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floverber 8,1985

ffr. Jack Davis,

fluclear ffaterials Safety Section At

Division of Radiation Safety and Safeguards
US f!uclear Regulatory Connission
Region 1
631 Park Avenue

| King of Prussia, Pennsylvania 19a06

Peference: License flo. 31-21371-01
and

Amendment flo.1
Peference flo. 030-20576

Ayerst Laboratories Pesearch, Inc.
l'onnouth Junction, flew Jersey.08540

,

l'

Dear fir. Davis:

! Our July 18 1985 letter requesting an anendment to License fio. 31-21371-01
and Anendment tio. 01 is withdrawn.

Th.is letter is being submitted as a revised request for an anendment to
License flo. 31-21371-01 and Anendment flo. 01 as follows:

A. Iten 8.A Increase the naxinun-amount of Carbon-14 which may be
i possessed at any one tine from 250 n1111 curies to 500'

{ nillicuries.

i Explanation: Increasing the possession linit of Carbon-14 as
requested will allow (a) Iceeping a larger stock of C-14'

labelled Ayerst experimental new drug candidates on-site
and (b) conducting labellino synthesis sinultaneously.

4

j It is anticipated that the anount possessed at any one
time will usually be well below 500 nCi because all waste

,

; generated during a synthesis is shipped for disposal
innediately after ternination of the synthesis*

ope ration. However, the increase in the possession limit
would be needed occassionally.

B. Iten 8.H. Increase the naxinun anount of Calciun 45 which may be
possessed at any one tine fron 5 nillicuries to 10
nilicuries.

4

Calciun 45 is now used by the Biochenistry Department.Explanation:
Increase in the possession limit will permit use by the 04 t'l t
Pharmacology and I.nnunology Departnen'

8602060445 851115 r
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flovember 8,1985

C. Iten 8.F. Increase the naxinun anount of Phosphorus-32 which nay
be possessed at any one tine fron 3 nCi to 10 nCf.

Explanation: The increase in the possession linit is needed because
of the on site storage of decaying P-32 waste.

D. Condition 12

Add the following persons to Condition 12A as unlinited users of
licensed naterials:

Guy A. Howard, Ph.D.
Joan Chapdelaine, Ph.D.
Peter Grob, Ph.D. .

Add the following persons.to Condition 128 as limited users of
licensed materials:

Paul Pooley, Ph.D.
Kevin Kein, Ph.D.
Joann Scatina, Ph.D.
Chitra J. Pun,iabi, Ph.D.

Training and experience infernation on each of these individuals is
enclosed.

E. Itens 6, 7, and 8

Add the following to itens 6, 7, and 8:

0 Selenfun 75 any 5 nCi

F. Iten 14b. Delete the pertinent paragraph and substitute the following
in " Application for Byproduct f?aterial License", l'ay 5,
1983. Attachnent Iten 3. Solid Waste, Par. d. very low
level waste.

All radioactive solid waste will be disposed nf by the
contracted waste disposal conpany.

Sincerely,

nthk | b
'

Y

oseph J. Stapor, M.D.
Director of Industrial Hygiene

JJS:yv Enclosures (7)

cc: l's. Sheila Gosselin
Radiation Protection Officer
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Guy A. Howard, Ph.D. August, 1985
Section Head, Bone Metabolism
Biochemistry Department

TR AiNING ANO Ev oEs tENCE OF E AC= IN0lviDUAL N AVEO iN ITEMS 4 AND E tune s.co'emeat. smee's J necess. vl .

DUA ATION OF ON THE JOB { FoAMAL Cove 5ELOCATION OF TR AININGB TYPE OF TRAINING
, A ND iNsteuCTOA ts. TA AINING C.*e'e eas.wd ICircie earwe'?

. enne.oes .ne o,.ct.cn o ,.o..t.on University of Oregon, 8 h rs . h No h Nov

ommt.on . . . . ... .
-

Dr. E. Herbert
e c.o.o.ct. ry muse reet it.ee. a.ut.on University of Oregon, Dr. Herbert | 8 hrs . ,,, ,, y,, ,,.ne men.io..na tunn.oon no .nstro-eets . Unive rsi ty of Washinoton, Dr. Baltzo 8 hrs.
c. u.tne.t.ci .ao c. ewest.oni e.n.c io ine University of Oregon 8 hrs. h No hv Noo,. .ne musw.nent o' ,.a.o.ct...tv Dr. E. Herbert..

