Department of Health, Bducation and Welfare
Food and Drug Administration

This matter is before the Food and Drug Administration (FDA) to

determine whether William L. ss, Jr., M.D., an investigator of
new drugs, should be entitled to continue to receive
investigational-use drugs. For the reasons given below, it is the
recommended decision of the presiding officer that Dr. Doss has
failed to exercise his right to a regulatory hearing i that

the basis of the existing record he is no longer entitled to

receive investigational-use drugs.

BACKGROUND
Dr. Doss was formerly a clinical investigator of

, under IND His study was inspected in
June 1977, and eight specific deficiencies were found in th
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conduct of his study. Dr. Doss was offered an opportunity for an
informal conference to respond to those deficiencies. The
conference was scheduled for December 19, 1977. Dr. Doss did not
appear but rather sent two representatives from his clinic to speak

for him. Their explanations of the deficiencies were tound
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M ) 1978. Dr. Doss requested a hearing, and Dr. John Jennings
was designated as the presiding officer. Dr. Doss' hearing was
scheduled for April 7, 1978, in Rockville, Maryland.

On March 23, 1978, Dr. Doss phoned Dr. Jennings and requested a

A Notice of Opportunity for Hearing was sent to Dr. Doss on

postponement of his hearing. The date agreed on for the
rescheduled hearing was April 21, 1978. On April 18, 1978,
Dr. Doss' assistant advised Dr. Jennings' office that Dr. Doss had
been involved in an automobile accident several weeks previously
and, as a result,; required surgery eduled for April 19, 1978. A

st of Dr. Doss, hié hearing was again

:

June 16, 1978. At the
postponed.
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In a telephone conversation with Dr. Doss a new date was agreed on
for scheduling his hearing, and by notice of July 17, 1978, his
hearing was scheduled for August 17, 1978. Once again, Dr. Doss
requested postponement because his health would not permit him to

attend a hearing. Over the next four months Dr. Doss' office was
contacted periodically. On November 21, 1978, we were advised that
Dr. Doss' health had improved and he had resumed his medical
practice.

By letter of November 22, 1978, Dr. Doss was offered seven
alternative dates in January 1979, on which we were willing to
schedule his hearing (Dr. Doss was also advised that Dr. Jennings
was leaving the Agency and the Oatmissioner had designated

Dr. Mark Novitch to preside at his hearing). No response was
received from Dr. Doss. A follow-wp ﬁe’ecj“_ﬁ was sent to Dr., Doss
on December 12. 1978 No response was re red By motice o
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January 19, 1979, the presiding officer contacted Dr. Doss
concerning his intentions in regard to the hearing. At that time,
Dr. Doss advised that he was physically unable to attend and

requested a postponement. A wire to that effect was sent to the -
i r by Dr. Doss on the same date. By letter of
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studies are set forth in the Bureau of Druq:

considered unacceptable. Because Dr. Doss has declined to
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excercise his opportunity for a requlatory hearing on the Bureau's
determination, I recommend that the Commissioner find, based on the
present record, that Dr. Doss has deliberately or repeatedly failed
to comply with the exempting provisions for investigational-use
drugs. The April 11 letter to Dr. Doss provided notice of the
action being recommended in this report, and the reasons for the
recommendation. Dr. Doss is not presently involved in the study of
investigational drugs. He does continue to operate a

Accordingly, I recommend that Dr. Doss be notified by letter of his
disqualification and that the letters to the sponsors of Dr. Doss'
clinical studies notifying them of Dr. Doss' disqualification

should issue,
| Y A
Momnd )\
Mark Novitch, M.D.
Attachments

Att. 1 - April 11, 1979 Notice of Hearing
Att. 2 - November 15, 1977 letter outlining deficiencies



