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PART l.-AGENCY RECORDS REL E ASE D OR NOT LOCAT E D (See checA edboxes/ I

No agency records subjet.t to the request have been located

No additiona! apocy records subject tolhe request have t+en located

Requested records a'e avaHabte through another pubhc distnbution program See Comments section.

Agency records subject to the request that are kientified in Append 4 ales) _ are already available for pubbe inspection and copying at the
NRC Pubhc Document Room. 7120 L Street. N W . Washington. DC.

Agency records subject to the request that are klentified in Appendonest A
_

are be,ng made avaaabie for pubhc inspection and copyino
X ,,, th, NnC pubhc oocument Room,2,20 t st,eci, N w.. w ashmgton. Oc. in a foedr r under this r Oi A number.

___.

The nonpronnetary version of the proposalis) that you areed to accept in a telephone conversation with a member of my staf f is now being made ava:!able
f or pubbe inspection and copymg at the NRC Pubhc Document Room. 2120 L Street, N.Wm Wash nf on DC, in a folder under this FOI A number,

Agency records subject to thr rewer,t that are identif ed in AppenrWes) __ may be mspected and copied at the NPO Local Pubhc Document
Room identihed m the Comenerts section.
E nclosed is miermation on how you may obtain access to and the chmys for copymg records located at the NRC Public Document Room. 2120 L. Street,
N W Washington DC.

y Agency records subject to the request are enclosed. [ Appendix A documents are enclosed.]

Records subject to the request have been refe"ed to another f ederal apocybes) tur review and direct response to you,

fees

You *W be bdied by the NRC for fees totahn;; $

You adi receive a refund from the N RC in the amount of $
_

in view of NRC's response to this request. no further action 6 tynq taken on appeal letter dated .No

PART II. A-lNFORMATION WITHHELD FROM PUBLIC DISCLOSURE

Certain informahon in the requested records is being withhela from pubhc d6 closure pursuant to the tuernptions described in and for the reasons stated
in Part ll. D. C, and D Any reWwd portions of the documents for nh;ch only part of the record is beg withheht are being rnade availabte for public

X inspectan and copying in the NRC Pubhc Document Room,2120 L S:reet, N,W, Wahington. DC in a 4| der under this FOI A number.
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RESPONSE TO FH0EDOM OF'
INFORMATION ACT (FolA) REQUEST FOIA -- 92-279 - JUL e I g

~* # (CONilNUATION)

, PARI d B1 AEPLIC ABLJ f XtMPHONS_______ . _

Remds subject to the Hest'st that are'devribed in the encimed Appenda{es), _.h _ are tsemg withheki to their entirety of in part unds ttle
t m emption Nohl and for the reasonhi givt.n below porwarit to 6 ltS.C. SSNbl ami 10 CF H 9,1ha) of NftC regu:ations.

1 The withheld intermet+n a sdwedy deatA*d lu'auaM to Ennut<ve Order. {t memption 1) |
_s. __ .

- - . . _ _ _ .

2. The wthheh1 #ntermeinn f#tates notely to ttf ingenial personnel twies and putatwet of NRC M nemption 2)

3 The ethbetet mtw<r,sia>n is specific any e tempted tiom potat d st tusore tiy st4w bwkated d eemphon M.
.

$ett ont 141-145 of the lumic Energy Act, w ch probati.ti the delos of Bottone i Data of I utme'ly Nutretted Dets (42 U.S C. 2 t$121$$L

. A. _. . . - - _ . _ _ _ _ . _ . . - . ~ . . . . _ _ _ _ . . _ . . . . _ _ . , . _ , . _ . . . _ . . - - _ _ _ _ . _ . _ . _ ~ . . . . , , _ - _ _ _ . _ . , _ _ _ , _

Gettion 147 ofthe At0mic Inergy Act, whict prohrtats the dinctowre of Unclawited ta'egwds it;lu mabon (47 U $ C. 2167L
* '

- . - - - , . _ . . .

4. The withheld mfoimat.on is a nah met ret w tmmmemat us f A ncd Erdemation that is i.e.ny n thheld Iot the serason'st inditated (t memption el
..

