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September 22, 2009

Senator Patrick Leahy, Chairman
Committee on the Judiciary

483 Russell Senate Office Building
United States Senate

Washington, D.C. 20510

Re: S. 369 -- “Preserve Access to Affordable Generics Act of 2009.”
Dear Chairman Leahy:

We are the nation's leading consumer rights organizations, Consumers Union, the
Consumer Federation of America, US PIRG and Community Catalyst. We writeto clarify our
position on S. 369 and to strongly urge you to include the provisions of S. 1315, proposed by
Senators Kohl and Nelson, in thefinal version of the bill.*

Although severa of our groups wrote to you earlier this year in support of S. 369, the
“Preserve Access to Affordable Generics Act” it was with the understanding that the legislation

! Thisletter explains why the Committee should include the provisions of S. 1315 in its approach to patent
settlement reform. AARP has already expressed its support for the provisions of S. 1315 in a letter sent to Senator
Nelsonin June of thisyear. Their letter is attached.
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would establish a bright line rule to prevent settlements that include exclusion payments. We
now understand that certain provisionsin the bill have been changed to require the FTC to
demonstrate that a settlement isillegal under a complicated and lengthy litigation process. If this
version of the bill is adopted consumers will suffer as branded and generic firms continue to
delay generic entry through exclusion payments.

Moreover, to strengthen the incentive for generic firms to challenge patents any reform
efforts must eliminate a bottleneck created by the market exclusivity provisions of the Hatch-
Waxman Act. Legidation proposed by Senators Kohl and Nelson (S. 1315) will correct the
incentive system under the Hatch-Waxman Act to give later filers the opportunity to sharein
market exclusivity. Manipulation of the exclusivity provision is the cause of theseillegal
settlements and reforming these provisions is necessary to eliminate the settlement problem.

Through the Hatch-Waxman Act, Congress created important incentives for generic firms
to challenge pharmaceutical patents or invent noninfringing versions of the drugs. Sinceits
enactment, generic firms have successfully challenged hundreds of patents, leading to early entry
and billions of dollarsin savingsto consumers. Until recently, Congress' patent-challenge
program had been a huge success; generic firms prevailed in more than 73% of the challengesto
pharmaceutical patents.

To protect their patents from these legitimate, successful challenges, branded
pharmaceutical manufacturers began in the late 1990s to make huge cash payments to the generic
firmsin exchange for withdrawing the patent challenges and staying out of the market. For
example, in arecent case involving the antibiotic drug Ciprofloxacin, Bayer paid its generic
competitors $398 million in exchange for the generics’ agreement to stay out of the market for 6
1/2 years of the remaining 7-year life of the patent.

Rarely have the results of antitrust cases had as profound an effect on consumers as have
the results in the pharmaceutical exclusion payment cases. Thereality issimple: if courts permit
exclusion payments, pharmaceutical patentees will use them to terminate patent challenges that
would otherwise generate billions of dollarsin consumer savings. The FTC has estimated that
the potential 1oss to consumers from these settlements over the next ten years will exceed $35
billion. It iscritical to prevent these exclusion payments so that consumers can benefit from a
competitive market for generic drugs.

The Revised S. 369 will Not Solve the Problem of Illegal Settlements

We have serious concerns about whether the current form of S. 369 will effectively open
up competition so generic drugs can provide consumers with more affordable options. We
understand the Committee has carefully evaluated a variety of conflicting factors in amending
the proposed legislation. We remain concerned about whether the legislation can cure the
competitive problems from these settlements.

First, these settlements harm competition from the day they are executed. The revised
statute creates an litigation process that may take several years, during which consumers will
suffer substantial harm and pay billions more in excessive drug prices. Take the Cipro case asan
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example. The case wasfiled in 2000 and is still ongoing. In that case it took six years from the
time the district court issued its summary judgment decision and the Second Circuit held oral
argument.

Second, even though there is a presumption placed against these settlements, the bill asit
stands creates numerous opportunities for parties to construct settlements that will ultimately
harm consumers. In the past, both branded and generic firms have responded to changesin the
law by entering into more sophisticated and complex settlements to attempt to hide theillegal
payments. We would expect that these firms would respond in a similar fashion and manipulate
the loopholesin this legidation to delay the entry of rival generic drugs. Adding complexity to
this effort will only create afruitful environment for more imaginative settlements that will harm
CONSUMEY'S.

