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MEMORANDUM

TO: RICHARD l.. BANGARI, Director
Office of State Programs

m

FROM: GRfTA J. DICUS, Director ?f
Division of Radiation Control & Emergency Management

{ ' A l t- lumary 18, l')94

Rf- RESPONSE TO SP-94-Oll REGARDIMG AUTHORITATION FOR HUMAN U$f.

In response to the NRC's request we have reviewed the files of the two
licensees that would meet the c~iteila suggested in the mamo. Those liten,ees

are the University of Arkansas r Medical Scl9nces and the University nf

Arfan;+s at Eayetteville-

The University of Arkansas at fayetteville's license file indicates that
none (;f the research projec ts involved human exposures for experimental
puiposes.

Tho University of Arkansas for Medical Stiences' incense file indicatet
that > e s p.u c h pro j e c t , di d i nvol v o human exporurcs but all of these projact,
erpear to be associated with radiopharmateutical research and were not
hinaffeets studies However, ear h one i s 11 s teri helow and addltlonA1
information will be provided if necessary Unless we heai differently fiom

you, this will be our only infortnation tiansfer to you on this subject.

flit.C . _ .. art hor I g l p.g_62dr Jh5E10.llOr1 of _StMy _ _ _ _ _ _. _.

19b9- Atomic [nergy I-131 was administered to newboins in a stude
1963 Conni s s ion r e ga r d i n'.1 biith trauma Tha findi cal Sc hool
(Appioni has classified thi, as iadiopharmaceutical

research ner hiroffects They have a hotline
and have been r neending t o calI s fi om in-
dividuals born at University Hospital 1:etween

1961 & 1963. Our files have the license a-
mendment rogarding medical research and a
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letter tc the AFC in response to a visit f om
the AEC during which there was some qite", tion
regarding "the cri teria the Isotopo Commit- I

tee will use for the evaluation of request
for unusual diagnostic or therapeutic uses"
In human iesearch. The letter is dated 5-12-
59.

Dec., Arkansas Department of Decision by the Radioisotope Committee at the
1968 Health Medical School to allow the use of 1-125 as

lodothalamate in renal studies. The decision
was not unanimous because one committee mem-
ber believed that because the " human vol-
unteers" wonid be used, the study should be
evaluated under different guidelines.

I

1972+ Arkansas Department of Medical Pe, earth involving a Pu-238 powered )

Hea1th pacemaker hn pose of the s tudy wa5 to re
duce the number of pacemaker "changeouts" the
Medical School was preforming. Patients
were carefully selected: expected to live
at least 15 years and would come back often
for followup exams.

l

Since the mid-70's it appears that any invee taational use of a
radiophermaceutical required a recific license amendment and had to be done
es an In' estgat ional New Dr ug s t udy
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