The intoemenon is crinsidered to be cont.oi+tw becas (c*opneta'ri infuemobon

-eems.4,a .= . ~ . . . _ _ . . . - . . . . . _ , - . . _ _ _ . _ . . ..-..m _._.___...____.,..s_ __my .,sm.,,.... ._.y. .,% - u._

Ihe infUthabgm is (onsutered in ter propets, mtpsmet:g,n pu%um4 to 10 C IR 2 790utu t;

>& ..,,s., , . - , . . - - - - - . . . , , - , , _ . _ . _ - . . . , - .- - - ~~- .__..__._,__._._.._..,.n..

The mfmmat.un was avt. nutted sut ret ewed in ceAnero pssueta to 10 U H 2 NOid@
<

-n..aa.-nam. ~ ~w, , - . - _ r - - ~ - - . - -

|Emempton bl. ApphcatJe Pnviteph
e.v.4

1& 6. % wethheto r.fuma%n weta v nterapm w amaeay vecm3 9 ai n
~1 aa MW mm e d4- .-ano t,au e st hange of nicas ca.setits tc, the slekteatme (noc r$5

men or+ghtw wm .

'

Dei.tses etwa Prot;eu Dw%,e v 44edem s.o iMrarue wwn! ii%f in ira 01 t,e ner
.. -. . - --.- -- - -. - .- ..

WhP8 9 89( Df d4 Af e W'thheld M theR 4+14st ty thP td( fl e*f mt' al' E pl% eDlWT 6 H +q d # the pf e lt-( +on# intymdtg.n T hrer WM #fe fMt rPdWdhIf 5#f f969 ldfIHeI

._
-.X po_rtions tmavne the seitase of tw f ac ts *NM pe"<ut an ,mtm t inne mto the er.tec swa' m e e% M tu emy

-
- - .

-

_ _ . -
ap hwncm upped tq e enm, m i m . p , . ., ,e, 31r! Attuncy evh pmist p 5. . - . - __, , _ _ ..___

.

.~ 3 ~Attoerity chent p<*,degr. (Ce41ent# eummecatet btttween an attomey and tuthetchent) '

l = - - - - - -- . .-. . . . . _,. . - ~ . ~ . . . _ . _ , .,

6 The mthwa eMuma!4n 4 e.e wa mm p.tw deewe 1,er asc a de wre m f * sua a 4 o e s e a mored er'unna v ;csc.ma- pea y (f asmption 61a

_ - - _ . _ . _ _ . _ . . . . - _.. _. , _ . _ . , . _ _ _ _ . - _

7 1he wahheut mtramat.on me,ui e m.eds mowed im law een erneni owto es and a t. cog *<thhem toe the ee.isomsi can even (E xempuon 7)

,.- . . - . . . - - - . . . . . . - .. . . . - - .. . . ~ . - - - - - . - - - - - . . _ . . -

; Discionw a couid remnau, in esputed to mtetM oth ao entoteemera penmeg bnwse +t coohi eever the iccpe. d.eett.un a..d focus ofe

- entoecoment ef fortt and tNs couio pont4 4'io* rec p ents to take 4 diem ta Wek! twentS eroNies o+ e vestmn of NRC rewewnts
from mgegt.gdtGrg. j( sprophon { ( Ap .~_ _. _ _ . _ _ _ _ . . _ . _ _ . _ _ . . . . _ . - _ . . , _ , _ . . . _ . .

Disclosure wooM west hate en unevaoanted mva son ni perwnal privety. K sempoon NCil
-

. _ _ _ _ _ _ _ _ _ _ _ ._ _ . . _ -_ _ _

o .m * * r % W c u* r ivd m rn r # 4et+e s eiT he m orm.po, & nut, ei names ti ne. ) m .e -d w e W m.H e U + % i + n M v. ' F
contenom wwcen d sempoon 7 iDil

.
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PART 11. C -DENYING Of FICIALS -

Punuant to 10 Cf H 9 2Shu ano u 9 2Sio o* the U "i Nwea Re p o* y Commme regiat ons. .i hm bem W!r"n avd that me inhsmaban enne d is nempt from p*n-v

