ClinicalTrials.gov: Great idea but is it enough?
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With a record number of new drugs in development in July 1999, pharmaceutical companies turned to the Internet to recruit patients for clinical drug trials, including oral therapies, vaccines, radiotherapy, and surgery for various cancers. Drkoop.com, the health care website started by former surgeon general C. Everett Koop, was one of the first to recruit potential trial patients online. The website received a referral fee from Quintiles Transnational—a company that has conducted thousands of clinical trials for the pharmaceutical industry—for each person who applied, and an additional stipend for each patient accepted into a trial.
AmericasDoctor.com soon followed suit. Whereas Quintiles had access to the 1.5 million registered users at Drkoop.com, visitors to AmericasDoctor.com had to contact pharmaceutical companies directly if they wanted to apply for participation in a drug trial. AmericasDoctor.com received a referral fee for each participant accepted into a drug trial. The strategy put the initiative to enroll in a clinical trial squarely in the hands of the patient—versus the patient’s doctor—and started to empower patients to take an increased role in their medical care.

Online soliciting began for two reasons. First, drug companies needed to fill patient billets quickly because drug trials were, and are, incredibly expensive to conduct. The sooner the billets were filled, the quicker researchers could carry on research, analyze collected data, and report their results. And the Internet harbored a vast number of netizens surfing for electronic information on a wide variety of medical topics. Second, Congress passed a law in 1997 that required drug companies to register their clinical trials with the Department of Health and Human Services (HHS). Additional legislation required HHS to broaden the public’s access to information about clinical trials. It established a registry that collected and published information about federally and privately funded clinical trials. The registry evolved and, in 2000, included a website that provided convenient access to information about clinical trials for patients, their families, and potential clinical trial participants. That website is ClinicalTrials.gov. In February 2000, the site listed approximately 4,500 trials in its database. According to the National Institute of Health (NIH), the website today has more than 11,000 trials listed and has logged more than 75 million hits since its inception.

In early July 2004, however, the Washington Post published an article that said ClinicalTrials.gov listed 5,754 ongoing studies, only 13% of which were industry-sponsored. The federal government, mainly NIH, accounted for 55% of the studies. In an interview published by United Press International (UPI), Catherine DeAngelis, editor in chief of the Journal of the American Medical Association, said those proportions do not accurately reflect the reality. “More than 80% of clinical trials are funded by for-profit companies, not the government,” she said.

The UPI article also said the U.S. Food and Drug Administration acknowledged it has not enforced the law that drug companies have to report their clinical trials. The article also reported that FDA officials said the 1997 statute did not delineate penalties for not registering trials or explicitly give the agency authority to penalize violators. An FDA analysis in 2002 found only 48% of cancer drug trials had been registered.

Last month, Eli Lilly and Co. said it will post results of all company drug trials on one of its websites. In June, GlaxoSmithKline (GSK) said it will post the results of its drug trials on the Internet. The announcement came two weeks after the attorney general of New York filed a fraud lawsuit against GSK for withholding critical negative clinical information and three days after the American Medical Association called on the U.S. government to create a public registry for all clinical trials, including those with unfavorable results. That same month, the AMA published a report indicating drug industry-sponsored research tends to yield pro-industry conclusions and studies with positive findings are more likely to published than studies that produce negative results.

In July, U.S. Senators Tim Johnson (D-S.D.) and Christopher Dodd (D-Conn.) took up the cause and called for a national registry of clinical drug trials for already-approved drugs and research on new medications. In a press release, Dodd said, “We need to have full and complete disclosure of the results of clinical trials, whether positive or negative, to ensure that consumers are protected and provided the best information when it comes to their health.”

Does the United States need another vehicle to collect and report clinical trial results and information? Creating a new agency with a new website is expensive—in terms of financial resources and time. ClinicalTrials.gov is in place and it works. At the end of July 2004, Harvard University awarded its Innovations in American Government Award to ClinicalTrials.gov. HHS Secretary Tommy G. Thompson noted the website is a good example of how government can improve access to vital health care information for all Americans.
The problem seems to be twofold. 1) Current law says the NIH, through HHS, has the authority to require the disclosure of information about clinical trials. But the original 1997 law has no provision to investigate, enforce, and punish drug companies that do not report—or that manipulate or hide—study results. Without the power of enforcement, the NIH’s authority of registration is, at best, hollow. 2) Without a strong arm to enforce ethical reporting, some drug companies will manipulate results of clinical trials—or not report them at all—to avoid the financial losses of unsuccessful trials. The pressure to report positive results is enormous, and no amount of voluntary displays of clinical trial information on self-proprietary websites will change misleading representation or cover-ups.

It would take far less time and money to empower NIH with the tools it needs to enforce mandatory registration. If the agency had the ability to investigate and deliver punishment for false or misleading clinical asseverations, pharmaceutical companies might be less willing to risk a heavy fine and censure if caught in a cover-up. They would be forced to be more forthright with clinical results—whatever the outcome. ClinicalTrials.gov would serve as a hub for all information about clinical trials, instead of netizens surfing site to site for information about trials conducted by specific pharmaceutical companies. That would save patients a lot of time and frustration, which would be another good example of how government can improve access to vital health care information for all Americans.

