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Congress, FDA Reform, and Drug
Safety—Striking the Right Balance?
by Paul J. Seifert, J.D.

Linda O’Brien knows what it’s like to navigate the middle ground
of prescription medications, balancing the positive effects of those medications against
the possible negative side effects. Her two sons have attention-deficit/hyperactivity disorder (AD/HD), and both have taken medications for many years. O’Brien is coordinator
of the Eastern Wayne/Macomb County CHADD chapter in Michigan. She participated
in the National Health Council’s patient perspective project and in their February 2007
publication, “Patient Matters: Personal Stories About Access to Prescription Drugs.”
O’Brien understands the federal government must make
sure she has all the information about a medication in order for her to make the right choice for her family. O’Brien
worries, though, that if Congressional actions concerning
the Food and Drug Administration (FDA) are too stringent,
she could lose that choice and perhaps even lose access to
better medication.
“New concerns over drug safety are attempting to replace
thoughtful decisions made between a doctor and patient
with a one-size-fits-all bureaucratic solution,” she believes.
O’Brien, and many Americans, is watching Congress as
it considers legislation to improve drug safety.
The Prescription Drug User Fee Act (PDUFA), enacted
in 1992, was a response to the need to approve medications more quickly by levying user fees on pharmaceutical
manufactures. These fees, it was hoped by Congress, would
help build the FDA’s capacity to evaluate and approve
medications.
It seems to have worked: Since 1993 drug approval timeframes have shortened considerably, from 26.9 months to
13 months. Since 1992 the amount of funding the FDA
receives from PDUFA “user fees” steadily increased. Some
people have argued, though, that the user fee and shortened
approval times have led to more withdrawals of medications after FDA approval. Upon closer examination, the data
shows the ratio of drugs approved/withdrawn is the same
now as it was before PDUFA was enacted.
Congress is preparing legislation to step-up post-market
reviews of some medications, namely those found to have
serious or harmful side effects during clinical trials. Legislation passed by the U.S. Senate allocates up to $25 million in
federal funding to create a public-private partnership that
will collect data from federal and private health databases

and support the analysis of utilization and safety data. In
addition, drugs and biologics that will need additional tools
to manage serious risks will be approved with a “risk evaluation and mitigation strategy” (REMS). Sponsors would
propose a REMS for FDA approval. A REMS may include
tools to assess, communicate about, or manage risks associated with a drug. The REMS will be reviewed at 18 months
and three years.
Under this legislation, Congress would increase user fee
revenue by $50 million in an agreement between industry
and the FDA to fund REMS reviews and for the FDA’s general drug safety surveillance.
The House of Representatives has passed FDA reform
legislation which is similar in many respects to the Senate
bill, but does not rely on an increase in drug user fees to fund
the REMS program.
These new structures for post-market safety review would
hopefully find the balance for new medications and ones already on the market when it comes to the positive effects of
prescription medications while better evaluating and warning the public about possible negative side effects. People who
use prescription medications at one point or another in their
lives—which is the majority of Americans—are looking to
Congress to navigate that middle ground with them.
Fda hearing on medication guides
This past June the FDA held a meeting seeking input on how
to improve medication guides, the small booklets included
with prescription medications if there is an indication that
a medication could have serious or life-threatening side effects. The current guides focus on possible side effects without listing the known benefits of taking the medication, and
are distributed to consumers at the pharmacy when their
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prescriptions are filled.
Speaking on behalf of CHADD, Dr. Carol Watkins—a clinical psychiatrist, the mother of a son with AD/HD, and a member
of CHADD of Greater Baltimore—explained to the panel that
CHADD favors distributing the guides in doctors’ offices rather
than pharmacies. CHADD believes, she stated, that the guides
should present the possible risks of medication use in context, while
providing consumers with the known benefits of taking the medication as prescribed.
Adam Watkins, Dr. Watkins’ son and an individual with
AD/HD, told the panel that balancing information on
benefits and risks is critical. Watkins said he read the guide for his
medication long after he began taking it. Since the guide as currently written lacks a description of the medication’s benefits, had
he read the guide prior to starting his prescribed medication, he
stated he might have been too scared to take it.
For more information on the June FDA meeting on
medication guides, go to www.fda.gov/cder/meeting/
summarypublichearingmedicationguides.htm. Look for the new
AD/HD medication guide, which was developed by the American
Academy of Child and Adolescent Psychiatry (AACAP) with Pediatric Psychopharmacology Initiative (PPI) members, at www.
A
parentsmedguide.org. ●

D i d Yo u K n ow …
CHADD recently held an online, informal
survey. Of the 1,300 respondents, a
whopping 26.4 percent said their insurance
plans do not provide coverage for adult
AD/HD. Have you looked at your insurance
provider’s policy? If your plan does not
cover adult AD/HD, write a letter to the
company today.

Paul J. Seifert, J.D., is CHADD’s director of public policy.
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Attention

CHADD does not endorse products, services, publications, medications or treatments, including those advertised in this magazine.

