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Departmnt of E-kalth, EHucation and Welfare
~ and Drug Administrate ion

@ort of the presiding Officer
~ the Matter of the Eligibility of

William L. ~, Jr. , M.D. ‘lb
Ik2ceive Investigate ional+se Drugs

mImDucmcN

~is rotter is &fore the M and Drug Administration (FAA) to
determi~ whether William L. ~ss, Jr. , M.D., an investigate of
new drqs, should be entitld b mntinue ti receive
investigate ional-use drugs. Fbr the reasons given below, it k the
remmended decision of the presiding off ker that ~. w has
failed to exercise his right to a mgulatoty heariq W that m
the basis of the existing remrd he is m longer entitled to
receive invest igational-use drugs.

●

BACKQ33UND

Dr. Dss was formrly a clinical investigator of
under IND His study was inspected in

June- 1977, and eight specific deficiencies were found in the
~IdUCt of his study. Dr. W was offered an opportunity for an
informal mnf erence b respond b those *f icienc ies. ‘lW
mnference was scheduled for Ikcenber 19, 1977. ~. = did not
=hbut rather sent two representatives f m his clinic to speak

‘5eir explanations of the deficiencies wem fouml
unacoepble by the Bureau of -s, and disqualifimtion as a
recipient of investigational-use drugs was recommended ●

A Ibtke of Qportunity for Hearing was sent to Dr. ~ss m
March 3, 1978. Dr. IDSS ~ted a heari~, and lk. John JeMi~S
s designated as the presiding officer. Dr. EM’ hearirq was
scheduled for April 7, 1978, in Millet wland.
m March 23, 1978, m. mss phmed Dr. Jkmnimjs ZUKI~ted a
pstpomment of his hearing. ‘he da~ _ on for the
rescheduled hearing was ly?ril 21, 1978. ~ April 18, 1978,
Dr. -s’ assistant advised Dr. Jennings’ of fim that IX. Kbss had
&n involved in an autumbile acci*nt several weeks previously
and, as a result, rquired suryery scheduled for April 19, 1978. A
postponmmt was granted, and Dr. ~‘ hearing ms rescheduled for
June 16, 1978. At the request of Dr. Kbss, his heariq was again
pstpmed ●
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I In a telephone mnversation with Dr. - a new date m agreed on
for scheduling his hearing, anil by notioe of July 17, ‘ 1978, his
hearing was scheduld for August 17, 1978. _ qain, ~. RXS
qst~ pos~nt -use his he~th - not pemit him b
attti a hearing. Over the mxt four mnths Dr. Dss’ office was
contactd periodically. ~ November 21, 1978, w were advisd that
Dr. tbss’ health had iqxmved and he had resumed his tiical -
practice.

By letter of Nwenber 22, 1978, ~. IbSS was offered swen
alternative dates in January 1979, on which we were williq to
schedule his hearing (Dr. Ibss was also Wised that Dr. Jennings
was leaviq the Agency - the (bnnissioner hti designated
Dr. Mark Witch to preside at his kariq) . NO response was
received from Dr. Doss. A follow-up tekgrm was sent to Dr. Es
on Decenber 12, 1978. No respcnse was received. By mtice of
Decenber 20, 1978, the date of January 24, 1979, was designatd by
the presiding officer as the date for ~. lbss’ hearing. ~
January 19, 1979, the presiding off icer contacted lk. G
mnmming his intentions in rqard b the hearing. At that tim,
Dr. bss advisd that he was ph~ically unable b atteti and
*sti a pxtponement. A wire to that effect was sent to the ●

presidirq officer by ~. DOSSon the sam date. ~ letter of “
January 29, 1979, so that he muld decide how ti proceed in the
matter, the presid iq off icer requested Dr. Ibss to secure a
statement from his @ysician as to his ~ysical rendition ad as b
the physician’s prognosis as to ~en ~. Ibss would be able to
atte~ a hearing. No reqmnse to that rquest was received frm
Dr. mss.

By letter of April 11, 1979, (Att 1) the presiding officer mtif ied
~. DOSS that he was scheduling ~. -s’ hearirq for my 15, 1979.
~ letter further advisd that if a written reply was mt received
fran Dr. Doss by May 1, either Pmvidiq a statement frun his
physician describing his mdical rendition or Dr. IbSS’ ag~nt
b the May 15 hearirrj it would & mnsiderd as a refusal by
Dr. Ibss b a reasonable qrtunity for hearing. No respme b
the presidixq officer’s April 11 notioe was receivd by my 1 (or
since) frun Dr. mss.

RKDMNMTION

The deficiencies in Dr. -s’ mnduct of investigational drug
studies are set forth in the Bureau of Drugs’ Nmmber 15, 1977,
letter to Dr. Dxs (Att 2) . The explanations of these *f iciencies
offered at his Ecember 19, 1977, mnference with the Bureau WSR
mnsidemd unacceptable. Because Dr. Ibss & declined to
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excercise his opportunity for a regulatory hearing on the Bureau’s
determination, I remnm?nd that the @missioner find, based m the
present record, that Dr. IbSS has deliberately or zqeatedly failed
b ounply with the exempting provisions for investigational-use
dqs. ~ April 11 letter to Dr. lXss provided mtice of *...
actim beiq remmnended in this re~rt, ad the reasons for the
~ndation. Dr. ~ is mt presently involved in the study of
investigational. drugs. He does continue to operate a

Acmrdingly, I mmmend that Dr. Ibss be mt if id by letter of his
disqualification ZUX3that the letters to the sponsms of ~. DOSS1
clinical studies mtifying them of E. RES’ dkqualif ication
should issue.

Attachments
Att. 1- April 11, 1979 NXim of I-karing

Q

Att. 2 - November 15, 1977 letter outlining deficiencies
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