen likewise misrepresented the addiction risk of opioids on its websites and
print materials. One website, Let's Talk Pain, states, among other things, that ‘the stigma
of drug addiction and abuse’ associated with the use of opioids stemmed from a ‘lack of
understanding about addiction.’”

9 214: “Janssen unbranded website, www. PrescribeResponsibly.com, states that concerns
about opioid addiction are ‘overestimated’ and that ‘true addiction occurs only in a small
percentage of patients.””

9 215: “Janssen reviewed, edited, approved, and distrtbuted a patient education guide
entitled Finding Relief: Pain Management for Older Adults, which, as seen below,
described as “myth" the claim that opioids are addictive, and asserted as fact that ‘[m]any
studies show that opioids are rarely addictive when used properly for the management of
chronic pain.””



» 9 234: “Janssen, on its website www.PrescribeResponsibly.com, states that the risk of
opioid addiction ‘can usually be managed’ through tools such as opioid agreements
between patients and doctors.44 The website, which directly provides screening tools to
prescribers for risk assessments, includes a ‘[flour question screener’ to purportedly help
physicians identify and address possible opioid misuse.”

* 9 250: “Janssen also currently runs a website, www.PrescribeResponsibly.com, which
claims that concerns about opioid addiction are ‘overestimated,” and describes
pseudoaddiction as ‘a syndrome that causes patients to seek additional medications due to
inadequate pharmacotherapy being prescribed. Typically when the pain is treated
appropriately the inappropriate behavior ceases.”

e 9 268: “Despite the lack of evidence of improved function and the existence of evidence
to the contrary, the Marketing Defendants consistently promoted opioids as capable of
improving patients’ function and quality of life because they viewed these claims as a
critical part of their.”"

e 9 275: “Janssen sponsored and edited a patient education guide entitled Finding Relief:
Pain Management for Older Adults (2009), which states as ‘a fact’ that ‘opioids may
make it easier for people to live normally.” This guide features a man playing golf on the
cover and lists examples of expected functional improvement from opioids, like sleeping
through the night, returning to work, recreation, sex, walking, and climbing stairs. It
assures patients that, ‘[u]sed properly, opioid medications can make it possible for people
with chronic pain to “return to normal.”””’

o 9276: “In addition, Janssen’s Let's Talk Pain, website featured a video interview, which
was edited by Janssen personnel, claiming that opioids were what allowed a patient to
‘continue to function,” falsely implying that her experience would be representative.”

e 4 288: “Janssen sponsored Finding Relief: Pain Management for Older Adults (2009),
which listed dose limitations as “disadvantages” of other pain medicines but omitted any
discussion of risks of increased doses from opioids. Finding Relief described the
advantages and disadvantages of NSAIDs on one page, and the “myths/facts” of opioids
on the facing page. The disadvantages of NSAIDs are described as involving ‘stomach
upset or bleeding,” ‘kidney or liver damage if taken at high doses or for a long time,’
‘adverse reactions i people with asthma,’ and ‘can increase the risk of heart attack and
stroke.” The only adverse effects of opioids listed are ‘upset stomach or sleepiness,’
which the brochure claims will go away, and constipation.”

+ 9 443: “The Marketing Defendants collectively spent more than $14 million on the
medical journal advertising of opioids in 2011, nearly triple what they spent in 2001, The
2011 total includes . . . $4.9 million by Janssen . . ..”

