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Agenda

= Qverview of criticisms pertaining to co-pay coupon programs

= Description of plaintiffs’ underlying theories

=  Update on litigation

= Examination of key defenses and supporting data

= Review of manufacturers’ compliance approaches pre- and post-
litigation

= Discussion of Massachusetts’ recent legislative changes and
ambiguities in the amended statutory language




Co-Pay Coupon Programs: Widespread, But Subject to
Criticism in the Press

= Despite the implicit endorsement of coupons found in CMS price
reporting rules and in the failure of every state but Massachusetts to
prohibit them, press reports criticize the more than 350 branded
programs involving over 60 drug manufacturers.!

= The reports have been published for several years.
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1Cleveland Research Company, Medicis Pharmaceutical Corp. (MRS) Report (December 2, 2011).




Co-Pay Coupon Programs: Widespread, But Subject to

Criticism in the Press (cont’d)

Ehe NowJork Eimes*

January 1, 2011

Coupons for Patients, but Higher Bills
for Insurers

Ey ANDREW POLLACK

EXECUTIVES of a small insurance compary m Llbanywere mys bfled when, almost overug i, its paymerts for a
cerfain class of antbiotics nearly doabled, thieatening to add about 2 half-rullion dollars atvmally incosts,

The ®ason, it turned it was that patients wer using a card dis tibuted by the maker of anexpensive antbiotes
used to treat acne, sharply reducing their msurance co-payments . With their out-of-pocket costs nmch lower, consumers
had seritched from zensric altematives to the more expensive dmg.

With dwiz prices rising and many people cut of work, phanmacentizal companies are incie asingly helping patients
with their co-payments . The use of sach co-pavment cards and coupons and other types of discounts has meoes than
tipled since mid-2008, according to IM 5 Health, an information company that tracks the pharmacentical industyr.

Last month, for instance, Pfizerintroduced 2 new card that canreduce the co-pay cn its blockbuster drag Lipits
$4 2 month, asavings ofup to $50. Thatbrings the cutof pocket cost in Line with what conmmers mizht pay at
Wal-Mart for a generic version of a compe ing cholesteral lowrenng dmgz.

Dimg companies 5ay the plans help some patients afford medicines that they othererise could not.

Bt health insurers and some corsumer gronps say that in many cases, the coupons are st maketing ginumicks
that are leading to anaverall increase in health cave costs. That 15 becanse they cirminmeent the system of hizher co-pays
on costlier dmgs that vues use fo encalrage consumers tonse less expensive products .

"The merber is somesrhat inmlated fromthe cost of the prserption” said Eevin Slavik, senior director of
pharmacy at the Health Care S arvice Corporation, whichmns Bhie Cross and Bhie Slield plars inIllincis and three
other states. "Inessence, it drives up the total aost of providing the pres cxiptonbenefit”

The Food and Dimgz Administration, mearmrhile, is stadyving the effect of the discounts onconsamer perceptions,

“[H]ealth insurers . . . say that in many
cases, the coupons are just marketing

gimmicks that are leading to an overall
increase in health care costs.”




Co-Pay Coupon Programs: Widespread, But Subject to
Criticism in the Press (cont’d)

The Boston Globe

Coupons offered to lure patients away from generic drugs
By Linda A, Johnson
Associated Press | August 21, 2012
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“[Co-pay coupon programs are] the
latest attempt by drug makers to
hold onto business . . . [T]hey are
trying a new tactic to temporarily
slow the loss of billions of dollars in
sales to new generic competition.”




Publicized Harms Regarding Co-Pay Coupon Programs

Recent press coverage has suggested that by sponsoring co-pay
coupon programs, drug manufacturers are undermining the cost-
sharing arrangements and formulary structures established by
private payors to control costs.

— Specifically, some insurers claim that co-pay coupon programs reduce
out-of-pocket expenses on expensive branded drugs to such a degree
that many patients are switching from cheaper therapies to more
expensive ones.

— These payors contend that, as a result, they are paying for an
increased number of expensive prescriptions that their beneficiaries
would not have otherwise used.




From the Press to the Courtroom:
How Did We Get Here?

= |n March 2012, certain private, union-sponsored health plans filed
seven federal class action lawsuits against nine drug manufacturers
in the Northern District of Illinois, District of New Jersey, Southern
District of New York, and Eastern District of Pennsylvania.