Third, the legiglation would make these agreements a violation of only the FTC Act.
Only the FTC would have authority to challenge reverse payments, since DOJ and private
plaintiffs have no authority under the FTC Act to sue for violations. The probable result of
limiting the legidlation to the FTC Act would, therefore, be to require the FTC to commence new
and independent proceedings with regard to each drug that is the subject of a reverse payment
agreement. Given the large numbers of these agreements, the need for multiple enforcement
proceedings could overwhelm the FTC's resources. Private litigation is essential to policeillegal
patent settlements and some of the most important challenges to exclusionary settlements were
brought by private plaintiffs without any FTC action.

S. 369 Should be Amended to Eliminate the Exclusivity Bottleneck

In addition, as we suggested in our previous letter, any attempt to remedy the patent
settlement problem must attack the true source of the problem: manipulation of the 180-day
exclusivity period. Reverse payments are simply a symptom of the greater problem: the fact
that under the existing Hatch-Waxman structure, only the first to file to challenge the patent has
the right to market exclusivity. By limiting that right only to the first to file, Congress creates the
incentive to enter into these settlements and deters other firms from challenging invalid patents
or inventing noninfringing uses of the patented drug. Ultimately consumers |ose.

As this Committee knows, the 180-day exclusivity period is the major reward for generic
entry. After that period expires, profits are relatively minimal. Congress enacted the 180-day
exclusivity period, to encourage generic firmsto challenge patents. Originally courts interpreted
the statute to give that exclusivity period to the first firm to successfully challenge the patent.
Unfortunately, after the Mova decision, courts ruled that exclusivity went only to thefirst firm to
challenge the patent.

Since the Mova decision some branded and generic firms have found that the preferable
course to fighting a patent challenge is to settle and share the branded firm’s monopoly. In other
industries such a settlement may not be problematic because other firms can bring their own
challenges and enter the market. But thisis not true in the pharmaceutical industry — even if a
later filer succeeds in invalidating the patent it cannot enter until after the first filer enters and
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secures its 180-day period of exclusivity. Without any opportunity to secure market exclusivity,
thereislittleincentive for later filers to aggressively pursue patent challenges.

Every day that the first filer does not launch their generic drug, consumers lose out on
potential savings. The exclusivity period itself has created an incentive to engage in these patent
settlements, and only by attacking the exclusivity period will the patent issue be most effectively
resolved.

Senator Kohl and Nelson’s amendment provides a careful revision to the Hatch-Waxman
Act to eiminate this unnecessary bottleneck to generic competition. It providesthat if alater
filer successfully challenges a patent, it can share in the 180-day exclusivity period.

We urge you to include a provision that fixes the distorted incentives created by granting
the 180-day exclusivity period solely to thefirst firmto file achallenge. Itisin theinterest of
consumers for invalid patents to be challenged and for generic drugs to enter the market as soon
aspossible. AsS. 369 currently stands, potential subsequent filers have no incentive to
challenge patents and offer their low-cost aternatives to consumersin dire need of affordable
drugs.

The stated purpose of S. 369 is to “enhance competition in the pharmaceutical market.”
In order to create such a competitive market, Congress must eliminate the bottleneck of the
current exclusivity provisions and create an incentive for firmsto attack invalid patents or
patents that may not be infringed. The most appropriate approach to this problem is by including
the provisions of S. 1315. Legidation that clarifies exclusion payments as per seillegal and
provides an incentive for multiple firms to challenge patents would create such a market.

We appreciate your consideration of our views as you grapple with this vital issue.

Sincerely,

2 %7@*— Yy ctt
William Vaughan Travis Plunkett

Senior Policy Analyst Legidative Director

Consumers Union Consumer Federation of America
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Ed Mierzwinski Robert Restuccia
Consumer Program Director Executive Director
U.S. Public Interest Research Group Community Catalyst
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Appendix A
Consumers Union is the independent, non-profit publisher of Consumer Reports.

The Consumer Federation of America (CFA) is composed of over 280 state and local
affiliates representing consumer, senior, citizen, low-income, labor, farm, public power and
cooperative organizations, with more than 50 million individual members. CFA represents
consumer interests before federal and state regulatory and legidlative agencies, participatesin
court proceedings and conducts research and public education.

U.S. PIRG, the federation of state Public Interest Research Groups (PIRGS), stands up to
powerful special interests on behalf of the American public, working to win concrete results for
our health and well-being. With a strong network of researchers, advocates, organizers and
students in state capitols across the country, we take on the specia interests on issues, such as
product safety, political corruption, prescription drugs and voting rights, where these interests
stand in the way of reform and progress.

Community Catalyst is anational non-profit advocacy organization dedicated to making
quality, affordable health care accessible to everyone. Since 1997, Community Catalyst has
worked to build consumer and community leadership to transform the American health system.



