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A request for a hearing may not rest upon mere allegations or
denials but must present specific facts showing that there is a
genuine and substantial issue of fact that warrants a hearing.
Pursuant to 21 CFR 16.26, a request for a hearing may be denied,
in whole or in part, if the Commissioner or his delegate
determines that no genuine and substantial issue of fact had been
raised by the material submitted. A hearing will not be granted
on issues of policy or law. Written notice of a determination of
summary judgment will be provided, explaining the reasons for
denial of the hearing.

If Dr. Caro wishes to respond but does not desire a hearing, he
should contact Dr. McCormack within the time period specified
above and send a written response containing his reply. The
letter should state that Dr. Caro waives his right to a hearing
and that he wants a decision on the matter to be based on his
written response and other information available to FDA.

FDA's offer to enter into a consent agreement, attached to the
NIDPOE dated August 28, 1998, remains available. Entering into a
consent agreement would terminate the administrative procedures,
but would not preclude the possibility of a corollary judicial
proceeding.

No final decision by FDA has been made at this time on Dr. Caro's
eligibility to continue to receive investigational new drugs.
Moreover, there will be no prejudgment of this matter if Dr. Caro
declines to enter into a consent agreement and decides instead
either to request a regulatory hearing or to request that the
decision be based on his written response and information
currently available to FDA.

Please inform Dr. McCormack within ten (10) business days of
whether Dr. Caro wishes to request a hearing or to have this
matter resolved by consent agreement or information available to
FDA.

Sincerely,

~L4~!lJt~
Dennis E. Baker
Associate Commissioner

for Regulatory Affairs

Enclosures:
21 CFR Part 10, Subpart C
21 CFR Part 16
21 CFR Part 312.70