= The plaintiffs are members of Prescription Access Litigation (PAL) — a
national coalition of more than 130 organizations that works to
make drug prices “more affordable” for consumers using class
action litigation and public education.

— PAL is a project of the consumer advocacy group, Community Catalyst.




From the Press to the Courtroom:
How Did We Get Here? (cont’d)

= Rather than focusing on plan administrators, pharmacies, or the insureds,
plaintiff private payors appear to be targeting manufacturers under the
rationale that drug manufacturers exert control over the co-pay coupon
programs in the following ways (as described in plaintiffs’ RICO claims):

— Conceive of program terms and implement the program,

— Control the creation and distribution of marketing, sales and other materials
relating to the program,

— Cause administrators to withhold information about the co-pay coupons from
benefit plans, and

— Instruct pharmacies to process the co-pay coupon as though it were a form of
secondary insurance.?

= Thus, plaintiffs did not name co-pay coupon program administrators (OPUS
Health, TrialCard, Inc., Pharmacy Data Management, Inc., McKesson, PSKW

LLC, and Emdeon) as co-defendants, but did allege that they were co-
conspirators.

2 See e.g., Class Action Complaint and Jury Demand, New England Carpenters Health & Welfare Fund v. Abbott Laboratories, No. 1:12-CV-01662, ] 169
(N.D. Ill. filed Mar. 7, 2012).




From the Press to the Courtroom:
How Did We Get Here? (cont’d)

UNITED STATES IMSTRICT COURT
FOR THE NORTHERN DISTRICT OF ILLINOIS

NEW ENGLAND (.‘AIlI"EIN'iI'EIRS HEALTH
e
Plaintifl,
V.
ADRBOTT LABORATORIES,
Defendant.

CLASS ACTION COMPLAINT
AND JURY DEMAND

a. Defendant conceived of and implemented the unlawful co-pay subsidy
programs;

b. Defendant directly controlled the creation and distribution of marketing,
sales, and other materials used to inform patients and physicians about the
unlawful co-pay subsidy programs;

¢. Defendant set the terms of the programs, including cligibility criteria,
amount of subsidy, and number of subsidies;

d. Defendant caused administrators to administer the programs without
informing health benefit plans about the subsidies; and

e. Defendant instructed and caused pharmacies to charge health benefit plans
an inflated reimbursement rate for subsidized prescriptions by instructing
the pharmacy to process the co-pay card as though it were a form of
secondary insurance.

170. Defendant’s pattern of racketeering likely involved tens of thousands of separate

instances of use of the U.S. mails or interstate wire facilities to carry out the unlawful co-pay

“[D]efendant exerted control over the co-pay
subsidy enterprises . . . in the following ways:
a. Defendant conceived of and implemented
the unlawful co-pay subsidy programs;

b. ... directly controlled the creation and
distribution of marketing, sales, and other
materials. . .;

C....set the terms of the programs. . .;

d. ... caused administrators to administer the
programs without informing health benefit
plans about the subsidies;

and...

e. instructed and caused pharmacies to
charge health benefit plans an inflated
reimbursement rate for subsidized
prescriptions by instructing the pharmacy to
process the co-pay card as though it were a
form of secondary insurance.”?

3 Class Action Complaint and Jury Demand, New England Carpenters Health & Welfare Fund v. Abbott Laboratories, No. 1:12-CV-01662, 1 169

(N.D. Il filed Mar. 7, 2012).




From the Press to the Courtroom:
How Did We Get Here? (cont’d)

= Plaintiffs’ “control” theory ignores that ultimately doctors control
prescription decisions and ultimately health plans control whether
and how they will pay for medications.

= Among other things, health plans could take the following steps to
avoid any perceived influence by co-pay coupon programs:

— Ban the use of coupons

e As of January 1, 2013, UnitedHealthcare’s network specialty pharmacies
will be prohibited from redeeming co-pay coupons on six drugs.*

— Require step therapy
— Require prior authorization

10 4UnitedHealthcare to Limit Acceptance of Manufacturer Copay Coupons (Aug. 29, 2012), http://consultant.uhc.com/articleView-10051.




