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Reference: License Number 31-21371-01
Ayerst Laboratories Research, Inc.
Monmouth Junction, N.J. Facility

Dear Sir:

Ayerst Laboratories Research, Inc., is submitting an amendment to its
license, number 31-21371-01. The changes are detailed below and in the
attachments., (Item numbers employed are those used in NRC Form 3131.)

Item 6

Please delete Dr. Stern. Add the following personnel, Drs. AcKerman,
Ferrone, Hayward, Kemper, Kimble, McCaleb, McKean, and Scatina. Their
training and experience in handling radionuclides are attached.

I[tem 8

We are requesting possession of four additional isotopes, the cumulative
total for the four is requested to be 10 milliCuries (see attached list). In
addition, we are reouesting increased possession limits for 45Ca]cium,

125

51Chrom1um, and lodine to accommodate increasing research activities

and to allow for more on-site decay (1251). Attached is an amended item 8
that details these reauested changes.

Item 12

We are planning a monthly exchange frequency for the TL%;L H%tm of the
currently licensed bimonthly rate. Lq.z
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Item 14B Vaste Disposa)

Change Ala (14C-3H-36r1-355-45Ca) to:

Waste is poured down the drain at a controlled rate of 0.3
microCuries/liter water (Not to exceed N.J. reculations).
Add to Alc:

4SCa contaminated urine will be collected and shipped off-site.

Add to 3a:

45Ca contaminated carcasses will be shipped off-site,

Add to 3b:

A1l 45Ca contaminated material will be shipped off-site.
Change B (32p-1251.51cp) ¢

1. Soluble:
Waste is poured down the drain at a controlled rate of 0.04
microCuries/liter water /not to exceed N.J. regulations).

2. A11 other waste:
Collected in catalogued three-gallon pails and decayed in a
designated area of the building. The decay site will be
adeauately protected against unauthorized removal. This area
will be designed in such a way as to guarantee the exposure
limits prescribed in 10 CFR 20.105 are not exceeded.

If you have questions or comments about these changes, please contact
Dr. R. Kaplan at 212-878-6083.

Thank you.

Sincerely,

o
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ory Affairs

2‘&92 Rapoza
s nt Vice-President,



AYERST LABORATORIES RESEARCH, INC.
MONMOUTH JUNCTION, N.J.

Currently licensed isotcpe for which we are requesting
increased possession limits:

8. LICENSED MATERIAL

L ELEMENT CHEMICAL NAME OF MANUFACTURER “MAXIMUM N

| AND AND/OR AND MILLICURIES AND/OR SEALED

N MASS NUMBER PHYSICAL FORM MODEL NUMBER SOURCES AND MAXIMUM ACTI-

E (11 Sealed Source) VITY PER SOURCE WHICH WiLL

BE POSSESSED AT ANY ONE TIME
NO A B Cc D
m |45
Calcium Any 5 milliCuries
o1
2 Chromium Any 20 milliCuries
-
j ¥4
3 Iodine Any 50 millicuries
14)
DESCRIBE USE OF LICENSED MATERIAL
3

t
@2
3

[

NAC FORM 213 11(1287%)
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AYERST LABORATORIES RESEARCH INC.
MONMOUTH JUNCTION, NJ

Adéit ional Isotopes

8. LICENSED MATERIAL
L ELEMENT CHEMICAL NAME OF MANUFACTURER MAXIMUM NUM
' AND AND/OR AND MILLICURIES AND/OR SEALED
N MASS NUMBER PHYSICAL FORM MODEL NUMBER SOURCES AND MAXIMUM ACT!
E (If Seated Source) VITY PER SOURCE WHICH WILL
BE POSSESSED AT ANY ONE TIME
NO A 8 c +]
/.
() 161 Cerium Microspheres NEN, 3M or 10 milliCuries
95 :
(2) Niobium Microspheres equivalent cumulative total
(3) Scandium Microspheres for all 4 for these 4
85
(4) Strontium Microspheres nuclides
DESCRIBE _3E CF LICENSED MATERIAL
M | Blood flow studies in laboratory animals
2)
3
-

NAC FORM 31310128V



NAME :

TITLE:

Marilee McKean, Ph.D.

AYERST LABORATORIES RESEARCH INC.

NMOUTH JUNCTION, N.J.

