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		Abstract

		Both the safety of human subjects participating in medical research and the consumers of the research's products are of vital importance to the public's health. Unfortunately the current methods of over-seeing drug development and protecting whistleblowers makes it difficult for those involved in drug production or sales to bring forward information about hidden dangers. While some risks cannot be anticipated, others may be suppressed because they are against the manufacturer's financial interest.     

Protecting the public is difficult because U.S. law divides human subjects' safety oversight into two separate jurisdictions: first, research funded by agencies of the Federal Government and second, drug trials paid for by pharmaceutical companies. This article addresses the latter. The Food and Drug Administration (FDA) controls every aspect of the development, production and marketing of a drug to be sold in the United States.    

This article identifies the dangers to the public during drug testing and the marketing of a new drug, reviews the existing options for protecting those with knowledge, and proposes that the FDA adopt a new rule to encourage those with information to bring it to the FDA's attention.  Extending and reforming protection for whistleblowers is a particularly effective intervention because it aligns with long-standing traditions, within science and medicine, for individuals to step forward and report wrong-doing.       

It then proposes that the FDA initiate two methods of reform. First the FDA should establish a mechanism for obtaining and reviewing anonymous concerns about the safety of clinical trials or recently marketed drugs. Second, the FDA needs to require sponsors applying for Investigational New Drugs (IDA)s or New Drug Applications (NDA)s to develop real-time monitoring systems which will use interoperable electronic medical records and pharmacy records to track the health of both research subjects and consumers. Finally, Sponsors must certify that they have adopted broad and effective Whistleblower protection as an incentive for employees to come forward and provide information without concern that they will be retaliated against if discovered as its source.     

Improving information flow by developing a safe and effective whistleblower procedure will not be an easy task.  Drug trials are complex and often occur at multiple test sites, both public and private, in many different states in the United States, as well as overseas. As a result, the pool of potential people with relevant knowledge is very large and transcends employment status, job title or physical location.     

Direct action by the FDA is necessary because traditional whistleblower protection statutes are usually quite specific and often will only protect disclosures directly related to violations of a specific statute. 
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