' The Second Amended Complaint defines “Marketing Defendants” to include Janssen.
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e 9 881: “Each of the RICO Marketing Defendants and the other members of the Opioid
Marketing Enterprise conducted and participated in the conduct of the Opioid Marketing
Enterprise by playing a distinct role in furthering the enterprise’s common purpose of
increasing profits and sales through the knowing and intentional dissemination of false
and misleading information about the safety and efficacy of long-term opioid use, and the
risks and symptoms of addiction, in order increase the market for prescription opioids by
changing prescriber habits and public perceptions and increase the market for opioids.”

o 9 945: “The RICO Marketing Defendants, through the Opioid Marketing Enterprise,
made misleading statements and misrepresentations about opioids that downplayed the
risk of addiction and exaggerated the benefits of opioid use, including: (1) that addiction
is rare among patients taking opioids for pain; (2) that addiction risk can be effectively
managed; (3) that symptoms of addiction exhibited by opioid patients are actually
symptoms of an invented condition the RICO Marketing Defendants named
‘pseudoaddiction’; (4) that withdrawal is easily managed; (5) that increased dosing
presents no significant risks; (6) that long-term use of opioids improves function; (7) that
the risks of alternative forms of pain treatment are greater than the adverse effects of
opioids; (8) that use of time-released dosing prevents addiction; and (9) that abuse-
deterrent formulations provide a solution to opioid abuse.”

The foregoing general allegations, in and of themselves, render information regarding
Janssen’s other opioid products, including generics, manifestly relevant. Indeed, thronghout our
meet and confer on June 8, 2018, Defendants acknowledged producing and/or licensing
prescription opioid products other than the three products for which the Defendants are willing
to engage in discovery. Plaintiffs seek discovery concerning each opioid product that Defendant
licensed, mamuifactured and/or marketed.

The temporal scope of discovery also remains unresolved. Defendants have taken the
position that, with the exception of certain, limited categories of documents concerning
Duragesic, the relevant scope of discovery includes the period from January 1, 2006 forward.
Plaintiffs continue to take issue with this limitation. We do not agree that Janssen’s marketing
efforts to promote Duragesic have no bearing whatsoever on its conduct with respect to Nucynta.
To the contrary, Janssen no doubt incorporated information leamed from its prior efforts in its
Nucynta marketing. Further, any differences between Janssen’s marketing of Nucynta and its
earlier marketing of Duragesic may support Plaintiffs’ allegations concerning misleading
marketing. Plaintiffs seek the production of pre-2006 documents concerning Duragesic that fall
outside of Defendants’ FDA-related communications and NDA. Additionally, during our most
recent meet and confer, Defendants agreed to investigate the existence of its prior productions,
consider the burden of producing such prior productions, and follow-up with Plaintiffs within
one week. One week has passed, and this issue remains unresolved.

Similarly, the geographic scope of Janssen’s production also remains unresolved. During
the June 8 meet-and-confer, we objected to Janssen’s refusal to produce evidence of payments to
third partics outside of Ohio on the grounds that the location of an individual or entity is not
determinative as to whether that individual’s or entity’s statements were available to Ohio
prescribers and consumers. Mr. Baglin agreed to consider this request. Has Janssen concluded its



¢ ®

review concerning the production of third-party payment information extending beyond the State
of Ohio, which payments may have supported marketing or educational efforts reaching
prescribers in Ohio? If such information exists, will Janssen produce all such documents?

The foregoing 1ssues remain unresolved as of this date. We appreciate your continued
attention to these matters.
Sincerely,

/s! Mark A. Linder
Mark A. Linder

ce: David Ackerman
Evan Janush
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O'Melveny & Myers LLP T: +1 213 430 6000 File Number:
400 South Hope Street F:+1 213 430 6407

18t Floor omm.com

Los Angeles, CA 80071-2699

Seth Baglin
June 26, 2018 D: #1213 430 7553

sbaglin@emm.com

VIA E-MAIL

Mark Linder

The Lanier Law Firm
6810 FM 1960 West
Houston, TX 77069

Re: In re Nat'l Prescription Opiate Litig.: Response to June 22, 2018 Letter
Dear Mark:

| write in response to your June 22, 2018 letter discussing the status of our meet and confers,
specifically, Janssen's discovery responses. Many of these issues were also addressed in the
June 25 discovery chart Special Master Cohen requested.