Research Associate, Biochemistry

TRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEMS 4 AND § (Use suppiementa: sheets if necessary)

Drexel Univ.

also have used

and JH in post -
graduate training and
to conduct my own
research

in vitro

LOCATION OF TRAINING URATION osl ON THE JOB | FORMAL COURSE
TYPE OF TRAINING 3 AND INSTRUCTOR(S) TRAINING KCircie snswer)|  (Circle snswer)
s Principies and practces of radistion CoursE-Déexel Univ. Prof. Kieth &
TR B R R I e % raduate training- Drexe S yr Yes No | (Yes ) Wo
|6, Racicactiviry messurement sandardiastion | LOUTSE-Drexel Unly. Pro . oy
oNd MONITOTING 1ECANIQUEs BNd INFTTUMENts . ﬁig,ﬁraéuage Eraxning- 5 vr Q No ?V.// L
€ Mathematics and calculstions besic o the ourse-Drexel Unly. . —_—
use ana Measurement of radicactivity . . . ﬁif,_gra uate trainin 5 vr /N0 | (Yu/ WNo
oursg-Drexel Uniy..Prof e ] A~ — :
fe Bioiopca ettecy of reiatior . . . . . . ﬁgig.Eraguafe kraYning- Drexel 5 Yes ) No @/) No l
EXPERIENCE WITH RADIATION (Actus use of radioactive materials O 9Quivalent expenience) |
RADIOACTIVE MAXIMUM WHERE EXPERIENCE WAS GAINED :
MATERALS AMOUNT AND INSTRUCTORIS! DURATION OF EXPERIENCE TYPE OF USE ;
125I ;3 mCi Graduate School 3 yr Iodination of |
Drexel Univ. proteins §
—
:}
1‘4’C 50 mCi Graduate School 3 yr Tracer studies {
Drexel Univ. in vitro :
3H 0.5 mCi Graduate School 3:yx% Tracer studies !




" NAME:  Demnis M. ackerdd Ph.0. 73

TITLE: Section Head - Department of Pharmacology

TRAINING AND EXPERIENCE OF EACH INDIVIDUAL .

= _ LOCATION OF TRAINING [OURATION OF[ON THE JOB | “ORMAL COURSE
TYRE OF TRAINING ] AND INSTRUCTOR(S) TRAINING _KCircle answer)| _ (Circle snswer)
. """"“""“"‘“"'"""‘“"‘ " | Emory University 1.5 yrs.| wes Mo | Yes o
u R:m:um&o:&m : Emory P?‘;xggsgggsml th Kline & : 2.5 yrs.| Y wNo Yes No |
¢ '“::::"‘“"“““‘f.‘:"‘:‘:“ﬁ:"‘ | Emory University 1.5yrs.! va No | Yoo o
a. Biological effects of radiation . . . . Bl g?;:ﬁﬁslgé.smh s Frecg W g Ve
. EXPERIENCE WITH RADIATION (Actual use of radiosctive materials Or equivalent experience)
14, 250 micro- |[Emory University 1.5 yrs. whole animal

curies Atlanta, GA
Dr. A. Pruitt

3H 5 milli- |Emory University 1.5 yrs. whole animal
curies |Atlanta, GA
Dr. A. Pruitt

14]Ce 1 milli- [Smith Kline & French Labs. 1 yr whole animal
curie Philadelphia, PA 19101
Dr. A. Compton
ey 1 milli- " " "
curie
Bsr 1 mitli- . ' B .

