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Dear Sir or Madam: 

Re: Docket Number 02N-0475 
Financial Relationships and 
Interests in Research Involving 
Human Subjects: Draft Guidance 

In response to publication 07 your draft guidance on financial conflicts of interest in human 
subject research, we are vet-y pleased to note that the guidance will apply to all human 
research involving funding jrom DHHS, as well as privately funded human research that is 
regulated by the Food & Dtig Administration (FDA). However, we are disappointed that the 
proposal is issued as non-binding “points to consider” rather than mandatory regulations. 
We believe this issue is of maximum importance to the human research protection system, 
and it should be a mandatow component of that system. 

As you mentioned in the Federal Register notice of March 31, 2003, the draft guidance does 
not impose any new requirements. However, the need for guidance on conflicts-of-interest 
in human research arises because such conflicts have repeatedly biased research results, 
negatively affected the humian subject protection system, and undermined the public’s trust 
in the clinical trials system tjecause of repeated scandals. If these abuses had not occurred, 
there would be no need for Fuidance on financial relationships in human research. 
Logically, new requirementsl are needed and should be mandatory so these abuses will not 
continue to occur in the future. 

The draft Guidance notes thbt, “financial interests may be managed by eliminating them or 
mitigating their potentially negative impact.” We believe the language should say, “Financial 
interests MUST be managed by... .._. n In other words, it should not be the IRB’s choice to 
ignore potential conflicts of ihterest, nor should IRBs be allowed to minimize their 
importance. The govemmeqt must make it clear that such financial interests MUST be 
managed. However, since the IRB is normally composed of employees of the institution, 
investigators may not want their private financial information to be known by their 
colleagues. Thus a separat$ conflict-of-interest panel, rather than the IRB, might be 
assigned the task of reviewibg all confidential financial information, and send only relevant 
information to the IRB whet-lit is directly related to the trial. 
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We also believe that financial information that may constitute a conflict-of-interest should be shared 
with human subjects through the Informed Consent document so that people can determine for 
themselves whether a particular financial matter might influence their decision to participate in a trial. 
For example, if an institution or an investigator owns stock in the company that manufactures the 
investigational drug that is being tested, this should be disclosed to each patient in advance. 

In summary, we believe that separate conflict-of-interest panels should be created at each institution, 
and only relevant information should be sent to IRBs by the COI panels. If a COI panel finds a 
problematic conflict, they should manage it before the IRB makes its final determination. The rules 
should be binding (not a “Guidance-), and no IRB should be allowed to ignore conflicts-of-interest. 

Very truly yours, 

Abbey S. Meyers 
President 
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cc: Diane Dorman, NORD Vice President for Public Policy 