Plaintiffs’ Litigation Theories

= The Complaints in the co-pay coupon litigation actions are based on
the following theories:

— Violations of the Racketeer Influenced and Corrupt Organizations Act
(RICO)

— Violations of the Robinson-Patman Act
— Tortious interference with contractual relations

11




Plaintiffs” Theory: The Kitchen Sink
Racketeer Influenced and Corrupt Organizations Act

= 18 U.S.C. § 1962(c)

— “It shall be unlawful for any person employed by or associated with
any enterprise engaged in, or the activities of which affect, interstate
or foreign commerce, to conduct or participate, directly or indirectly,
in the conduct of such enterprise's affairs through a pattern of
racketeering activity . . .”

12




Plaintiffs” Theory: The Kitchen Sink
RICO (cont’d)
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Theory re: substantive violations: Payors allege that drug manufacturers
with co-pay coupon programs “interfer[e] with . .. cost-sharing provisions,
causing [plans] to pay for prescriptions [of more expensive drugs] . . . that
they would not otherwise have paid for.”

Specifically, plaintiffs allege that drug manufacturers cause
misrepresentations to be made using the mails or wires when:
— “the member presents the co-pay card at the pharmacy ... when, as

instructed by the defendant, the pharmacist electronically charges . . . full
benchmark prices without accounting for . . . co-pay subsidies[,]” and

— “[Imanufacturers] report . .. benchmark prices to reporting agencies while
failing to account for the routine waiver of co-pays.”>

5 Class Action Complaint and Jury Demand, Plumbers and Pipefitters Local 572 Health and Welfare Fund v. Novartis Pharmaceuticals Corp., No.
2:12-01403, 7[9] 138-40 (D.N.J. filed Mar. 7, 2012).




Plaintiffs” Theory: The Kitchen Sink

RICO (cont’d)

"= Theory re: conspiracy allegations:

UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

NEW ENGLAND CARPENTERS HEALTH
AND WELFARE FUND. individually and on Civil Action Mo
behialf of all others snmlarly stated.

Planntaff,
v
GLAXOSMITHELINE LLC.

Defendant

CLASS ACTION COMPLATNT —
AND JURY DEMAND

the affairs of the co-pav subsidy enterprises through a partem of racketeenng acmaty.

148.  Defendant adopred the goal of furthenng or facilitanng the crimnal endeaver of
the co-pay subsidy enterprises nummally by agrecing o faciliare some of the acts leading o the
substanuve offense, and directdy by engaging in numerous overt and predicare frandulent
racketeermg acts m furtherance of each congnracy

149, Defendant not anly agreed to the objective of each 18 7 5.C. § 1962(d) violation
of RICO by comsgiring to violate 18 U5 € § 1962(c), but was aware that its ongomg, fraudulent
acts have been and are part of an overall pamern of racketeening actmary.

150. By huinng the admsnstraror ro carry out the co-pay subsidy schemes, defendant

engaged in overt acrs i furtherance of the schemes as well as acmal predicare violanons of meal

on wire frand As a divect and proxmate result of GRE s ovent acts and'on predicate acts m
firtherance of violating 18 U 5. § 1962(d) by conspiring to violate 18 U 5C. § 1962(c)
plaintiff Carpenbers and mezbers of the clisses have bee and are continuing (o be injured in
their business or property.

“Defendant adopted the goal of furthering or
facilitating . . . the co-pay subsidy enterprises minimally
by agreeing to facilitate. . .acts leading to the
substantive offense, and directly by engagingin . ..
overt and predicate fraudulent racketeering acts in
furtherance of each conspiracy.

Defendant not only agreed to the objective of each . ..
violation of RICO by conspiring to violate 18 U.S.C. §
1962(c), but was aware that its ongoing fraudulent acts
... are part of an overall pattern of racketeering
activity.

By hiring the administrator . . . defendant engaged in
overt acts in furtherance of the schemes as well as
actual predicate violations of mail or wire fraud.”®

6 Class Action Complaint and Jury Demand, New England Carpenters Health & Welfare Fund v. GlaxoSmithKline LLC, No. 2:12-CV-01191, 9] 148-50

(E.D. Pa. filed Mar. 7, 2012).