curie




LABORATORIES RESEARCH,

@
NMOUTH JUNCTION, N

INC. ‘

OJ -
NAME: Dr. Ron Ferrone
. TITLE: Senior Research Investigator
TRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEMS 4 AND 5 (Use suppiements. sheets if necessary]
LOCATION OF TRAINING URATION OF  ON THE JOB | FORMAL COUrSE
TYPE OF TRAINING p AND INSTRUCTORIS) TRAINING KCircie anewer)|  (Circle snswe )
Pr pract 1 reciet
® ororcnonocemolimaunon  Ipenn State University, PA 4 yrs Ye Mo @ No
Rad oactivity messurement suandard.zstior
#nc monitoring techniques end nstruments . [Ochsner Med. Foundation 2 yrs No | Y Ne
€ Mathematics end calculetions bes:c to the
wse anc measuremen: of rediosctvity . . . (Squibb Princeton 6 yrs :v.)” - .
[l. Biologica’ effects of rediatior . . . . . . Yo No Yo No
EXPERIENCE WITH RADIATION (AcCius wit O raiosctive materisis O 9Quiveient experience)
RADIDACTIVE MAXIMUN WHERE EXPERIENCE WAS GAINED
MATERALS AMOUNT AND INSTRUCTORS! DURATION OF EXPERIENCE TYPE OF USE
1{‘C 250 microCi Penn State University 4 yrs |in _vitro;
| Dr. T.M. Hollis RIA
3 -
H 250 microCi
125I 10 microCi
141 g
Ce 1 mCi Alton Ochsner Med. 2 yrs in vivo--
95,qb Foundaticn microspheres
' New Orleans, LA
85 Dr. G. M. Walsh
Sr
SICr
141 "
Ce 1 mCi Squibb 6 yrs in vivo--
microspheres
95Nb
BSSr
51

Cr




,\\.l LABORATORIES RESEAKCH, INC, '

MONMOUTH Jusction,

N.J,

ITEMS 16 AND 17

MARSHALL A. HAYWARD - SENIOR SCIENTIST

TRAINING AND EXPERIENCE OF EACH INDIVIDUAL

Tt 00 LOCATION OF TRAINING OURATION OF | ON THE JOU | FORMA L COUR®
i AINING M AND lNS‘TRUC%?N%In TJRAINING  KCircle answer) (Circie ansever !
2 ne $ Snaiaat univ. OT 11TTThOTS = U, dainro I WEEK
oy o oD Michigan State Univ. J. Boezi 1 week fn) v | Ye
P 0ICACTvIty MEBEUreMEnt §1aNaard: La1ION = : "

« 0 MM'lcl:ﬂ' l.::h-uu: :'\; inftrumeny | ' @ No Yo @
‘Asthemanc @ colculats ba O the " »

e S N 4w @] v= &
S.olcgica etfects of radiation . . . . . . X : @ " l i @
SAPERIENCE WITH RADIATION (Actus! use of r80:08ctive Materials OF eGuivalent expernencel

pr il B oy D TNt A CCTORIAINED | oURATION OF EXPERIENCE ’ TYPE OF USE

3H 1 mCi MSUL J. Boezi 1 § years Enzyme assays

3H 5 mCi Univ. of I11. D. Shepiro 6 years Assays, standards

ldc 1 mCi Univ. of I11. D. Shewiro 6 years Assays, standards

32 1 mCi Univ. of I11. D. Shepiro 4 years Plus probe synthesis,
p y : .

& nick translation
35S 5 mCi Univ. of I11. D. Shepiro 3 years in vitro translation
125I 5 mCi Univ. of I11. D. Shepiro 2 years protein labeling
131I 2 mCi Univ. of I11. D. Shepiro 2 years protein labeling



:'n.l LABORATORTES RESEARCH, INC. .

MONMOUTH JUNCTION, N.J.

ITEMS 16 AND 17

CHRISTOPHER KEMPER - SENIOR SCIENTIST

TRAINING AND EXPERIENCE OF EACH INDIVIDUAL

TYPRE OF TRAINING

Frincipies ana pracuices of radiation
protecrion . | .

AAICACTivity Measurement sINGS T LatiON
Qg mom\onn. ecnnyues and instrumenyy

*Aathemanics and calculations Bauc 10 the

Vit and Mmassuremant of rediosctivity | .

5.lcgica effects of radiation

LOCATION OF TRAINING

DURATION OF | ON THE JO8

FOAMAL COUF!

Univ. of Louisville, Dr. H. Hurst

AND INSTRUCTORI(S) TRAINING KCircle answer) (Circle ansever)
Sterling-Winthrop Res. Inst. ' 2 yrs @) N | e we
’ " Pk @ | va w
1
Dr. Robert Block, RPI Troy, NY | " @D M| Yo

Vu.Nol@ No

EAPERIENCE WITH RADIATION (ACtus use of radi0sctive Materials Of eQuivalent experence)

DURATION OF EXPERIENCE I

. ~DIDACTIVE MA X IMUM WHERE EXPERIENCE WAS GAINED
MATERIALS AMOUNT AND INSTRUCTOR(Si
3 14 : - -
H™ & C 1 mCi Sterling-Winthrop Res. 2 years
Dr. Clarke Davison
Ms. Tanya Williams
c14
Fe°2 1 mCi Univ. of Louisville 1 year

Or. Donald Nerland

TYPE OF USE

Drug Metabolism

Drug Metabolism



- .

