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RE:  KAREN HANSEN
May 19, 2003


May 19, 2003

Ms. Karen Hansen

Chair, Arena Public Policy Committee

Director, Institutional Review Office

Fred Hutchinson Cancer Research 

   Center

1100 Fairview Avenue North

Seattle, Washington 98109-1024

Dear Karen:


As per our telephone conversation of 5/13/03, we wish to bring to the attention of the ARENA Public Policy Committee an issue from the Federal Register of 3/14/03, (volume 68, #50) which calls for comment by 7/14/03 (Collection of information by April 14, 2003).  This is a very long document (173 pages) and the issue that concerns us most is referred to on page 21.  The issue concerns the criteria by which adverse drug reactions should be reported to the FDA.  Proposed sections 310.305 (A) and 314.800 (A) would replace the term "adverse drug experience" with the term "suspected adverse drug reaction (SADR), which is okay.  However, we have problems with the criteria for “noxious and unintended response to any dose of a drug or biological product" for proposed sections 600.80 (A) "for which there is a reasonable possibility that the product caused the response.”    Under this definition "a reasonable possibility” is stated to mean that the relationship cannot be ruled out.  Importantly, the phrase "the relationship cannot be ruled out” would define which individual cases would need to be reported to the FDA.  Thus, classifying a particular case "possibly related", "probably related",  "remotely related", or "unlikely related" to the biological product would signify that the causal relationship between the product and an adverse event cannot be ruled out, and thus the adverse event would be considered an SADR (and therefore, presumably, would need to be reported).

To our reading, this requirement for reporting to the FDA, SADRs for which "the relationship cannot be ruled out", rather than “a reasonable possibility that the drug caused the response" would greatly increase the need for reporting of SADRs, since it would seem that it is almost  impossible to "rule out" a relationship in  most  such events.  

So it concerns us that the proposal purports to equate "reasonable possibility" with "the relationship cannot be rule out".  Obviously, from the medical viewpoint, these are quite different criteria.

We would therefore like to suggest that the ARENA Public Policy Committee consider developing a formal response to this proposal, and we would be pleased to participate in the development of such a response.  

We recognize that the Public Policy Committee already has a number of projects already in process at this time, but we are hoping that with the deadline of July 14, 2003, an official response by the Public Policy Committee would be possible in a timely fashion.

Sincerely,

Philip A. Ludbrook, M.D., CIP
                               Patricia M. Scannell, BA, CIP

Associate Dean and Chair                                   Director    

WUMC Human Studies Committee                    WUMC Human Studies Committee
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cc:  Via E-mail

       Amy Davis (amy.davis@arena.org)

       Molly Green (greene@uthscsa.edu)

       FDA

