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A number of watershed moments in the ght to protect
consumers from predatory pharmaceutical pricing and
marketing have occurred in the past year. We had hoped that in
the wake of continuing drug safety scandals (Vioxx, Celebrex,
Paxil, Avandia, Ketek, ad in nitum) Congress would break
free of its addiction to pharma cash and take forceful action to
rein in the pharmaceutical industrys excesses. When Congress
passed some incremental reforms but did little to address
underlying problems, these hopes were largely dashed. The
industry continued to spend record amounts (more than $5
billion in 2006) on step right up, carnival-barker advertising
pitches to consumers for the latest Wonder Drug, notoriously
absent of anything wondrous.

With continuing anemic FDA enforcement and oversight,
chronic Congressional absent spine syndrome, and daily
revelations of the industrys willingness to bend, skirt and

out the law, the past year underscores that the Courts are still
the last best hope for consumers harmed and ripped off by
pharmaceutical greed. As Judge Jack Weinstein expressed in a
case concerning off-label marketing of Eli Lillys drug, Zyprexa,

Under the present organization of the pharmaceutical industry,
the of cial federal Food and Drug Administration (FDA), and the
plaintiffs bar, the courts are arguably in the strongest position to
effectively enforce appropriate standards protecting the public from
fraudulent merchandising of drugs.

The past year has also underscored the importance of PAL

and its 130+ coalition organizations for protecting consumer
interests in pharmaceutical class action lawsuits. PAL is the
unof cial but highly recognized representative of consumers
and small third party payors in this realm of litigation. When
necessary, we are also the squeaky wheel. In the key cases
described in this newsletter, our participation and intervention
has made a signi cant difference: in which cases are brought
before Courts, how much money returns to those who ve been
harmed, and how consumers are noti ed about their rights in
settlements.

There were spectacular highs during the year: A settlement
between PAL members and First Databank made national
front-page news and is fundamentally changing how drugs are
priced and paid for in the U.S. The rst trial in the Average
Wholesale Price case resulted in a 183-page decision that
found three drug companies liable for lying about the prices of
key drugs. Five new settlements in drug price cases were also
announced. Yet there also were some disappointing lows: The
New Jersey Supreme Court refused to uphold certi cation of
a national class of third party payors that paid for Vioxx. The
Third Circuit Court of Appeals held that a class of Nexium
purchasers deceptive marketing claims were preempted by the
FDAs authority.

Both the wins and losses show that the world of
pharmaceutical class actions is not for the faint of heart or
those who need instant grati cation. Fighting against the tactics
of the pharmaceutical industry and its army of lawyers is a slow,
long ght. Butitisa ght that goes to the heart of the question
of whether our health care system is designed to promote health
or to protect corporate pro ts. PAL has been in this ght for six
years, and will be in it for as long as it takes.

We are grateful to all our coalition members and to our
supporters, particularly the members of our Leadership Circle,
who are featured on p.3.
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Labor unions and their bene t funds are a core constituency
in PAL. They work every day to provide health care and drug
coverage to their members while also reducing costs. It is not
surprising that unions, who have always used the power of
solidarity to defend their members rights, are now using that
same power to protect them against drug company greed.

A shining example of a union ghting this good ght is the
New York City Sergeants Benevolent Association (SBA),
which represents approximately 12,000 active and retired
NYPD sergeants, who, as their website describes, are the
of cers who stand at the frontline of our nations largest
metropolitan police department.

The SBA Health & Welfare Fund joined PAL two years ago
and wasted no time in getting involved. They are a plaintiff in
a lawsuit that alleges that Eli Lilly & Co. illegally promoted its
atypical anti-psychotic drug Zyprexa for uses not approved by
the FDA. Such promotions have become all too common, and
cause funds like the SBAs to pay too much for prescription
drugs or, in many cases, to pay for them when they are not even
needed. As SBA President Ed Mullins describes,

As sergeants in the NYPD, we see rsthand the consequences
resulting from the lack of concern the drug companies have for

the health and well-being of some of the sickest members of our
society. The drug companies put pro ts rst. This was clearly

re ected in a recent event in New York, where of cers, including a
sergeant, had to take action against a person assaulting numerous
innocent persons with a knife. This assailant had stopped taking
his prescribed anti-psychotic medications due to his inability to
pay the over-in ated costs. Was this incident a result of overzealous
drug representatives misrepresenting the effectiveness of expensive
brand drug in lieu of a generic drug? If this assailant had been on a
regimen with a generic drug, could this event have been avoided?