At the outset of your letter, you appear 1o indicate that an unresolved issue equates to an
impasse. We disagree and believe that continued good-faith meet and confers about the proper
scope of discovery are likely to resclve our few remaining issues. To that end, each cutstanding
issue is addressed below, and we look forward to additional meet and confer discussions on
these topics as necessary to resclve any remaining disputes.

f. Prior Productions

Janssen has determined that it is able to produce the OIG investigation previously referenced
during our last meet and confer. Janssen is currently working on its fist of prior litigations and
investigations, and we expect to be in a position to provide you with that list by July 6, 2018.

l. Scope of Opioid Products

Plaintiffs’ twice-amended, 331 page complaint mentions only three Janssen opioid products:
Nucynta, Nucynta ER, and Duragesic. Plaintiffs presumably based their allegations on a pre-suit
investigation into Janssen's marketing and sales of potentially relevant opioid products.’
Plaintiffs’ complaint includes 20 paragraphs containing a reference to one of the three identified
products—in other words, 20 opportunities to have pled other opioids relevant to this litigation.

' Plaintiffs also presumably would have checked any number of websites that list opioid products
manufactured by Janssen, including Janssen’s own website or the FDA, all of which list the products
Plaintiffs now belatedly claim are somehow relevant.
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Yet plaintiffs identified only the three named opicids as the Janssen opioids at issue from the
very outset;

“q1 83. J&J, Janssen Pharmaceuticals, OMP, and Janssen Pharmaceutica

and their DEA registrant subsidiaries and affiliates {collectively, “Janssen”)

are or have been engaged in the manufacture, promotion, distribution, and
sale of opioids nationally, and in Summit County Among the drugs Janssen
manufactures or manufactured are the following:

Product Name | Chemical Name Schedule
Duragesic Fentanyi Schedule Il
Nucynta Tapentadol hydrochloride, | Schedule I

immediate release

Nucynta ER Tapentadol hydrochloride, | Schedule Il
extended release

During our June 8, 2018 meet and confer, | discussed the other opioid products manufactured
by Janssen—none of which has any connection to Plaintiffs’ allegations. | explained that
Janssen's three tramadol-based products—Ulram, Ultram ER, and Ultracet—cannoct be
relevant because those opioids were not even “scheduled” at the time of the conduct alleged in
the complaint. The FDA started to regulate these products as Schedule 1V opioids on August
18, 2014. Moreover, there are no Schedule IV opioids, regardless of manufacturer, identified in
the complaint.

The only other two opicids that Janssen manufactured are short acting acetaminophen
combination products: Tylenol with codeine and Tylox. But these are equally irrelevant as they
long pre-date the allegations of the complaint. Tylenol with codeine is a Schedule Il opioid first
approved by the FDA on August 17, 1977—i.e, it is a 41-year old opioid indicated only for the
“management of mild to moderate pain.” Simifarly, the FDA approved Tylox on May 13, 1986,
for the treatment of acute pain. Janssen discontinued Tylox in 2012 when the FDA reduced the
maximum allowable dosage of acetaminaphen in combination products.

The breadth and scope of Janssen's opioid products is publicly available information from a
myriad of sources. Plaintiffs have no basis to argue that the Janssen products discussed in the
two preceding paragraphs were not, or could not have been, known to Plaintiffs with minimal
investigation at the time they drafted their complaint. That Plaintiffs chose not to include these
medications in their complaint belies any assertion that they are relevant to your claims.

