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BOCKET NUMBE RIB| 117 apprcabie)

EQUESTER

PART | ~AGENCY RECORDS RELEASED OR NOT LOCATED (See ek if hoxes) e

No sgency records subiject 1 the request have been locuted

Ne additional sgenty records subject 10 the request have been lpcated

Requested records are availatile througn another public distribution prograe. See Comments secrion,

Agency records suliject 1o the ragues!t that are fdentified in Appendinies) _ _ _ _ __ are already avallatile for public inspection and copying st the
NRC Publig Docuimem Room, 2120 L Strest, NW. Washungron, DC,

rt the NRC Public Document Rpoom, 2120 L Steeet, NW., Westungton, DC. in 3 folder under this FOIA nymber,

Agency records subject 1o the request that are kKlentitied in Appendinies) A i B8 Diping made available far public inspection and copying

The nongicoprietary varston of the proposaiist that you agreed 1o accopt 1 a telephorie conversat:on with & membigr of my gtaf! is now Lising made svaliabile

Agency reg c-rm subject (g the reguenst YThat are tentified in m..»«rv wies)

for public msm'cz.gn and copying at the NRC Public ('Otummi foom, 2120 L Suerr, NW. Washmgton DO in s folder under this FOIA number :#

miay bie insiectad and copied 8t the NP2 Logal Public Document

Roam dentilied in the Commants section

NW., Washington. DC.

Ernciosed 15 inlptmation on how :Erm-.' OLTaIn aeoess 16 and the Lhasges 10 Copying recards located a1 the NRC Public Dagument Room, 2120 L Sirent,

B N ——

Agenicy records tubject to the request are enclosed. [Apnendix A documents are enclosed.]

Fees

Records subiso! 10 the request have bigen reterred 10 another Federa! agenoylies) Tor review and direct response to you
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You will receive a refung tram the NRC i the amount of §
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In view of NRC's respanse 10 thus coquest. no furher aetion i hang taken on appeal letter dated No

PART I A-INFORMAT {ON WITHHELD FROM PUBLIC DISCLOSURE

Certain intormation in the reguisted resords (s being withheld fram public disolosure pursuant to the exsmptions deseribed in and for the reasony stated
inPart 11, 8, C, and D Any releasedt portions of the documents 10 which only part of the record is being wilthheld are being made available far public
inspection and copying in the NRC Public Document Room 2170 L Street, NNW, Washington, DC io & 1oider unger this FOIA number,
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. (CONTINUATION)

1 Wacirdts aubjact 16 the reguset thn ars described in the Snalased aupmm(uu__ﬁ___.m tieing withheld in their entirety of in part Wrder the

i 18 The withivld intormation telates solely 1o fhe intenal personnel rules and procedies of NRC  (Exemptian 2}

i 1 Exervqnion N s} and for the reason(s] given below putsient to & U 6 C 552(b) and 10 CFR 91718} of NRC reguiations.
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[ ‘ : " PART D APPEAL RIGHTS
L

Tha deniat by sach o ottipiat ientited i Part 1 C may be appeaied 1o the Appeliate O cigl dentifimd thave, Any sueh appeal must be made in witling within 30 days of receipt
oftnhm::- Aa;::muanmrnw W apprapriate, 1o the Expeutive Dirsrtor for Operations, \otm&mmwonmcom-m mmwmmm U S Nugtes:
Reguilutury Comemisaion, Washingion, DT 20656, and iould clourly state on the envslops snd in the letter that i s an * Am- from an Iritial FOIA Decision
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Re: FOIA-92-279

APPENDIX A

DOCUMENTS BEING PLACED IN THE PDR

DATE

Undated

Various

DESCRIPTION

Enclosures 111 and 1V to S5/5/92 letter from
John Glenn to USFDA: Enclosure 111 -
*Summary of the Nature of Departures fror
Radiopharmaceutical Package Inserts Made by
Medical Licenseee, * 8nd Enclosure 1V
"Departure Regquests," (42 pages)

18 CFR: Parte 3@, 32 & 33, (12 pages)
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NUMNBER

1.

Re: FOIA-92-279

APPENDIX B

DOCUMENTS BEING WITHHELD IN THEIR ENTIRETY

DATE

4/3/92

4/15792

Undated

4716792
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Undated

VESCRIFPTION

Letter from Robert Bernerco to Carl Peck,
USFDA. (1 page) Exemption 5

Preliminary Summary Departures Made Under the
Interim Final Rule. (3 pages) Exemption S

Proposed Agenda - Joint NRC/FDA Meeting April
16, 1992, (1 page) Exemption S

Enclegures I and II to 5/5/92 letter from
John Glenn, KMSS to USFDA: Enclosure 1 -
"April 16, 1992 Preliminary Summary
Departurea Made Under the Interim Final
Rule, " and Enclosure Il - "U.S. Nuclear
Regqulatory Commission Licensee Inspection
Results for Radiopharmaceutical Package
Insert Departures Under Interim Final Kule,
April 29, 1992." (2 pages) Exemption S

Letter from John E. Glenn, NNSS, to Wiley
Chambere, USFDA, (1 page) Exemption 5

Letter from John E. Glenn, NMSS, to Wiley
Chambers, USFDA. (1 page! Exemption S5

Praft Proposed Rule: Elimination of
Recordkeeping Requirements Associated With
the Interim Final Rule. (3 pages) Exemption
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