The SBA is ghting to contain the skyrocketing cost of
prescription drugs on other fronts as well, such as those caused
by Pharmacy Bene t Managers. In 2005, the SBA created True
Health Bene ts (THB), a non-pro t coalition helping union
funds share information and work with peers, industry experts
and clinical pharmacists to create long-term savings in the
delivery of pharmacy bene ts.

THB s mission is to make the confusing world of pharmacy
bene ts more understandable for the people who actually pay
the bill, said Mullins. THB works to target PBM practices that
improperly boost PBM pro ts and drive up costs for union
plans, such as PBMs retaining rebates or spreads and driving

up drug usage. This

has lowered fund costs

by realigning PBM cash
ows back to the member

funds, said Mullins.

Like our friends and allies
at PAL, we nd it necessary
to pursue the moral high
ground, continued Mullins. It is our experience that the
predators of the streets pursue their interests at any cost.
So do the decision makers in many corporate board rooms.
We are very happy to be involved with such a praiseworthy
organization as PAL, and we believe that can work together to
address these injustices with our union brothers and sisters.

It is organizations like the SBA that make PAL what it is, and
enable us to confront illegal drug industry tactics that might
otherwise go unchallenged.

If your organization is interested in joining PAL, please contact
us at 617-275-2931 or by e-mail at: pal@communitycatalyst.org.
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These are brief summaries of major developments in the past
year in key cases brought by PAL members. For full details,
visit prescriptionaccess.org and click on  Lawsuits &
Settlements. For regular updates, visit PALS blog at
www.prescriptionaccess.org/blog

Type of case: Drug pricing fraud

PAL plaintiffs: Health Care for All (Mass.) and Pipe tters
Local 537 Trust Funds

Development: Three settlements, and trial nding
3 defendants liable

Allegations: Dozens of defendants allegedly in ated the
Average Wholesale Prices of hundreds of physician-
administered drugs (primarily used for cancer treatment)
covered by Medicare Part B, and marketed the spread (the
difference between what a doctor paid for a drug and how
much they were paid by Medicare) causing Medicare recipients,
Medigap insurers, and others to overpay for these drugs.
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Since 2001, over 130 organizations have joined the PAL
coalition. Coalition members range from small groups in one
city or neighborhood to national organizations with millions of
members. They include consumer, senior citizen, health care,
womens health, and legal aid organizations, as well as unions,
union bene t funds and nonpro t health plans. They are
united in their commitment to challenging and ending illegal
pharmaceutical industry practices. In the past year, 14 new
groups joined PAL. These include:

+ 1199SEIU Bene tand Pension Funds (NY)

¢ AlohaCare (HI)

+ Change to Win

+ Civil Service Employees Association/AFSCME Local 1000 (NY)
+ Goddard Riverside Community Center (NY)

+ Gray Panthers of Oregon

+ International Association of Machinists & Aerospace Workers

+ IUOE Local 4 Health & Welfare Fund (MA)

+ National IAM Bene t Trust Fund

+ Oregon Association for Retired Citizens

+ Sergeants Benevolent Association Health & Welfare Fund (NY)
+ Service Employees International Union (SEIU)

¢ TeamstersCare (MA)

¢ United Federation of Teachers Welfare Fund (NY)

PAL members play a vital role. They act as plaintiffs in

class action lawsuits, help alert individual consumers about
class action lawsuits and settlements they may be eligible to
participate in, educate their members about the policy issues

raised in PAL cases, and sign on to friend of the court briefs
and letters to legislators and regulators.

