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SERAGEN INC
-

( N )i 54 Clayton Street
Boston, MA 02122.

Tel. [617] 265-6004
Telex: 288 946

December 27, 1985

.

US Nuclear Regulatory Cosamission
Region 1
Nuclear Material Section B
631 Park Avenue
King of Prussia, PA 19406

Gentlemen:

We wish to renew Seragen Inc.'s NRC license # 20-19478-01. Except as
noted below, our radiation program at our Lexington and Boston Facilities
will conform to our amendment No. 04, docket no. 030-17755, in accordance
with application dated July 3, 1980; letters dated October 15, 1980,
December 14, 1980, January 30, 1981, September 10, 1981, November 2, 1981,

| and March 4, 1982; letter received June 1, 1982; and letters dated
| November 2, 1982 March 14, 1983, and October 31, 1984.
|

,A. RADIOACTIVE MATERIAL POSSESSION LIMITS

As requested in our letter dated October 31, 1984, we wished
the quantities listed to be added to our authorized amounts.
This was done for all isotopes except tasI and 111I. We
therefore request that maximum possession limits for these
isotopes be 200 mci for 185I and 10 mci for 181I.

B. CORP 0 RATE ADDRESS

I The corporate offices of Seragen. Inc. are located at the
128 Spring Street, Lexington facility. We request that the
licencee address for Serngen be changed to:

Seragen. Inc.
Ledgemont Research Center
128 Spring Street
Lexington, MA 02173

8702040577 861015
REQ 1 LIC30
20-19478-01 PDR

1

>



T

' '

O O
' -

-

..
.

-

. .

.

-
.

.

O. LEXINGTON FACILITY'

1. Equipment Purchased

We wish to acknowledge purchase of the following equipment.
Ludlum model 3 GM survey meter plus NaI low energy probe.
LKB 1212 beta scintillation counter.
Nuclear Chicago 1186 gamma counter.
To date only 14C, 3H and small quantities of t asl have
been used at this facility. Also the cesium irradiator covered
under a separate license (20-20784-01) will not be purchased in
the near future, therefore the other equipment referenced in our
letter dated October 31, 1984 has not been purchased.

2. Facility Description

Due to the low level of use of radioactive materials at this
facility, our proposed room use outline and floor plan submitted
in the October 31, 1984 letter has changed. Radioisotopes are
restricted to the basement and room 410 is designated as the

radioisotope lab. An updated floor plan is enclosed.

3. Radiation Protection Officer

We wish to name Patricia Bacha as the Radiation Protection
officer for this facility. Her NRC form 313 M Supp A is enclosed.

4. Authorized Users or Supervisors

Authorized users or supervisors for this facility are Thomas
Hageman, Corey Waters and Karen Parker. NRC Form 313M Supp A
is enclosed for Karen Parker. Forms were enclosed for Thomas
Hageman und Corey Waters with letter dated October 31, 1984.

D. BOSTON FACILITY

1. Equipment Purchased

We have purchased a packard Multi Prins 2 detector gamma counter.
The packard tricarb model 3003 gamma counter has been removed
from service.

We have purchased an additional packard Tri Carb model 2003 liquid
scintillation counter.

2. Facility

Facility use remains un deser ibed in let ter received June 1,1982.
Additional security is provided in that the door to the facility
is locked at all times. No ent ry in posuihle without ringing n
doorbell. Non-employees in the building must be escorted at all
times.
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3. Radiation Protection Officer*
-

We wish to designate Paul Marinelli as the radiation protection
officer for this facility. llis NHC form 313M Supplement A is
enclosed. Additionally he has served as assistant radiation
protection officer for this facility for the past three years.

4. Authorized Users or Supervisors

We wish to delete Paula Jacobs and llavindru Patel as authorized
users or supervisors. We wish to designate Dr. Sheila Magil,
Carl Sarns, Ilobert Wills, and Paul Marinelli as authorized users
or supervisors.

E. 1,IAISON

The radiation protection officers are responsible for work at
their own facilities and report through appropriate channels to
the corporate officers at 1211 Spring Street, Lexington, MA 02173.

Ilespectfully submitted.

71%&-

c

Paul Marinelli

Itt/kc

Enclosures

|
:
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Ledgemont Research Center
128 Spring Street
Lexington, R\ 02173
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Comu NHC 313M-SUPPLEMENT A U.S. NUCLE AR HEGULATOHY COMMISSION
**

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. N AME OF Auf nORIZE D USER OR RADIAf 80N SAFETY OFFICER 2. STATE OR TE RRITORY IN
WHICH LICENSE D TO
'"^C"''*' ' C' * *Patricia Bacha

_
3. CEHTIFICATION

EPECIAlf Y 80ARD CATEGORY MONTH AND YE AR CERTIFIED
A 8 C

.

a*

.- - _ _

4. TR AINING HECEIVED IN BASIC HADIOISOTOPE HANDLING TECHNIOUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE R VISE D
FIELO OF TRAINING LOCATION AND DATEISI OF TRAINING LABORATORY LABORATORY

