Remarks of Congressman Henry A. Waxman
Center for Business Intelligence
Sth Annual Forum on Generic Drugs

November 17, 2005

Last year was the 20™ anniversary of the law that is commonly
referred to as Hatch-Waxman. It was an important step towards creating
common sense limitations on the monopoly power of large
pharmaceutical companies. Although there is certainly room for some
improvements in the law, I’'m proud to say that, over the past 20 years, it
has enjoyed a great deal of success in promoting competition and

lowering drug prices.

Despite the significant achievements of the Hatch-Waxman Act,
however, there has also been a counter-reaction, a step backwards. We
have seen efforts by the major pharmaceutical companies to find
loopholes in the law and turn them toward their advantage. Their efforts
have had the unfortunate consequence of significantly slowing our

progress toward rapid access to low-cost generic drugs.

Authorized Generics



Let me first turn to one of the more recent tactics used by brand-
name companies to delay generic competition: the practice of so-called

“authorized generics.”

Brand-name drug companies have increasingly been putting
“authorized generics” onto the market just as the first generic competitor
is set to begin its 180 days of exclusive marketing. As you know, the
Hatch-Waxman Amendments created this incentive for generic
companies who challenge patents on the brand name drug — in exchange
for undertaking the costs and risks of patent litigation, the successful
challenger is given 6 months of marketing without any other generic

competition.

The practice of using authorized generics could substantially
reduce the value of the 180-day exclusivity to the generic drug
manufacturer who challenged the patent. The practice raises the serious
possibility that generic drug manufacturers may stop challenging patents

-- at least in the substantial numbers they have up until now.

The consequences of leaving inappropriate patents in place are far-
reaching: it threatens to significantly delay generic competition, forcing
consumers, businesses, and governments to unnecessarily pay monopoly

drug prices for much longer periods. This has got to be a concern.



So I have recently asked the FTC to conduct a study of the
economic impact of authorized generics and I was joined in this request
by others in congress. We learned last week that the FTC has agreed to
conduct this study.

As you may remember, in 2002, the FTC issued a similar report
detailing the variety of tactics then being used by the pharmaceutical
industry to delay generic competition. In part as a result of the FTC
study, Congress passed legislation in 2003 closing loopholes in the

Hatch-Waxman Amendments.

I do not believe it is a coincidence that, soon after these loopholes
were closed, we witnessed the rise of the new tactic of authorized

generics.

We have recently seen a growing recognition by members of
Congress that if brand-name companies are going to use authorized
generics to thwart generic competition, at the very least, they should be
forced to account for the profits they receive. For example, the House
Energy and Commerce Committee’s budget reconciliation package
included changes to the Medicaid drug reimbursement program that

would require brand-name companies to include the price of “authorized