If your organization is interested in joining PAL, or if you know
of organizations that we should reach out to, please contact us
at 617-275-2931 or pal@communitycatalyst.org. To view a full
list of coalition members, visit prescriptionaccess.org and click
on Coalition.
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In January, PAL announced the formation of a
Leadership Circle of attorneys and rms active
in pharmaceutical and consumer class actions.
The members of the Leadership Circle provide
invaluable support, feedback and guidance to
PAL. The founding members are:

AARP Foundation Litigation
Chimicles & Tikellis LLP

Harke & Clasby LLP

Hoffman & Edelson LLC
Krakow & Souris

Sadin Law Firm

Spector Roseman & Kodroff, PC
Wexler Toriseva Wallace LLP

Steve Berman -
Hagens Berman Sobol Shapiro LLP

James R. Dugan, |1
The Dugan Law Firm LLC

Joseph Lipofsky -
Zwerling, Schachter & Zwerling LLP

David Nalven -
Hagens Berman Sobol Shapiro LLP

Ed Notargiacomo -
Hagens Berman Sobol Shapiro LLP

Thomas Sobol -
Hagens Berman Sobol Shapiro LLP

George Zelcs -
Korein Tillery LLC

If you or your rm is interested in supporting
PAL and in joining the PAL Leadership Circle,
please contact us at 617-275-2822 or
alex@communitycatalyst.org.
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Updates:

¢ August 2006: GlaxoSmithKline agreed to settle the case
against it for $70 million.

+ Fall 2006: The rst trial in the case was held, concern-
ing claims of two of the three certi ed classes against four
defendants: AstraZeneca, Bristol-Myers Squibb, Johnson &
Johnson and Schering Plough.

+ May 2007: AstraZeneca agreed to settle some of the claims
against it, for $24 million.

¢ June 2007: The Court issued a 183-page decision the trial
that took place in Fall 2006, nding that AstraZeneca,
Bristol-Myers Squibb, and Warrick (a subsidiary of Schering
Plough) illegally in ated and marketed the spread for certain
drugs. The Court is still considering the calculation of dam-
ages. Shortly after, Bristol-Myers Squibb announced that they
had agreed to settle the remaining claims against them for $13
million. That settlement has not yet been led.

Type of case: Drug pricing fraud

PAL Plaintiffs:
AFSCME District
Council 37 Health &
Security Plan and the
New England Carpenters
Health Bene ts Fund

Development:
Settlement and class
certi cation

Allegations: First

Databank, the main publisher of wholesale drug price information
& McKesson Corporation, one of the three largest U.S. drug
wholesalers allegedly conspired to arbitrarily add a 5% increase

in the Average Wholesale Prices published by First Databank,
for hundreds of drugs. This increase led to billions in unnecessary
overpayments for prescription drugs by consumers and

health plans.

Update:

+ October 2006: First Databank agreed to settle the case against
them, agreeing to roll back this additional 5% on not just the
drugs alleged in the complaint, but also on numerous other
drugs. The drugs whose prices will be reduced by this roll back
represent 95% of retail branded drug sales. First Databank also
agreed to cease publishing AWP data within two years of the
Courts approval of the settlement, on the condition that no
competitor continues publishing similar AWP data.

« May 2007: A settlement was reached with First Databanks only
real competitor, Medispan. A settlement and complaint were
led simultaneously, and the provisions mirrored those in the
First Databank settlement.

¢ August 2007: The Court certi ed the case as a national class
action on behalf of two separate classes: consumers and third
party payors.

These settlements will have a huge impact on drug pricing in the
United States. Virtually every insurer, health plan, union bene t
fund and self-insured employer in the country pays for drugs
based on the Average Wholesale Price. The other defendant in
the case, McKesson, has not settled, and the case against it
proceeds aggressively.

The First Databank/Medispan/McKesson case is a perfect
illustration of the PAL strategy: consumer advocates, unions and
others challenging illegal drug industry behavior through the
Courts, and achieving major changes in industry practice

as a result.