Plaintiffs’ Theory: The Robinson-Patman Act
llHuh?”
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15 U.S.C. § 13(c)

— “It shall be unlawful for any person engaged in commerce . . . to pay or grant, or to
receive or accept, anything of value as a commission, brokerage, or other
compensation, or any allowance or discount in lieu thereof . . . either to the other
party to such transaction or to an agent, representative, or other intermediary . ..”
(emphasis added).

Theory: Payors allege that the drug manufacturer is a “person” giving
something of value (i.e., the co-pay coupon) to an “agent, representative, or
other intermediary” (i.e., the insured individual) in violation of the Act.’

Key asserted defenses:

— Lack of a requisite “antitrust injury” that impairs competition between the plaintiff
and its competitors

— Failure to allege illegal payment to the plaintiff’s fiduciary, as beneficiaries do not
owe a fiduciary duty to their pension plans

— Payments to the beneficiaries were not made in secret

7 See e.g., Class Action Complaint and Jury Demand, New England Carpenters Health and Welfare Fund v. AstraZeneca, Inc., No. 2:12-CV-01192, 1
180-81 (E.D. Pa. filed Mar. 7, 2012).




Plaintiffs’ Theory:
Tortious Interference with Contractual Relations

16

Theory: “Defendant tortiously interfere[d] with the contractual relations
between the Fund and other Class members and their participants by
causing the participants to breach their contractual obligations to pay co-
pay amounts under the terms of their respective plans.”

— “Defendant is aware of the obligation of health plan beneficiaries to pay a
higher co-pay for its branded . . . drugs than for equivalent generic. . . drugs. ..

— Defendant’s co-pay subsidy plan induces beneficiaries of the Fund and other
class members’ health plans to breach their obligation . ..

— Defendants are aware of the existence of the contractual relationship between
the Fund and other class members on the one hand and their respective
participants on the other hand because, in order to obtain a coupon for
Defendant’s co-pay subsidy program, the beneficiary must advise Defendant
that the beneficiary is covered by a private health insurance plan.”8

Though tortious interference was not alleged in the original Community
Catalyst actions, it has been invoked in the more recent “follow-on” cases.

8 See e.g., Class Action Complaint and Jury Demand, United Food and Commercial Workers International Union, Local 464A Health and Welfare
Fund v. Merck & Co., Inc., No. 3:12-CV-03652, q[1[ 5, 136, 138, 140 (D.N.J. filed Jun. 15, 2012).




Procedural Updates on the Co-Pay Coupon Litigation

17

After bringing suit in different district courts, Plaintiffs sought to
consolidate all of the cases in a Multi-District Litigation in the
Northern District of lllinois. The defendants all opposed.

On August 2, 2012, Plaintiffs” Multidistrict Litigation Petition for
Consolidation of the seven class action lawsuits was denied, despite
the filing of six additional cases in the Southern District of Illinois,
the District of New Jersey, and the Eastern District of New York

“Each action involves a different pharmaceutical manufacturer and

different co-pay subsidy programs . . . [N]o plaintiff here alleges that any

of the defendants conspired or collaborated to develop and implement

these co-pay subsidy programs . . . [n]or do the defendants’ co-pay
subsidy programs overlap between actions.”

— U.S. Judicial Panel on Multidistrict Litigation




Procedural Updates on the Co-Pay Coupon Litigation

(cont’d)

Action

New England Carpenters Health and Welfare Fund v. Abbott
Laboratories (N.D. Ill.)

Plumbers and Pipefitters Local 572 Health and Welfare Fund v.
Merck & Co., Inc. (D.N.J.)

American Federation of State County and Municipal Employees
District Council 37 Health & Security Plan, et al. v. Bristol-Myers
Squibb Co. et al. (S.D.N.Y.)

New England Carpenters Health and Welfare Fund v.
GlaxoSmithKline LLC (E.D. Pa.)

Plumbers and Pipefitters Local 572 Health and Welfare Fund v.
Novartis Pharmaceuticals Corp. (D.N.J.)

American Federation of State County and Municipal Employees
District Council 37 Health & Security Plan, et al. v. Amgen, Inc., et
al. (S.D.N.Y.)

New England Carpenters Health and Welfare Fund v. AstraZeneca,
Inc. (E.D. Pa.)

* As of October 8, 2012.