Although Plaintiffs may now superficially claim that their allegations are “in fact broader than
characterized by Defendants,” the paragraphs cited for support only show why Janssen was
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correct to base its document collection, processing, and review on the three opigids named in
the complaint:

« Payment Allegations:

o 9 84: "Janssen made thousands of payments to physicians nationwide, including,
upon infarmation and belief, in Ohio, ostensibly for activities including
participating on speakers’ bureaus, providing consulting services, assisting in
post-marketing safety surveillance and other services, but in fact to deceptively
premote and maximize the use of opioids. Together, Nucynta and Nucynta ER
accounted for $172 million in sales in 2014. Prior to 2009, Duragesic
accounted for at least $1 billion in annual sales.”?

o 1 85: “Information from the U.S. Department of Justice's Office of the Inspector
General shows that J&J made payments to prescribers, but does not indicate
which drug was being promoted when J&J made these payments.”

o Y 88: "J&J made payments to thousands of physicians nationwide . . . ostensibly
for activities including participating on speakers’ bureaus, providing consulting
services, assisting in post-marketing safety surveillance and other services, but
in fact to deceptively promote and maximize the use of opioids.”

o Response: Janssen is producing all Ohio-related payments having to do with
Duragesic, Nucynta and Nucynta ER, If those payments also related to
unbranded activities that Plaintiffs believe support the inclusion of other Janssen
opioids, then the payment information will be captured in Janssen’s production.

+ Unbranded Materials Allegations:

o 9 212: “Janssen likewise misrepresented the addiction risk of opioids on its
websites and print materials. One website, Let's Talk Pain, states, among other
things, that ‘the stigma of drug addiction and abuse’ associated with the use of
apioids stemmed from a ‘lack of understanding about addiction.™

o ] 214: "Janssen unbranded website, www. PrescribeResponsibly.com, states that
concerns about opioid addiction are ‘overestimated’ and that ‘true addiction
occurs anly in a small percentage of patients.”

o 1215: “Janssen reviewed, edited, approved, and distributed a patient education
guide entitled Finding Refief: Pain Management for Older Adults, which, as seen
below, described as “myth” the clairm that opioids are addictive, and asserted as

2 Plaintiffs omitted the bolded and italicized sentence from their letter, ignoring that paragraph’'s own
limitation to the three opioids identified in the complaint.
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fact that ‘[m]any studies show that opioids are rarely addictive when used
properly for the management of chronic pain.”

11 234 “Janssen, on its website www.PrescribeResponsibly.com, states that the
risk of opioid addiction ‘can usually be managed' through tools such as opioid
agreements between patients and doctors .44 The website, which directly
provides screening tools to prescribers for risk assessments, includes a [flour
question screener’ to purportedly help physicians identify and address possible
opicid misuse.”

1 250; “Janssen also currently runs a website, www.PrescribeResponsibly.com,
which claims that concerns about opioid addiction are ‘overestimated,” and
describes pseudoaddiction as ‘a syndrome that causes patients to seek
additional medications due to inadequate pharmacotherapy being prescribed.
Typically when the pain is treated appropriately the inappropriate behavior
ceases.”

11 275: “Janssen sponsored and edited a patient education guide entitled Finding
Relief: Pain Management for Older Adults (2009), which states as ‘a fact’ that
‘opicids may make it easier for people to live hormally.” This guide features a
man playing golf on the cover and lists examples of expected functional
improvement from opioids, like sleeping through the night, returning to work,
recreation, sex, walking, and climbing stairs. It assures patients that, ‘[u]sed
properly, opioid medications can make it possible for people with chronic pain to
“return to normal.™

1 276: “In addition, Janssen’s Let's Talk Pain, website featured a video interview,
which was edited by Janssen personnel, claiming that opioids were what allowed
a patient to ‘continue to function,’ falsely implying that her experience would be
representative.”

11 288: “Janssen sponsored Finding Relief: Pain Management for Older Adults
(2009), which listed dose limitations as "disadvantages” of other pain medicines
but omitted any discussion of risks of increased doses from opicids. Finding
Relief described the advantages and disadvantages of NSAIDs on one page, and
the “myths/facts” of opioids on the facing page. The disadvantages of NSAIDs
are described as involving ‘stomach upset or bleeding,’ ‘kidney or liver damage if
taken at high doses or for a long time,” ‘adverse reactions in people with asthma,’
and ‘can increase the risk of heart attack and stroke.’ The only adverse effects of
apioids listed are ‘upset stomach or sleepiness,” which the brochure claims will
go away, and constipation.”