Type of case: Deceptive marketing

PAL Plaintiff: AFSCME District Council 47 Health & Welfare
Fund, North Carolina Fair Share, United Senior Action of Indiana,
Wisconsin Citizen Action

Development: Appeals Court upheld dismissal
Drug used for: Heartburn and esophageal erosions

Allegations: AstraZeneca allegedly deceptively marketed Nexium
as an improvement over its predecessor, Prilosec, despite the fact
that Nexium is no more effective than Prilosec.

Update: In November 2005, the Judge hearing the case dismissed
it, on the grounds that the claims were preempted by the FDAs
authority to approve prescription drug labels. In August 2007,

two of the three judges on the 3rd Circuit Court of Appeals panel
hearing the appeal af rmed the dismissal. However, the third judge
dissented, arguing that the claims presented in the case are not ones
that the FDA addressed when reviewing the drug for approval and
therefore should not be preempted.

Type of case: Deceptive marketing
PAL Plaintiff: None
Development: Signi cant improvements to settlement

PAL itself acted as objector to settlement

Drug used for: Major Depressive Disorder, Obsessive Compulsive
Disorder, Panic Disorder and others

Allegations: The makers of Paxil™ and Paxil CR  allegedly
marketed the drugs for use by children and adolescents while
withholding and concealing negative information concerning its



safety and effectiveness (speci cally, that children and adolescents
taking Paxil had an increase in suicidal thinking). The defendants
in the case agreed to a $63.8 million settlement. This settlement
originally limited eligible consumers who could not produce
receipts to a $15 payment, and put an arbitrary and unfair overall
$300,000 cap on such undocumented claims (less than 1/2 of
1% of the total settlement).

Update: PAL and Public Citizen led a formal objection to the
settlement, and appeared at the fairness hearing held by the Court,
arguing that the limits on undocumented claims and other
settlement provisions were unfair, and that the settlement should
not be approved. As a result of our objection, the settlement was
signi cantly improved. Consumers without receipts will now
receive up to $100, and the $300,000 cap on such claims has been
eliminated.

This settlement, and our objection, underscores the importance
of having consumers and their advocates actively involved in
pharmaceutical class actions, to ensure that settlements genuinely
bene t the consumer class members, and not just the attorneys
bringing the case.

Type of case: Antitrust

PAL Plaintiff: SEIU Health & Welfare Fund
Development: National class action certi ed
Drug used for: HIV/AIDS treatment

Allegations: Norvir, a protease inhibitor, is used in conjunction
with other protease inhibitors as a booster. Abbott also makes a
combination pill, called Kaletra, that contains Norvir and another
protease inhibitor. In December 2003, Abbott Laboratories raised
the price of Norvir by 400%, while keeping the price of Kaletra
the same. The case alleges that Abbott tried to leverage its

legal monopoly over Norvir to gain an illegal monopoly over the
protease inhibitors that use Norvir as a booster.

Update: In June 2007, the Court certi ed a national class with
separate subclasses for consumers and third party payors. In
September 2007, the 9th Circuit Court of Appeals denied Abbotts
request to reconsider the class certi cation.

Type of case: Antitrust

PAL Plaintiff: AFSCME District Council 37 Health &
Security Plan

Development: Case led

Drug used for: Narcolepsy, Obstructive sleep apnea/Hypoapnea
Syndrome, and Shift work sleep disorder

Allegations: Cephalon, Teva, Ranbaxy, Barr and Mylan allegedly
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conspired to keep cheaper generic versions of Provigil off the

market by agreeing to delay the entry of generic versions until 2011

or 2012 as part of a patent infringement settlements (so-called
reverse payment settlements ).

Type of case: Deceptive marketing

PAL Plaintiff: AFSCME District Council 37 Health &
Security Plan

Development: Settlement

Allegations: EMD Serono allegedly fraudulently marketed its
anti-AIDS wasting drug, Serostim, by promoting the use of an
unapproved medical device that incorrectly diagnosed people as
having AIDS wasting, and by marketing Serostim to doctors for
uses that were not approved by the FDA.