A 8 COU RSE S E X PE RIE NCE

fHours) (Hours)
% C O

Harvard Univ. Itadiation Safet r

.. R ADI ATION PHYSICS ANO ogr.Wi 1m 15
Ins r RuME N T A tlON New England Med. Ctr. 1983/84 2 40

llarvard tiniv. Itadiation
Safety Program 1978 15

h. R ADI ATION PitOTECilON
1 MW C a. 1983/81 2 4()

,

|Harvard IhiiV- RidTiition
c. uArnEuArics PE RrAisiNo rO Safety Program 1978 15inE Use ANo uEasunrucNr

Or R AniOACrivity New England Med. Ctr. 1983/84 , 10*

-- __ _ _-.-- _ _-. - - -- .. .-

Safety Program 1978 15
.s naniAtONniOLOuv New England Med. Ctr. 1983/84 2 40

liarvard liniv. Itadiation
. RAOiOenanv u ruricAi Safety Program 1978 15 ;

ent vist Rv New England Med. Ctr. 1983/81 2 40 :

6, E XPEHIENCE w|1H H ADI alton. (Actust up.of Hs,porsatones or [qurvalent Euporrence)

ISO T OPf M A RIMt>M AMOU'e t WHf Rt i IPE RitNCE WAS O AINT O OUR A flON OP IXPt Rif NCE T Y P E O P LP.F

3
_1 200 9 Ci liarvard/New Eng Mal.Ctr. 1975-1985 celi labeling1

11c 250 pCi !!arva rd/New Eng.Med.Ct r. 1975-1985 cell labeling
._ . a t:.p w .v v a yr,
I"! 2 m Ci New England Med. Ctr. 1979-1985 protein la-

helinn, itIA
U l 1 m Ci New England Med. 5 7. 1982-1983 radiothyroid-ectomy

35S 250 pCi liarvard 1977-1978 cell labeling
,

32P 1 m Ci lla rva rtl 1970 cel1 labeling

. . . _ _ . _ _ _

,

h

) _ _ _ _ _ _ _ _ .
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comu NRC 313R4 8UPPLEh0ENT A U.S. NUCLE AR REGULATORY CGletelNION
'*-'''

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

l. NAME OF AUTHORIZEO USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

Karen Parker PR ACTICE ME oiC NE

3. CERTlHCATION
3pgCIALTV BOARO CATEGORY MONTH ANO Y$ AR CERTIFIED

A I

.

**

4. TRAINING RECElVED IN BASIC RADIOISOTOPE HANDLING TECHNIOUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERvlSED
FIELO OF TRAINING LOCATION AND OATE(Si OF TRAINING LAGORATORY LA80RATORY

A B COURSES E XPERIE NCE

INeurs/ (Hours /
C D

UCllC annual 1972 - 81 10 40
.. R Aot ATiON PNYSiCs ANo NYU 1970 2 10INSTRUMENTATION

UCllC annual 1972 - 81 10 40b. RAOIATION PROTECTION NYU 1970 2 10

c. MATHEMATICS PERTAINING TO gc|gg annuay g972 - 81 10 40THE USE AND MEASUREMENT
Or RAoiOACTiviTY fiYU 1970 2 10

L'CitC annual 1972 - 81 10 40d. RA01AflON SiOLOGY WU 1970 2 10

JCIC annual 1972 - 81 10 40.. R AoiOrHARMAct uficAL
cHE MIST R Y WU 1970 2 10

S. E XPER1ENCE w|TH R ADS AT10N. (Actualuse of Rod +sotoors or Equivatert bortrencol

ISOTOPE MAXIMUM AMOUNT WHtRE EXPERitNCE WA5 O AINt0 OUR AftON OP t XFERitNCE TYPE OF Ust

125
I 10 mci UCl!C, VAMC Newington CT 10 Years labelling,RIA

3
11 2 mci NYU environmental 2 Years cell incorp

g4 research center of amino acidC 2 mci " " "

63
N1 10 mC1 UCitC Farmington CT 3 Years animal distr.

! i studies _

PORM NRC=JIJM Swoolement A
is.Fel Pne6
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pomu NMC.313M SUPPLEMENT a U. S. NUCLE AR REGULATORY COMMISSION
In.res

PRECEPTOR STATEMENT

Sacoternorst 8 mus t be s anoleted by the avohcantphysocoan's powrotor it mors thers one perctrator ,s necessery to docuenerst
enponence. obeoors .1 secereer ste ernen t from each.