- duction or d idosu*t, sosi that 4s pwiune e dwove s wpyy to tbr ps4 mtve3t Ibc peqam iespm bse f r the deniel re those ott.rds ident f ed below n tienerg
814w e ed NbMam kw tes Of f u o Adm nwm tm ey den.m thet mee ta appcWd to the t necut;ve Doestmrof f.c:a-s and the U.+ector. D+: cm of F%to o o

for Operadonit It' DOL
_ _ . - . ~ - . . _ _ . . . - . - . , _ _ . _ . _ ._ _. _

A ppt
- _ . _ _ _ _ . , _ _ _ - - -

MCOHD5 DIN 10 |
. .~.. - - .

DENHNG OmCIAL ! Tlf tf 04:01 |
-__ - ._ ~., . , . . ,1,L AT E OF F ICI AL- .._p...

.
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Robert Bernero IDirector, NMS$_ _ _ _ yAppendi..xB_ _X _,q4 _ . _

l i 1
; i. i
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_ _ }C _ _ _ _ -_.._. _ .- - _- m .s. - . - . _ _ _ . _ _ . _ _ . . , _ _ _ . . ._._
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-__ _ _ . _ _ _ _ _ . _ . _ - _ , . _ . _ - . . - --.,
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_ _ _ _ _ . . . _ _ --__ .. - - -~ _

PART11 D - APPE AL RIGHTS

The de<uel by each denymg ott.ci# idennt.ed in Part it C may t:e appesied to the Appeliste Off-c@ ident Aed there, Any wcn appeal must be made in wntmg mthin 30 davi of rec.n.pt,

of ttus enponse Appeals must be addrened n appropreste. to the Executive D rector for Opcest.ons, to the Secrets <v of the commimon, or to the inspeciar General, U S Nuclear -:

Reguistory Commimon, Washington, DC 70%5. and inould etmly itste on the envence and in the letter that it is an +-Appesi from en Imtie FOIA Decivon?s

; ERC FORM 464 (Pan 2) O.91) U S. NUCLEAR REGULATORY COMMIS$10N

. -. _ . _ _ . - .- . .. _ . _ . . .,-_, ,a .u.._ _ -_
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APPENDIX A
DOCUMENTS DEING PLACED IN THE PDR

HUMBEH DATE DESCRIPTION

1. Undated Enclosures III and IV to 5/5/92 letter'from
John Glenn to USFDA: _ Enclosure III -

'

" Summary of the Nature of Departures fror.
Inserts Made byRadiopharmaceutical Package _

Medical Licensees," and Enclosure IV -
" Departure Requests." '(42 pages)-

2. Various 10 CFR Parta 30, 32 & 35. (12 pages)
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Re: FOIA-92-279

APPENDIX B
DOCUMENTS BEING WITHHELD IH THEIR ENTIRETY

NUMBER DATE DESCRIPTION

1, 4/3/92 Letter from Robert Bernero to Carl Peck,
USFDA. (1 page) Exemption 5

2. 4/15/92 Preliminary _ Summary Departures Made Under th'e
Interim Final Rule. (3 pages) Exemption 5

3. Undated Proposed Agenda - Joint NRC/FDA Meeting' April
16, 1992. (1 page) Exemption 5

4. 4/16/92 Enclosures I and II to 5/5/92-letter from
John Glenn,-NMSS to USFDA: . Enclosure I-
" April 16, 1992' Preliminary Summary-
Departures Made Under the Interim Final
Rule," and Enclosure II "U.S. Nuclear-

Regulatory Commission Licensee Inspection
Results for Radiopharmaceutical Package _ _ j
Insert Departures Under Interim' Final Rule,
April 29, 1992." - (2 pages) Exemption _5

5. 5/5/92 Letter from John E. Glenn, NMSS, to Wiley
Chambers, USFDA. (1 page) Exemption 5

6. 5/5/92 Letter from John E, Glenn, NMSS, .to Wiley
Chambers, USFDA. L(1 page) _ Exemption.5

7. Undated Draft Proposed Rule:- ' Elimination of
Recordkeeping Requirements Associated With
the Interim Final Rule. (3 pages) Exemption
5
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