Seattle, Washington 2 hrs.A s.oaog.c.: ef t.cti o' ,.d..t.on . . - Dr. Bill Marcan v. No v e, wo

9 EXPEniENCE WITM RADIATION (Art . wie o' ,.aic.ctive F te'i. s o' e3..ws eat e n cer emcel
CIADIC A CTivE MAxiVuY WHERE ExeERIENCE W A$ GAINED DUR ATION or EXPERIENCE TvPE OF USEM AT E ftl A LS AMOUNT AND INST AUCTOR(Se

used at
one time

3g 500 uCi University of Oregon 3 years in vitro, biolo-
Dr. E. Herbert gical tracer

14 500 'uCi University of Oregon 3 years in vitro, biolo-C
Dr. E. Herbert gical tracer

353 10 mci University of California 2 years in vitro, biolo-
Dr. R. Trout, Davis, CA gical tracer

32p 20 mci University of Oregon 3 years in vitro, biolo-
Dr. E. Herbert, Eugene, OR gical tracer

1251 10 mci University of Cali.fornia 2 years in vitro, iodina-
Dr. R. Trout, Davis, CA tion of protein-trace

59p9 10 mci University of Oregon 3 years in vitro, in vivo-
Dr. E. Herbert, Eugene, OR labeling Fe-proteins

60Co 10 mci Universtiy of Oregon 2 years in vitro, in vivo-
Dr. E. Herbert, Eugene, OR labeling porphyrins

in vitro, in vivo-
' 45 10 mci Univ. of Wash., Dr. R. Balt; o 8 years labeling porphyrinsCa

3H
" " " " " " " " *

14C
" " " " " " " " "

353
" " " " " " " " "

1251
" " " " " " " " "

125; 500 mci V. A. Medical Center 6 years sealed sources in
Tacoma, WA bone scanner - I

changed spent source
*

to new source

._. __.
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JOAN M. CHAPDELAINE, Dh.D. .

SENIOR SCIENTIST
.

-

'

.

TM AININO AND E XPERIENCE OF E ACM INDivlDUAL h AWES IN ITEE4 AND 5 tune swoo e wate erwe s if receaseav18 TY;E GF TR AINING LOCATs0N OF TR AINiNG DUR AT60N 05|0N TME JOB FORMAL C00RsE
,

e A ND IN STR vetom t p TR AINING b C. tw e,.a I (C.' tie es.w io Princeodes one p ectices of red et on
protect.on . .............

880 Yesa .o .. ,m.s - e,t _ d....o.
and monitorsag tsche. eves and erstruments .

See Yes
t. heethemet.cs and es'culet. oms ines.c so the

asse one messaw9t of red.oectmty ... Yes too Yes too

8 Siodog.ca e''erts of red et.oe .
....,

peo Yes, & Ex' eaten:
E wiTM R ADI ATION (An.,e use o red oatt w mete .e's o' eg, ve' eat esoe*ie%cels

L ADIC A CTiv E MaxiMJV
WHER E Ex* ERIE NCE w A.5 G AINEDC' AT E 4 t A LS Aw3UNT

i

AND INST R s: TOR (Si DuetATt0N OF EXPERIENCE TYPE OF USE !
'
.

3 10 mci Albert Eustein College of- 7 years Mostly in vitro j
;

H i

Thymidine Medicine assays.
i

3H - lew 5 mci a

and other -

aaino acids
.

l.
125g 10 mci University of Pennsylvania 3 years

|School of Medicine
i

51CR 5 mci
!

14C 500 uCi :'
lab 211ed

-

amino acids
i

. .
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PETER GROB,Ph.D.
.

.

.

SENIOR SCIENTIST - IMMUNOLOGY DEPT.
.

-

in Aisis: Aso Ex*EmiEN:
E os tA:= isoiviovAL 6AwEn is rTEE. A o s iv., iew - l. m i ,< n -,i 'e tv:E or ta Assisc i.ocArios or Tm Ai%iss ov= ATeos or os Tat me somuAt cosast !I

~

A N 3 ,% sva uctoa rsi,

ta Aisiss k .m .,-ie,,,ce;m .,e e.n.cn of r.o.. .o,3
ic.mi. ., .ime.n.on . NYS Health Dept. - Dr. Sturman 2 years @ ho

. . .. . . . . .. ga c.e.o.n w a ment et.ea. e.w.oa
v.,

8,4 monitor ag tsche.,a one instevments . NYS Health Dept. - Dr. Stunnan 2 years
- ay ho

s

Yes ho
C. M.themr.cs sad es'cwf.t oes h.a c to tee _

.s

is.e .nc ma.seemr o' r.c.o.c1mtr NYS Health Dept. - Dr. Sturman 2 years. .