Response: These materials were made available in 2009 in advance of
Janssen's launches of Nucynta and Nucynta ER, the only opioid medications
Janssen promoted after 2009. As stated above, Tylenol with codeine is a 41-year
old opioid and Tylox is a 32-year old opioid. Neither is indicated for chronic pain
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or has any connection to Plaintiffs’ allegations. And at the time of these
unbranded publications, the low-potency pain relievers Ultram, Ultram ER, and
Ultracet were not even FDA-scheduled medications.

« Marketing Allegations:

o 9 86: “Janssen’s employees are required to read, understand and follow its Code
of Conduct for Health Care Compliance. J&J imposes this code of conduct on
Jangsen as a pharmaceutical subsidiary of J&J. Decuments posted on J&J's and
Janssen’s websites confirm J&J's control of the development and marketing of
opioids by Janssen.”

= Response: The documents cited by Plaintiffs in this paragraph relate to
Janssen's general corporate code of conduct, and not to any specific
opioids that allegedly contributed to opioid abuse. These documents do
not make Ultram, Ultram ER, Tylenol with codeine, or Tylox subject to
discovery.

o 1 268: "Despite the lack of evidence of improved function and the existence of
evidence to the contrary, the Marketing Defendants consistently promoted
opioids as capable of improving patients’ function and quality of life because they
viewed these claims as a critical part of their.”

= Response: Again, there is no connection between the subject matter of
this paragraph—that Opioids were promoted as improving patient
function—and Ultram, Ulfram ER, Tylenol with codeine or Tylox.

o 1 443: "The Marketing Defendants collectively spent more than $14 million on the
medical journal advertising of gpioids in 2011, nearly triple what they spent in
2001. The 2011 total includes . . . $4.9 million by Janssen . ..."

» Response: Plaintiffs’ other allegations provide context that the increase in
spending referenced in f 443 relates to the launch of Nucynta in 2009
and the [aunch of Nucynta ER in 2011. Sge, e.g., § 458; “Janssen's
quarterly spending dramatically rose from less than $5 million in 2000 to
more than $30 million in 2011, coinciding with the launch of Nucynta ER
(with yearly spending at $142 million for 2011).” (emphasis added). By
2011, all of Janssen's other opioids had lost patent exclusivity and had
their market share marginalized by generics. Therefore, the increase in
spending is the result of Nucynta, not Janssen's other opioids that had
generic equivalents.

o 1 881: "Each of the RICO Marketing Defendants and the other members of the
Opioid Marketing Enterprise conducted and participated in the conduct of the
Opioid Marketing Enterprise by playing a distinct rale in furthering the
enterprise’'s common purpose of increasing profits and sales through the knowing
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and intentional dissemination of faise and misleading information about the
safety and efficacy of long-term opioid use, and the risks and symptoms of
addiction, in order increase the market for prescription opioids by changing
prescriber habits and public perceptions and increase the market for opioids.”

o 1 945: “The RICO Marketing Defendants, through the Opioid Marketing
Enterprise, made misleading statements and misrepresentations about opioids
that downplayed the risk of addiction and exaggerated the benefits of opioid use,
including: (1) that addiction is rare among patients taking opioids for pain: {2) that
addiction risk can be effectively managed; (3} that symptoms of addiction
exhibited by opioid patients are actually symptoms of an invented condition the
RICO Marketing Defendants named ‘pseudoaddiction’; (4) that withdrawal is
easily managed; {5) that increased dosing presents no significant risks; (6) that
lang-term use of opivids improves function; (7) that the risks of alternative forms
of pain treatment are greater than the adverse effects of opioids; (8) that use of
time-released dosing prevents addiction; and (9) that abuse deterrent
formulations provide a solution to opicid abuse.”

o Respaonse: These paragraphs relate solely to 2009-2012 marketing and sales
activities during which Janssen launched Nucynta and Nucynta ER. As a result,
the only responsive documents to this paragraph would relate to those
unbranded marketing and educational activities and Nucynta—not a 41-year-oid
opioid product, not a 32-year-old opioid product, and certainly not an opioid
product that was not even within the FDA’s scheduling regime during the time of
those activities.