Motion to Responsive Voluntary

Dismiss Filed Pleading Not  Dismissal Filed

by Yet Filed by by Plaintiff(s)*
Defendant(s)* Defendant(s)*

X

X

X

X

X
X X**

**Notice of voluntary dismissal filed for Amgen, but Pfizer remains a Defendant in the case.
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Manufacturers’ Key Defenses

Lack of Standing

Robinson-Patman Act

—Lack of a requisite “antitrust injury”
that impairs competition between
the plaintiff and its competitors

RICO

—Failure to plead a cognizable RICO
injury (paying for a more expensive
drug is insufficiently concrete)
—Insufficient causal relationship
between the coupon programs and
the alleged harm, especially given the
physician’s role as prescriber

Failure to State A Claim

Robinson-Patman Act

—Failure to allege illegal payment to plaintiff’s
fiduciary, as beneficiaries do not owe a
fiduciary duty to their pension plans
—Payments to the beneficiaries were not
made in secret

RICO

—Insufficient particularity in the pleadings to
satisfy Rule 9(b)

—Alleged non-disclosure is not fraudulent
absent duty to disclose

—Failure to allege specific intent to deceive
—Failure to establish the existence of a RICO
enterprise

Tortious Interference

—Failure to identify a specific contractual
term barring coupon use

—Failure to plead that manufacturers acted
with malice

—Failure to show proximate cause where
learned intermediaries break the chain

Other Defenses

Misguided Litigation

—Complaints should be filed against
plan administrators (not
manufacturers) given their fiduciary
duty owed to the pension plans

Policy Arguments

—Co-pay coupon programs provide
clinical benefits

—Increases in reimbursement
associated with coupon use stem
from patients who would have gone
untreated and improved adherence
to treatment plans

19



Support for Key Defenses

20

Alleged harm: Increased branded drug costs where generics are
available.

Defense: The alleged harm does not constitute a “concrete financial

loss” caused by the alleged RICO violation, and the relationship
between the co-pay coupon programs and the alleged harm is too
attenuated.

— According to a study conducted by The Amundsen Group, in the
highest-dollar-value therapeutic classes among the 15 largest
commercial payors, no correlation exists between the use of generics
and the prevalence of prescriptions for branded drugs with co-pay
coupon programs in place.




Support for Key Defenses (cont’d)
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Generic Use vs. Co-Pay Offset in 15 Largest Commercial Plans

Dyslipidemia, PPl and Anti-Depressant Markets

BCBS
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e® .
. o . ]
Wellpoint R*=0.0774
1 I | | ] |
3% 4% 5% 6% 7% 8% 9%

% of Branded TRxs With Offset

Source: Wolters Kluwer PTD July 2010 - fune 2011, Amundsen Analysis




Support for Key Defenses (cont’d)

= Alleged harm: Increased branded drug costs where other less
expensive therapies are available.

= Defense: Many of the co-pay coupon programs offered by

manufacturers are for specialty drugs that lack more affordable
substitutes.

— The Amundsen Group estimates that specialty branded drugs that lack
less expensive alternatives represent just over 51 percent of
manufacturers’ total annual spending on co-pay coupon programs.®

e Raises the issue of what “equivalent” therapies are — a sensitive and
politicized issue.

9 Mason Tenaglia, Copay Cards and Coupons: Letting the Facts Get in the Way, PHARMEXEC.COM (Jan. 1, 2012),
http://www.pharmexec.com/pharmexec/Commentary/Letting-the-Facts-Get-in-the-Way/ArticleStandard/Article/detail/755091.




Support for Key Defenses (cont’d)

23

Defense: Data suggests that it is more likely that the increase in

costs seen by insurers has not been driven by patients choosing
more expensive drugs, but rather by patients who would have
otherwise gone untreated due to high out-of-pocket expenses and
by improved adherence to treatment plans.

— However, critics may still point to ROl rates on these co-pay coupon
programs in attempting to establish damages.

— That said, we are aware that some Congressional members have
encouraged, in certain circumstances, manufacturer-sponsored co-
pay coupon programs to alleviate the financial burden on low-
income, uninsured, or underinsured individuals.




Support for Key Defenses (cont’d)

= While the graph is based on a sample of Medicare patients, it reflects broader
patient tendencies to abandon prescriptions when faced with large co-pays. Thus,
the study concludes that a substantial portion of drug manufacturers’ ROI likely
comes from patients who would have gone untreated had the co-pay coupon

program not been in place.