vm ha vm he
e s.w e c , e*'aru o'r.o .t.o

. NYS Health Dept. - Dr. Stunnan 2 years Q wo
. . . . g5 E x;EC#ENCE n'T*= = Aoi AT eos (Art.. v.,

wie o' r c oe:t a mer.. a o easea:L ADict CTivE M A X lVJV eso.... wet
WM[R[ [XP[ Al[g *[ g 43 GAgN[gr' AT EQl A LS AW3gsT |,

AN3 gNgvasCT om ts, A son or Epf alEC MEOFW 8

*

3H amino , 5 mci NYS Health Dept.-Dr. Sturman 2 years in vitro :

.;

acids i

14C amino incorporation
|'acids 5 mci

a
I
,

14C amino 2 mci Univ. of Buffalo - Dr. Chadha 4 years in vitro I
acids ;incorporation i

t

i3 /I4 /35 5 mci Princeton Univ.-Dr. Bothwell 4 years in vitro !
g C 3

amino acids incorporation !

and cell fme
32P04 5 mci labeling

'.

.,

i
1251 5 mci

I

e

e

!
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| |
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PAUL H. WOOLEY, Ph.D. .

SECTION HEAD - IMMUNOLOGY DEPT.

twaisisc 4e r merairset or t4: isoivioust o. auro is rinnano s tu,, .
.,oo ,, i. . ., . , i

-, y y, o, , , ,,, ,g Lo:ATios or TR At%tM
Princip8es Cmc p.acise,s O' fad.ateon Ao i% sva vetoa rsi DUR ATacN oplos T**E 48 FoMM AL coumst.

vaniw.s L c.,,, . = i)
s e.,i, ., . ..n .e . . Queen Elizabeth College, London 1 semester

.. .. . . . ..
a me. n.m . ., .n.,i ,a..e.w.on v. g g no

ene m.,.tre.a. . cwa .ne . in,,,,,u . Guys Hospital Med. School, Londor
MS'M.t >Ce 99e talCWief>093 bas g g m. v. Qt

0,~.-,,.._..1%,
, . .

6)v. g v.
Mayo Clinic, Roches ter, V.|is. woes, e". u e' ,.a.

r... . . .
i scrua

!Radiation Safety Officer I hour v. @ @ eso
..

i -i n . : ~1 . 3,,, ,os .. ...
'

. . . . . . . . . . , . . . . . . . . , . . _ , ,
,JAoioAcTivt W A m iMJU .-

prmER E Ex',E RIE NCE W A3 G Airitoretts m acs 4 p ous-3 ,,

, ,, : ,, sy. s , o. ,3, omateos or ruraitser '

tot or inst
{1251 2 mci Guys Hospital Medical 1976 - 1980 Radiolabelling f

'
School. Dept. of Medicine

Radio Immuno-G. S. Pamayo ' assay
125 2 mci Immunol Dept. , Mayo Clinic 1980 - 1985 Radio Imuno- !

3
C. S. David, Pn.D.

51 assay. |CR Cytotoxicity -

Radio Isotope protein!
traces j
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KEVIN KEIM, Ph. D. .

-vn A isis:
Ase t x*EaiEs:E or a Ac-iNoiviouAt =4vto is rTEvs a Ase s suw |

-

,oo e,. :. nc. .e c .w -TY;f CF TR A'NN,, LOCATeoN 08 TR AthlNG

009 ATiON OFh'ON TME JOBFORMALCoumsE !, A%3 iss aveiOm es,e,,nc.ven ,e o .n m ',.a.. . , Fai rleigh Dickinson Univ. m run TR AiNi%s e,,,,,,,., ec. ..., .,
* * * " * " - --

Hoffman - L Roche Inc. 4 months @e Q%
-- -

m e.o.n e,n m ai.,rwe,iet ,o. e.at.o-
ene monii;r. s **ca,.o.'a e,c arm'vmenu . Hotfman - La Roche, Inc. 8 years @ s.o v. @u..mc.ci .,e wc :.t.o, tm : m m

.,e m...,e.,i oe .o. n ... , Hoffman - La Roche, Inc. 8 years Qwr
. . Qv.,

s,wo c. e'v u o' r.o..t.e
. Fairleigh Dickinson Univ. MS PGR 4 months.. .