M. Temporal Scope of Discovery

Janssen has offered to meet and confer with Plaintiffs on request-by-request time periods in an
effort to compromise while still recognizing that discovery must be tethered to Rule 26's
proportionality requirements. Te date, Janssen has not heard from Plaintiffs on this proposal.

V.  Geographic Scope

Janssen is determining the extent to which payments outside of Ohio nonetheless relate to
marketing and sales activities within the state of Ohio. Janssen will produce Ohio-specific
payment data today, and this production will help inform our next meet and confer on the
subject.
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Respectfully,

/s/ Seth Bagiin

Seth Baglin
Counsel
for O'MELVENY & MYERS LLP
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IN THE DISTRICT CQURT OF CLEVELAND COUNTY
STATE OF OKLAHOMA
STATE OF QKLAHOMA, ex rel.,
MIKE HUNTER,
ATTORNEY GENERAL OF OKLAHOMA,
Plaintiff, Case Number
CJ-2017-816

PURDUE PHARMA L.P.;
PURDUE PHARMA, INC.;

THE PURDUE FREDERICK COMPANY;
TEVA PHARMACEUTICALS USA, INC.;
CEPHALON, INC.;

JOHNSON & JOHNSON;

JANSSEN PHARMACEUTICALS, INC.;
(8) ORTHO-McNEIL-JANSSEN
PHARMACEUTICALS, INC., f/k/a
JANSSEN PHARMACEUTICALS, INC.;

(9) JANSSEN PHARMACEUTICA, INC.,
f/k/a JANSSEN PHARMACEUTICALS, INC.;
(10} ALLERGAN, PLC, f/k/a WATSON
PHARMACEUTICALS, INC.;

(11) WATSON LABORATORIES, INC.;

(12) ACTAVIS, LLC; and

(13) ACTAVIS PHARMA, INC.,

f/k/a WATSON PHARMA, INC.,

P T e R e e S e T )
S oy ok o=

Defendants.

VIDEQ DEPOSITION OF DANIEL J. CLAUW, M.D.
STATE OF OKLAHOMA 3230(C) (5) WITNESS
TAKEN ON BEHALF OF THE DEFENDANTS
ON MARCH 26, 2019, BEGINNING AT 7:57 A.M,
IN OQKLAHOMA CITY, OKLAHOMA
Reported by: Cheryl D. Rylant, CSR, RPR
Video Technician: Gabe Pack
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Q. In this excerpt that you read, Dr. Krebs is 09:
reporting on a systematic review of 11 studies, 09:
correct? 09:

A. I'm sorry, I need to go back, because this 09:
first paragraph doesn't actually tell what the -- 09:
it -- 09:

Q. Sure. 09:

A. It looks like it actually starts -- the -- 09
the description of what they're talking about looks 09:
like it starts in the preceding paragraph. 09:

