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FDA Drug Tracking Unlikely To Improve: Attorneys

By Sara Stefanini , sara.stefanini@portfoliomedia.com

Wednesday, Apr 16, 2008 --- While WellPoint Inc.'s plan to monitor rises in
health problems among members who take a particular medication will likely
be helpful in catching risky side effects, industry initiatives will not curb the
sharp need for more post-market tracking by the U.S. Food and Drug
Administration, product liability attorneys say.

Shortages in funding and staffing have kept the FDA from adequately
policing the 11,000 medications on the market worldwide, attorneys said.
And the regulator's voluntary reporting system, called MedWatch, has done
little to help spot the majority of adverse health risks associated with drugs.

“The government is simply not playing in the big leagues when it comes to
drug safety. The job is overwhelming, and yet no one in Congress would
want to fund FDA to the extent that they fund the military or other
governmental agencies,” said James Morris Jr., a partner at plaintiffs law firm
Brent Coon & Associates.

The FDA has thrown its support behind WellPoint's plan to develop a
tracking system to detect drugs' adverse health risks more quickly. The
Safety Sentinel System will be aimed at monitoring the health insurer's 35
million-member database. It is designed to spot increases in health problems
among those taking a certain medication or combination of drugs.

WellPoint is not the first health care company to initiate a monitoring
program.

Kaiser Permanente reportedly noticed a possible link between Vioxx and
heart attacks through its own tracking system about a year before Merck &
Co. pulled the painkiller off the market, and more companies are expected to
introduce similar systems in the near future.

In many ways, the United States' post-market oversight of drugs has always
fallen primarily in the hands of corporations, said Roger Thies, a food and
drug defense attorney at Hyman, Phelps & McNamara PC.

“The way the system is set up is, ultimately the industry does the funding to
determine the safety of drugs. FDA has never played a major role in
conducting clinical trials,” Thies said. “What may be new is that [companies]
are doing it in a more formalized way and a more cohesive way.”

But self-policing can only go so far, some attorneys countered. Companies
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may be disinclined to report problems they discover in their products,
especially their most popular ones. But the FDA has the authority and
responsibility to push for tougher warning labels or recalls, they said.

“The idea of monitoring post-marketing safety reports is an essential part of
the puzzle in determining latent effects of drugs on patients that cannot be
discovered in FDA's pre-market approval process,” Morris said.

But MedWatch is widely viewed as ineffective. Patients and doctors can
report adverse reactions they see or experience to the program, which also
sends out alerts about product safety, recalls, withdrawals and labeling
changes.

Patients are often unaware of the program, however, and doctors often don't
think to report chronic diseases such as cancer or heart problems, some
attorneys said.

“The MedWatch database is notorious for only getting reports about one in
10 serious side effects,” said Tom Lamb, a plaintiffs attorney who specializes
in drug injury.

In the information technology era, however, the FDA will eventually
modernize its decades-old MedWatch system, said Edward John Allera,
chair of the FDA and biotechnology practice at Buchanan Ingersoll & Rooney
PC and a former associate chief counsel for the regulator.

And it makes sense for corporations to tap into new technology and fund the
development of new tracking systems, he said.

“This is the wave of the future, it helps us get a better handle on the
experiences out there,” Allera said. “MedWatch — it's a vestige of different
era, everything is pre-computers.”

There are calls from some for the FDA to also modernize the premarket
review system, Allera added.

Currently, the agency requires the clinical trials observe between 5,000 and
10,000 patients, but often health risks only become apparent after hundreds
of thousands, or even millions, of patients take the product, he said.

Still, with only about 2,400 employees in the Center for Drug Evaluation and
Research, about 60 of whom are charged with surveying a market of
approximately 11,000 drugs worldwide, the FDA is seriously lacking in the
manpower needed to step up its tracking, Morris said.

“It's impossible for employees to look into everything, it's like counting
raindrops,” he said.
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