" NAMEX E. Kimball, Ph.D.
TITLE: Section Head / Connective Tissue Section
. b
1 TRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEMS 4 AND § (Use sppiementa: sheets if necessery)
LOCATION OF TRAINING URATION OF ON THE JOE | FORMAL COURS
B TYPE OF TRANMNG .. AND msng%omsn bﬂumms ) gwm)t {
s Principies and practices of radietion at nstitute o ealt -y g
e T e e thesda You Mo | (Ve WNo
Radioactivity m Wiurement sundard zation Y N
onc monitoring ththmigues end ingtruments . [Nat 'l Institute  of Health Yeu. No | ‘Yes . No
¢ Mathematics and cal VITIONs besic o the Y Y
vee onc messurement o' raciosctwity . . . (Nat'l Institute  of Health Yu No | Y= ' No |
[¢ Bologea ettacu of rediaron . . L L . . Nat'l Institute of Health Yo ' No "') No l
EXPERIENCE WITH RADIATION (Actus wse of rachoactive Matersis OF $Gu viien! experence) ,
RADICACTIVE MA X IMUM WHERE EXPERIENCE WAS GAINED J— ’
3Hami.no 50 mCi Nat'l Institute of Health 7 years In vitro labeling |
acids I biosynthetic i
B
3H-dt 10 mCi Nat'l Institute of Health 7 years |
3H-Acetic 100 mCi Nat'l Institute of Health 7 years Protein labeling :‘
Anh. ||
1l'C Ioda~ 1 mCi Nat'l Institute of Health 7 years Protein labeling
acetamiue
125 . e . . |
I 5 mCi Nat'l Institute of Health 7 years Radio assays;
Protein labeling;
cell labeling :
35 !
S-meth- 10 mCi Nat'l Institute of Health 7 years Biosynthetic cell
ionine labeling
il
51Cr 5 mCi Nat'l Institute of Health | 7 years Cell labelling-- |
1 i
Cr release assays |
.
" |
|
32, 10 mCi Nat'l Institute of Health |7 years cell labeling 1
’ \
14 5-10 : |
C-amino mCi Nat'l Institute of Health | 7 years Biosynthetic ‘
acids cell labeling |




NAME :

TITLE: “Research Associate,

A T LABORATORIES RESEARCH INC.

NMOUTH JUNCTION, N.J.

Dr. Michael L. McCaleb

Dept. of Liochemistry

TRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEMS 4 AND 5 (Use suppiamentai sheets if necessary )

|8 TYPE OF TRAINING

LOCATION OF TRAINING

]ounnou O ON THE JOB

FORMAL COURSE

. AND INSTRUCTOR(S) T!AlmNG‘T_QLn_z—_-vl (Circie answer )
8 Princioies anc pracices of radistion N g
h. L e R Purdue University @ ” @ No
. Radioactivity messurement sundardization Z0) (%
ond monitoring techmiques and ingtruments . | purdue University C‘} No C. No
c Mathemagtics and calculations basic 1 the g g
vse and messurement of radiosctivity . . .| Purdue University L_V} No @/ No
. oy
fo Boiopcs ettact of moiavor . . Purdue University ("" No | fred Mo
EXPERIENCE WITH RADIATION (Actus use of radiosctive materials o 8Quivaient expenence)
RADIOACTIVE MAX IMUN WHERE EXPERIENCE WAS GAINED
MATERIALS AMOUNT AND INSTRUCTOR(S) PRI SR bt
3
H '1 mCi Purdue University 4 years in vitro and ‘
Sloan Kettering Inst. 2 years in vivo |
Univ. Roch. Med. Ctr. 2 years experimentation dd
:
1I‘C 1 mCi Purdue University 4 years in vitro and §
Sloan Kettering Inst. 2 years in vivo
Univ. Roch. Med. Ctr 2 years experimentation