= Defense: Large co-pays appear to interfere with appropriate utilization.

40%

35%

30%

25%

20%

15%

10%

5%

% of New to Brand TRxs Reversed

0%

Medicare Reversal Rates by Co-Pay Cohort
Specialty Markets: TNF Inhibitors, Hepatitis B, CML and Multiple Sclerosis Combined
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<$25 00P* $25-$49 0OP  $50-$99 OOP $100-$299 OOP  >$300 OOP

*00P = Qut of Pocket Source: Wolters Kluwer PTD July 2010 - June 2011, Amundsen Analysis
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Support for Key Defenses (cont’d)

= The study also found improved treatment adherence rates associated with co-
pay coupon use — another substantial source of drug manufacturers’ ROI

according to the report.

=  Defense: Overall health care costs should be reduced by such improved

adherence.
Impact of Co-Pay Offset Program on Patient Adherence to BRAND
275 270
+20 days
g
§ 250 ...
F—4
=
[=]
4
«©
& 205 - +40 days
°
s 210
& | N B
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2
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$25 ECP Co-Pay %25 Co-Pay $50 Co-Pay
$60 Co-Pay Control Group 2: Control Group 1:
reduced to $25 Paying $25 w/0 Paying $60 w/0
w,/Co-Pay Card Co-Pay Card Co-Pay Card
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Effect of Moving Patient from $60 to $25 Co-Pay

Source: Wolters Kiuwer PTD July 2010-June 2011, Amundsen Analysis

On therapy longer than
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Receive more days of therapy
than expected based on initial
co-pay level

Total Impact:
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Support for Key Defenses (cont’d)

= Defense: Even where co-pay coupon programs exist for branded drugs, the use of
coupons does not appear to be as prevalent as some might believe.

— Though patient use of co-pay coupons increased from 2010 to 2011, such use was
reportedly limited to less than 5% of dispensed brand prescriptions.

Use of Copay Coupons and Vouchers

% Total Claims
Associated with
Copay Card

Average Subsidy

3.8%

2.4%

2010 2011 2010 2011

Source: IMS Health, Lifelink, Dec. 2011
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Litigation Factual Analytics:
Other Plaintiff Arguments

Potential Arguments Potential Analytics - Identify Evidence Supporting:

Co-pay coupons have been » FDA: Prescription Drug Marketing Act (PDMA) restrictions on counterfeiting
implicitly endorsed by and/or trafficking of co-pay coupons, FDA direct-to-consumer guidance on
government agencies money saving methods.

» CMS: Medicaid Drug Rebate Program specifically exempts co-pay coupons
from pricing calculations.

» Sunshine: Vermont disclosure laws include co-pay coupons in definition of
product sample, and does not include coupons among banned activities (e.g.
gifts).

» Massachusetts: Now allows coupons

Co-pay coupons do not waive Utilize coupon and plaintiff payment data to test, with the goal of definitively
co-pay and instead simply proving, that no co-pays were waived.
divide the payment

No assumption of risk in any aspect of agreement

Cards revocable at will

No payment of premium (or anything) to manufacturer by patient
Any parallel provisions from insurance or consumer arenas?

Co-pay coupons are not a
form of secondary insurance



Litigation Factual Analytics:
Other Plaintiff Arguments (cont’d)

Potential Arguments Potential Analytics - Identify Evidence Supporting:

Co-pay coupons processing is ¢ Efficiency & consistency with industry practice
not designed to hide activity in
a “shadow system”

» Refute payer lack of knowledge as vendor business requirement, value
proposition, requirement or assessment criteria.

* APLD data as credible back-end alternative.

The TPA vendor relationship » Normal customer/vendor relationship with focus on positive goals and efficient
was normal operating performance
relationship and not a RICO .

No overlapping leadership, common training or other indicators of an

enterprise enterprise.

Potential facts related to proximate cause?

AWP was not relevant and/or » Manufacturer reporting periods
not misstated Prior settlements and indemnifications
Government pricing and/or litigation definitions of key terms (e.g. WAC)



Litigation Factual Analytics:
General Context

Potential Arguments Potential Analytics - Identify Evidence Supporting:

Plaintiff's are not the unwitting ¢ Analyze history of plan payment mechanisms and tiers
and/or helpless victims that * Analyze commercial alternatives such as co-pay differentials, formulary
may be implied. rebates, mail order, and various utilization management techniques.