Update: In February, 2007, EMD Serono agreed to settle the case
for $24 million. The Court held a nal fairness hearing in October
2007, and nal approval of the settlement is pending. PAL helped
notify over 400 AIDS advocacy organizations across the country
about the settlement.

Type of case: Deceptive of abel marketing

PAL Plaintiff: Sergeants Benevolent Association Health &
Welfare Fund

Development: Summary Judgment Denied
Drug used for: Schizophrenia and Bipolar Disorder

Allegations: Eli Lilly and Co. allegedly promoted Zyprexa for off-
label uses (uses not approved by the FDA), including for use in
children and for treatment of dementia.

Update: In June 2007, the Judge hearing the case denied motions
for summary judgment by both Eli Lilly and the plaintiffs. In its
order, the Court issued a sharp rebuke to the FDAs

inadequate oversight of prescription

drugs, stating: Under the

present organization of the

pharmaceutical industry, the

of cial federal Food and Drug

Administration (FDA), and

the plaintiffs bar, the courts are

arguably in the strongest position

to effectively enforce appropriate

standards protecting the public from

fraudulent merchandising of drugs.

(Opinion, pp. 3 4)

To learn more about any of these cases,
visit prescriptionaccess.org and click on
Cases and Settlements
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PAL also works to challenge illegal and deceptive tactics of the
pharmaceutical industry through legislative advocacy, regulatory
testimony and amicus curiae ( friend of the Court ) briefs. Below
is a summary of PALs other advocacy projects in the past year:

PAL joined an amicus brief in the case of Riegel v. Medtronic,

in which a patient sued the manufacturer of a balloon catheter,
alleging that it had burst during his angioplasty. Medtronic
moved to dismiss the case on the grounds that the claims were
preempted by the Food, Drug and Cosmetics Act (FDCA). The
Court agreed, dismissed the case, and the 2nd Circuit Court of
Appeals af rmed. The Supreme Court agreed to hear the case.

Drug and medical device company defendants have been
aggressively pushing preemption defenses in cases that seek
to hold them accountable for product defects, deceptive
marketing and the like. Unfortunately, in the past several years
the FDA changed its long-standing position that such claims
are not preempted, and has instead been aggressively supporting
these preemption arguments. PAL believes that this analysis is
incorrect and is very concerned that preemption threatens to
deprive consumers of an opportunity to seek relief in Court
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and hold drug and device companies
accountable. For these reasons, PAL
joined an amicus curiae written by
Community Rights Counsel. The brief
argues that state law claims should only
be preempted when Congress clearly
expressed its intent to preempt them,
and that Congress did not clearly state
such an intent in its Medical Device
Amendments to the FDCA.

In April 2007, PAL and 20 organizations in the PAL coalition
wrote to the House Energy and Commerce Committee to
express our support for the Protecting Consumer Access to
Generics Act, HR 1902. The bill would ban so-called reverse
payment settlements. Brand-name drug companies routinely
le patent infringement lawsuits again generic companies
seeking FDA approval to market cheaper, equally effective
generic versions of brand-name drugs. Frequently, brand-
name companies will agree to settle these lawsuits, by paying
the generic drugmaker tens of millions in exchange for the
generic company s agreement to refrain from introducing a

Since 2001, there have been 10 settlements in 7 cases that PAL and its members have been involved in:

+ Buspar (case alleging suppression of cheaper generics) $90 million
+ Relafen (case alleging suppression of cheaper generics) $75 million
+ Augmentin (case alleging suppression of cheaper generics) $29 million
+ Lupron (case alleging price manipulation) $150 million
+ Serostim (case alleging fraudulent marketing) $24 million
+ GlaxoSmithKline AWP (case alleging price manipulation) $74 million
+ Astra Zeneca AWP (case alleging price manipulation) $24 million

« Bristol Myers Squibb AWP (case alleging price manipulation) $13 million (pending)

+ First Databank/Medispan

price rollback

TOTAL

$479 million