Q. Sure. Feel free to go back and read whatever 09
you need. 09:

A. The other thing here I would point out is 09:
that the studies that consider tramadol to be an 09:
opioid skew a lot of the results about the effects of 09:
opioids and chronic pain. I -- in most of the things 09:
that I write, I don't -- I consider tramadel to be a 09:
serctonin norepinephrine reuptake inhibitor. Its 09:
opicid effects are so weak, that it wasn't actually 09:
even a scheduled drug when it was first approved. So 09:
I -- I have, myself -- tramadel is the only drug that 09:
could ke considered an opioid that I have ever 09:
prescribed I -- that I can remember prescribing newly 09:
for somecne with chronic pain. So I would really 09
hold tramadol out and say that -- that all the 09:
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statewments I'm making about opicids and chronic pain 09:05

don't include tramadol -- 09:05
Q. You don't -- 09:05
A. -- because it is such a weak opicid. And it 08:05

is extremely hard to get to the dosages of tramadol 09:05

that I alluded to where -- where -- that are really 09:05
preblematic, hecause it is just such a weak opioid, 09:05
that you'd have gide effects from the serotonin 09:05
norepinephrine before you would have enough of an 09:05
opioid effect to cause you proklems. So -- 80 I -- 09:05
so a lot of these meta-analyses are distorted by 09:05

including tramadol as an opicid, and I think this one 09:05

as well. I'd have to actually find -- you'd have to 09:05
give me this actual article rather than the -- the 09:05
Kroenke, Krebé, Bair synopsis of the article to 09:05
actually look and see how many of the people -- how 09:05
many of these studies were actually of tramadol 09:05
versus other stronger opioids. 09:05
@. You believe, from reading the article, 09:06
at least some of these studies were on tram -- about 09:06
tramadol? 09:06
4. It says that. 09:06
Q. Do you know how many? 09:06
A. No, because you didn't give me the article. 09:06
That's what T said, is -- 09:06
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Q. Okay.
A. -- 1f you want me to opine on the article, 09:06
give me the article, not a review article that -- 09:06
that synthesizes the article. 09:06
Q. And, as I undersgtand it, you consider studies 09:06
that rely on or treat tramadel as an opicid teo be 09:06
skewed? 09:06
A. Yes. 09:06
Q. All studies that rely on or treatment 09:086
tramadol as an opioid? 09:06
MR. LEQNQUDAKIS: Objection, form. 09:06
THE WITNESS: You have to look at each 09:06
study to -- to what the hypothesis is, what the 09:06
gquestion is trying to ask and answer. But in 09:06
general, I have not considered tramadeol to be an 09:06
opioid because I think most of the effectiveness of 09:06
tramadel comes from the serotonin norepinephrine 09:06
reuptake inhibition. And, again, it is such a weak 09:50
opioid, that it's hard to get into trouble with some 09:06
of the -- the plethora of issues that you have with 09:07
opioids, given how weak the opioidergic effects of 09:07
this drug are. 09:07
Q. (By Ms. Laurendeau) You would agree that 09:07
tramadol is an opicid, though, correct? Q9:07
A. Tramadol has opioid activity. 09:07
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Q. Is it appropriate to classify it as an 09:07
opioid? 09:07
MR. LEQONQUDAKIS: Objecticn, form, outside 09:07

the scope. 09:07
THE WITNESS: I think I've ans -- I've said 09:07

that I don't typically put it in that category. When 09:07
I write review articles, I put -- I put it in the 09:07
category -- I typically will put it in the category 09:07
of a serotonin norepinephrine reuptake inhibitor or 09:07
allude to the fact that it's an ocutlier, that 09:07
tramadol, although it's weakly -- a weak opioid, it 09:07
hags been, for example, shown in some trials in 0g:07
fibromyalgia to be effective. But -- but I really 09:07
believe that it's the serotonin norepinephrine 09:07
reuptake component of the drug that's leading to the 09:50
effectiveness in fibromyalgia, not the weak opioid. 09:07
Q. (By Ms. Laurendeau) Other researchers 09:08
sometimes put tramadeol in the category of opioids, 09:08
correct? 09:08
A. Correct. 09:08

Q. It appears from this book chapter that that's 09:08

what Dr. Krebs did in the chapter she wrote on 09:08
Treatment of Chronic Pain Syndromes, correct? 09:08
A. Correct. 05:08

Q. You would disagree with Dr. Krebs' 09:08
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