E x; EGsE NCE W 'T*
R ADi AT sos (An . wie e' ree a ma e .a s o eo., n e t espe .e,cel

v. g g eso
4 ADIC .citvt WAxivJv

wmEm E Ex*E AiENCE W AS G AINED j- ATEQlALS Av3UNT ,

ANO IN5 A srTon gsi DUR ATs0N OF EXPERIENCE TYPE OF UsE
125 7 Conversion and use of I# ;

I 8 years Research
|(ngiotensir' angiotensin. Renin kit to

laboratory use for animals,
a

Hoffman La Roche, Inc.
. ,

i125
1 ? Hoffman La Roche, Inc. 8 years Researth |ACTH Research

|
3 i

H 5 mci Hoffman La Roche, Inc. 8 years Research !dazepam Research
teroids 4

'.
I4.C 2 mci Hoffman La Roche Inc. 8 years Researchiazepam Research '

.
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JOANN SCATINA, Ph.D.

SENIOR SCIENTIST

TR AININO ANO [XD[ AlEN f Or E Atw INDivlDuAL Naut 0 to. ITEWS 4 AND s (U |
__-

e TY;E OF TR AIN#NG
LOCATION 08 TR AINING

te napo e wata emers s' nste.u vi
i

e,.m.o,= .ne o c.cn ot e.d..t.on A N O IN ST A uCT OR f 5 i OUR ATiON 05j oN THE JOB ; FORMAL COumst,
I. TR A f NIN S i

*'a m** - Univ of Med. & Dental of NJ P Ca tte t*k3' J (Cartit DMeewe'l
r

- -

% tM1 eft mess s'T*Mt*t ttB90e 5 28'e06
(New Jersey Medical School) 4 yrs. Ya ho Ya ho

-
'

O

89C momsfotong tetManegge end s,gtW913 . y
is

b48 ;hermet'Cs D*tC CA'CW st'095 bat.C E theC i

efet C9c mess.# T'me91 O' rad.pectevity ,,
el...

7 Bs030g Ca t'fects O' red st'O' . t...

t i ;tairN:s o,1- .Aa,A,,o% 40 %.A n.. ... ... . :. -.. .. .. . .. .. ,,,,UAD107.UlVE W A X IVJU
f * AT E Ql A L.$ %Is m[ A { [R 9[Rl[N C[ M A3 G AIN[D iAWOUNT

ANO IN5' A s0'Om t1' ' * ' ' ' * ' |

14r
'

n- .

!

3g mci New Jersey Medical School 4 years Drug uptake studie:i

353
.a

Phant,acokinetic !-

| labelled studies |
amino .

acids, Drug Metabolism I

nucleric studies j
acids and .
Drugs 36 Amino acid Nucleic i

CL
(labelled i acid incorporation'
drug) studies .
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CHITRA J. PUNJABI, Ph.D.

SENIOR SCIENTIST
-

TR Al%IN

ANO E **E mif N t o' E ACM 1%DiVIDUAL Du AWED IN ITEks 4 AND 5 (Vee awDo emata se
_

~

sif nn essa vli TnE or TaAisiNG LotAT6DN os train NG DuR Ats0N OF oN T**E JOB j poMMAL Coumst !l, A %D is s,muevomisi in Aisi%: i c. .e .% i' ec.,ve., >enac.o.= cee e n.cn of rea..i."
...... . . . McGi11 Uniyersity h no

- - ,
. .

@v.m.a.on,. m m i e e,ies,,a..e.w.on
.ne me.o.as i==a.a . .me .,=wneen . McGill University Q n. @v.,
wvnr..e .me c..ew<e,.ams ses e se , e

.,e m . m mie'r.o.ucs. , McGi11 Uniyersity -

Qv. g.

no v.

s.osoe c. eewu o't.o.i.o . . . . . . McGill University i

Q ,,, Q lv.E x; EalE N:E n'Ta A ADI AT ONI (An a wie c' red sa t we ma'r.e a o oo., wo em espe .evel
R ADiD A CT e vE M4 m ivJV

m *ER E Em*E RiENCE n A3 G AINED f'~ A T E Qi A Ls Awovs?
AN: IN sims: Tom ts ' DUR ATeo% or gMPEmiENCE TWE OF USE

{3
*
*

HTdR 8 2 mci McGill University. Canada 4 years radioau tography j
cellular prolifera- |
tion jn, vitro

51
j Cr- 0.5 mci Memorial Sloan-Kettering 3 years In vitro - cell |'125 Institute, New York 2 years Tncorporation and1udR 1 mci

release assays
;

Cobalt-60 Sealed McGill University, Canada 3 years Irradiation of small |Irradiator source animals and cells !

|esium-137 Sealed Memorial Sloan-Kettering 2 years Irradiation of small:rradiator source Institute for Cancer animals and cells '
Re5earch New York
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