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Mr. Daniel J. Donoghue FREEDOM Oc INFORMATION
Director ACT.1EQUESI_
Office of Administration QM- ,3 f. L

, ,

U.S. Nuclear Regulatory Commission

A40'd(Y7 fWashington, D.C. 20555

Re: Freedom of Information Act Request

Dear Mr. Donoghue:

Pursuant to the Freedom of Information Act, 5 U.S.C.
552, it is hereby requested that the NRC provide copies of
the following documents to the undersioned:

1. All documents in the possession of the NRC which
refer to chemical grade and/or pharmaceutical grade Xenon-133
gas, including documents containing any assessment of similar-
ities and differences latween chemical grare and pharmaceutical
grade Xenon-133 and the appropriate uses of chemical grade
and/or pharmaceutical grade Xenon-133.

2. All documents which refer to a liaison agreement
or understanding between the NRC and the Food and Drug Adminis-
tration ("FDA") relating to the division of jurisdictional and
enforcement responsibilities between the NRC and the FDA in
relation to the investigation or regulation of radiopharmaceu-
ticals.

3. All licenses issued by the NRC relating to the use
of Xenon-133, including licenses issued to Union Carbide,
General Electric, New England Nuclear, and all federal facili-
ties, including federal hospitals and the Oak Ridge facilities.
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4. All documents relating to communications received
by the NRC concerning Xenon-133, including communications
received from other federal agencies and from or on behalf of
NRC licensees other tnan Nuclear Pharmacy, Inc.

5. All documents relating to the NRC investigation
which resultcd in a notice of violation sent by the NRC to
Nuclear Pharmacy, Inc., dated August 17, 1979, including any
documents which relate or refer to communications or complaints
concerning the handling of Xenon-1^3 gas by Nuclear Pharmacy, Inc.

6. All documents which relate to practices and pro-
cedures of public and private hospitals and federal health
care facilities in the United States in regard to the use of
Xenon-133, their sources of Xenon-133 (whether chemical grade or
pharmaceutical grade), and their authority and limitations as
to the acquisition, processing and use of Xenon-133.

7. All documents which relate to testing procedures
for Xenon-133 which will demonstrate sterility, free-lom from
pyrogins, radionucleic purity and/or any other tests which may
be required by the NRC or the FDA, or test procedures which are
generally available to demonstrate whether Xenon-133 gas is of
a pharmaceutical or chemical grade.

8. All documents which relate to procedures which must
be followed, including procedures required by the NRC an~*or

'FDA, in order to render Xenon-133 safe for human use.

9. All documents which contain or refer to statements
that (a) Union Carbide Xenon-133 is not fit for human use and/or
(b) that Xenon-133 obtained from Union Carbide which was pro-
cessed by Nuclear Pharmacy, Inc., was not fit fcr human use
after the Xenon-133 was processed by Nuclear Pharmacy, Inc.

The documents described above are believed to be publicly
available and within the custody of the Office for Operations,
Fuel Facility and Materials Safety Branch, Office of Inspection
and Enforcement and within the custody of the Region III Office
of the NRC. Richard Bachman, an attorney on the NRC legal staff,
should have general knowledge of the location of the requested
documents.
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If any portion of this request is denied, it is further
requested that a detailed statement of the reasons for with-
holding any such documents, including an index which describes
the nature of the documents, be made available to the under-
signed.

It is respectfully requested that this Freedom of Infor-
mation Act request be expeditiously processed and that a
response to this request be made available witbin ten working
days of receipt of the request by the NRC.

Very trul yours,
,

-
.

$$tH- | O
Thomas V. Vakerics
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