Information provided about the = Examples include growth/dollar projections, correlation of coupons to spend
environment unsupported, changes, drug price differentials, etc.
unlikely and/or inaccurate.
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Litigation Risk Analysis:
Numerical Analysis with All Data

ggfﬁtn tial Starting — All drug reimbursements associated with coupons

Price Analytics

B Utilization Analytics
* Generally Plan Dependent *
Incremental Cost Analysis
Plan Tier Relevance * Consider Applicability of
. “No Drug” Option *
Tier 2 Preferred
* Potentially Diagnosis Dependant
OR
_ _ Price Differential
Tier 4 Specialty Between defendant’s product
> . and most likely alternative
Potential Adjustments s AND/OR 3 therapy
. .
Include (but are not p» Coupon Driven Identification ;1 AND

Rebates Paid

Alternative therapy and
defendant’s product (if any)

limited to)

Controls e.g. Coupon

Prior Auth, Amount < Tier
Step-Therapy Differential

A AND/OR

¢ ANDTOR

2B Plan Preferred
Competitor
also has

Other $ Adjustments

“Normal” (No-

Coupon) Rate
of Usage

Dispensing fee
Coupon

Analysis Point
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Litigation Factual Analytics:
Numerical Analysis with Limited Data

. Coupon utilization % Estimated reimbursement amount
First Pass (from Defendant’s data) (e.g. AWP — 15%)

—

Adjustments
(run multiple
times with
different B
assumptions to
arrive at high/low
range)

Utilization Analytics Price Analytics
Plan Tier Analysis Incremental Cost Analysis
Alternatives

Estimate of tier 2 and/or tier 4

allocation Highest cost alternative based
on commercial understanding

OR

Highest cost alternative based

on alternatives named in

Market Analysis compliant
OR

Estimate of pre-coupon market Lowest cost alternative named
pshare P in complaint
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Manufacturers’ Compliance Approaches Pre-Litigation

* To minimize risk, manufacturers have taken a wide variety of compliance
approaches in their respective co-pay coupon programs.
— General initiatives
e Limiting the number of coupons distributed to patients
— FHCP initiatives

e Instituting front-end and back-end checks to prevent coupon use by FHCP
beneficiaries

— Private payor initiatives
e Providing notification of coupon use to pharmacies and/or payors

e Reducing the total discount provided to patients by instituting minimum patient
responsibility amounts or caps (or both)

e Some transparency letters to payors (interesting, no history of opt-out requests)
e Some government disclosures in the form of price reporting, assumption letters
— State-specific initiatives
e Voiding coupon programs in Massachusetts, though some manufacturers have
adopted a broader approach by voiding the program in other states
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Manufacturers’ Compliance Approaches Post-Litigation

= |t appears that most manufacturers have not made material alterations to
their co-pay coupon programs since the litigation ensued earlier this year.

Question Results
Front-end checks: Do you have “patient Slightly more than 50% of responding
activation” requirements to screen out manufacturers have implemented front-end

federal health care program (FHCP) enrollees, checks.
including Part D enrollees?

Back-end checks: Have any of your vendors 0% of responding manufacturers were aware
implemented safeguards to ensure of vendors implementing back-end checks.
compliance with “patient activation”

requirements?

Have you materially altered your co-pay 0% of responding manufacturers have made
coupon programs since the Community material alterations.
Catalyst litigation ensued earlier this year?
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Recent Legislative Changes in Massachusetts
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Mass. Gen. Laws ch. 175H, § 3: The state anti-kickback statute shall not apply...

“to any discount or free product vouchers that a retail pharmacy provides to a
consumer in connection with a pharmacy service, item or prescription transfer offer or
to any discount, rebate, product voucher or other reduction in an individual’s out-of-
pocket expenses, including co-payments and deductibles, on: (i) any biological product
... or (ii) any prescription drug provided by a pharmaceutical manufacturing company,
... that is made available to an individual if the discount, rebate, product voucher or
other reduction is provided directly . . . to the individual or through a point of sale or
mail-in rebate, or through similar means; provided, however, that a pharmaceutical
manufacturing company shall not exclude or favor any pharmacy in the redemption of
such discount . ..”

