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April 23, 2002

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, MD 20852

To Whom It May Concern:

Emergency medical services (EMS) can be one of the most daunting
environments in which to conduct meaningful research. In an effort to
improve the quality and quantity of EMS research, a group of medical
directors and field EMS providers formed the Prehospital Care Research
Forum (PCRF) in 1992. The PCRF was founded with the mission "to
assist, recognize and disseminate prehospital care research at all
provider levels." In fulfilling that mission, we have always advocated for
the ethical and responsible conduct of research. We strongly believe that
the practice of "IRB shopping" threatens the integrity of the research
process. Therefore, the Prehospital Care Research Forum supports the
position that an IRB considering a research protocol should be informed
of the results of any other IRB review.

Importantly, EMS systems are usually not affiliated with an academic
institution, and often have no official relationship with any specific health
care institution while necessarily interacting with all of their community's
hospitals. Thus, prehospital care studies frequently involve multiple IRBs,
and some effort is required to determine which IRB should serve as the
primary IRB for a study. Because of this unique nature of the EMS
research environment, we do believe it is important to differentiate
between activities intended to identify the appropriate IRB(s) and those
activities intended to circumvent a negative action by an IRB. The former
is a de facto part of many prehospital care studies; the latter is absolutely
unacceptable.

While recognizing the need for regulation, the Prehospital Care Research
Forum encourages a principle-based approach to the issue of IRB
shopping. We would argue that these principles are already well
established, albeit indirectly, in existing documents, declarations,
guidelines and regulations. Nonetheless, the FDA (and OHRP) should
clearly establish that:

(1) IRB shopping is unethical. Ethical sponsors and investigators
may legitimately disagree with the actions of an IRB, but they
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must be willing to discuss those actions and the basis for their
disagreement in all subsequent IRB submissions.

(2) Everyone involved in the research process is responsible for
ensuring the ethical conduct of research. Ethical investigators,
sponsors, and other individuals involved in the research process
must make sure that the IRB(s) reviewing a study has all of the
information relevant to that study, including information about the
actions of other IRBs, and any new information that develops after
an IRB has acted.

These two principles can be used to address all of the questions raised in
the advance notice of proposed rulemaking: the FDA and OHRP should
deal with violations of these ethical principles in the same manner with
which they would deal with any other breach of ethics.

The Prehospital Care Research Forum is committed to supporting all
efforts aimed at ensuring that research is conducted in an ethical manner.
If we can be of any further assistance to you in this or any other matter,
please feel free to contact us.

On behalf of the Board of Advisor and our Associates, Sincerely,

Edith Pryor
Managing Director
Prehospital Care Research Forum

Cc: Prehospital Care Research Forum Board of Advisors
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