Potential interpretive issues:

What are the permitted distribution channels for the co-pay coupons?

How should we interpret the omission of “co-payments and deductibles” after section
(ii)?

Are biological products not subject to the same restrictions as prescription drugs?
What does it mean to “exclude or favor” any pharmacy?

How might the Attorney General or Courts interpret the statute?




How to Respond to the Recent Activity Surrounding
Co-Pay Coupon Programs?

* The co-pay coupon litigation highlights the importance of
preventing federal health care program (FHCP) beneficiaries from
using co-pay coupon programs.

— In most suits alleging health care fraud against drug manufacturers,
claims are typically filed under the Federal False Claims Act (FCA)
and/or the Federal Anti-Kickback Statute (AKS) and their state
equivalents, if applicable.

e Under the FCA whistleblower provisions, complaints usually originate as
qui tam actions with eventual intervention by the federal government.

— However, neither the FCA nor the AKS is clearly applicable to drug
manufacturers’ co-pay coupon programs so long as the coupons are
not extended to FHCP beneficiaries.

e That said, qui tam actions may still arise if the Relator alleges that though
the coupon program, as advertised, did not extend to FHCP programs, the
coupons, in practice, were distributed to FHCP participants nonetheless.
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How to Respond to the Recent Activity Surrounding
Co-Pay Coupon Programs? (cont’d)

= For FHCP beneficiaries:

— With regard to retailers, the U.S. Department of Justice has already
intervened where retailers were alleged to have issued gift cards to FHCP
beneficiaries for prescription transfers.

e F.g., Walgreens agreed to pay $7.9 million to settle FCA allegations that it had
offered FHCP beneficiaries illegal inducements in the form of $25 gift cards for
prescription transfers, despite the fact that the program advertisements
stated that the offer was not applicable to government programs.°

— With regard to manufacturers, the Office of Inspector General (OIG) has
indicated that coupon programs may become an area of focus of
additional guidance and monitoring in the coming years.

e By fiscal year 2014, the OIG plans to issue manufacturer safeguards to protect
against Medicare beneficiaries using co-pay coupons to obtain Medicare Part
D drugs.!!

10y.S. Department of Justice, Press Release, Walgreens Pharmacy Chain Pays $7.9 Million to Resolve False Prescription Billing Case (Apr. 20, 2012).
11 Office of Inspector General, Fiscal Year 2013 Work Plan, available at https://oig.hhs.gov/reports-and-publications/archives/workplan/2013/Work-
Plan-2013.pdf.
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How to Respond to the Recent Activity Surrounding
Co-Pay Coupon Programs? (cont’d)

= For FHCP beneficiaries (cont’d)

— However, the relationship of co-pay coupon programs to qualified
health plans (QHPs) offered through the state-based exchanges
established under the Patient Protection and Affordable Care Act
(PPACA) is less clear.

e Do Exchange QHPs fall within the definition of FHCPs?

— Definition of FHCP: “any plan or program providing health care
benefits, whether directly through insurance or otherwise, that is
funded directly, in whole or part, by the United States Government
[other than the Federal Employees Health Benefits Plan].”12

— PPACA (i) grants Federal funds to the States for the initial
establishment of Exchanges until January 1, 2015; and (ii) requires
the Federal government to pay subsidies on behalf of certain low-
income individuals directly to QHP issuers.13

1242 U.S.C. § 1320A-7b(f).
13 See PPACA, Pub. L. No. 111-148, §§ 1311(a)(1), 1412(c)(2)-(3).
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How to Respond to the Recent Activity Surrounding
Co-Pay Coupon Programs? (cont’d)

38

As drug manufacturers reflect on how to respond to the recent litigation,
several factors are worth considering when assessing the level of risk
associated with various co-pay coupon programs.

Where might the greatest areas of risk lie?
— Extending coupons to FHCP beneficiaries?

— Creating coupon programs that undermine existing formulary
structures?

— Offering coupons on:
e Expensive products?
e Products with lower cost therapeutic alternatives?

e Products with high utilization, or whose utilization will increase as
a result of the co-pay coupon program?




Questions?
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