1. APPLIC ANT PHYS 4Cl AN'S N Apot ANO A0D24 Ss KEY TO COLURAN C
PS RSON AL PARTICIPAft088 SMOMLO COpeel87 OF revLL N aut

14wsmeweed esernenet.on of petsents to deferenine the eu.teenhe, for
re490a001000 dis 9500il Sad /0F trestrTWnt end roernrne@ien for
prescribed domen,

&F Rt a f AOOng33 24olleboretson en dose ce4itweteen and actuel edynenestration of done
to the peteat inclweng calculet en of the radioteen does, redeted
enessweeenents and peon.ng of date,

e
ci t , I st a f 8 I2iPCoc& 3 A d'4W8'' P'"'d '' '' ***'"8 '' "*'" 8hv ** *" '' ''''*18 ' ee aort.*

petsents and follow petents thrOwgh $49504et end/Or CDurte Of
trestrrWat.

2. CLINICAL TRAINING AND EXPERIENCE OF A80VE NAMED PHYSICI AN
Mutest R OF

CASES INVOLV1864 COheastNTS
ISOTOPE CONDITION 8 01 AGN06tO OR TRE Af t 0 Pt m80N AL Memet enteaner<ev er ternnwnes nier

PARTICIPAT10N ar n,arnerord,n a,si,see on apperee swea J
A B C 0

DI AGNOSIS OF THY M010 PUNCTION

Ot if HMIN AflON Of OLOOO AND \
OLOOD PL A$M A VOLUME

{
6 131 LIVE M P UNCilON STUDIES

ce

i 125 P AT ASSORPfl0N STUOltS

KtDNEY PUNCT10N STUDitS

IN VIf MO STUOlts

OfHLR

l 125 Of TECilON OP THMOM80$1S

l 139 THV ROIO iM AGING

P 32 EVE TVMCR LOC All2ATION

I'' D PANCRt AS IMAG6NG

V t> 169 OSft RNOGR APH f
g

OLOOO PLOW STLIOlt8 AND
I'' W PULVON ARY FUNC flON STUOtt $

OTHER

BR AiN iM AGING

C AROI AC iM AGNQ

TH VROIO IM AG NG

$ 4 LIV AMV .h 4N0 iM 4Ct 40

I' "' eLOOO PO96 o/ AG.NG |

PLA;f N T A LCX All2 AllON

LIVE M ANO $PLit P4 iM AGINu

| LVNO IM AGING ,

[ a

th)NE 'M AGIN(e

ONLM

POaM NRC.11JM.auPPLtME NT e
0 10 Page 6

_ _ _ _ _ _ _
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Pomes IIAC412HWPLEAGE86T A U.S. NUCLSAA ASSULATORY candl8Beefe
**

TRAINING AND EMPSRitNCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAMG OF AUTNORl280 UtilR OR RAOIATION SAptTY OPPICER 2. STATE OR 73 RRifoRY IN
WH6CH LICENWD TO
PRACTICE ME08QNGPaul !tarine111

1 CERTIFICAT|0N
OPOCIALTV BOARO CAT 800RY heONTH AN3 VI AR CERTIFiSO

A B C

.
.

p

.

4. TRAINING RECElVED IN BAllC MADiot80 TOPE HANDLING TECHNIQUE 8

TYPa ANO L8NGTM OF TRAINtNG

LtCTuRt/ SUPE Rvist0
Pit LO OP TRAINING LOCAfl0N AND OATEIS)OF TRAINING LABORATORY LADORATORY

*
A 8 COURSES EXPERitNCE

tyst Iyst,

lionton Univ Sch Pnblic flealtli 40
nivernity oi I. owe 11 7

e. RADIAT10N PHYSICS ANO
|NsTRUMENTATioN Clin. Chem f.aba Training - -

4eraren i.nh Training 1 40
Ilonton Univ Sch Public !!calth 40
University of I.owell 7

m. M ADI ATION PROF tCTION Clin. Chen Iaba Training 2 40
Seragen 1.ab Training 1 40

Uonton Univ Sch Pub Ilealth 40
e. MATHIMATICS PtRTAINING TO 7University of 1.owell

THE use ANOMsAsuREMtNT /j g'

{l, lyegaJg'gijing0F RAoiOACTlviTY
..

Boston Univ Sch Pnblic lleat tli 40
tinivernity of !.ovell 7

d. RADIAfioN eiotooY Clin. Chen Iabs Training 2 40
Seragen !.ab Training 1 40

Cl in. Chen 1.aba Training 2 40
e. R AoioPHARMActuTICAL Seragen 1.ab Training I 40

CHEMISTRY

6. EXPER1ENCE MITH RAO| AT|0N, (Attualuar of Radioisotopes or Equivelent Esportence)

ISO TOPE M ANIMUM AMOUNT WHERG G MPGRIENCE WA8 0 Alhf D OUR ATION OP E XPERitNCI TYPE OP UEt

1231 15m C1 Cl in Chen I.abn/Seragen 1981-198'i 1.abe l l ing , a n na n

lit Im C1 Clin Chen I abn/Seragen 1981-1985 Annays

57en lu C1 Cl in Chem !. abo 1981 Annayn

117c3 1m Ci BU Sch Publie llcalth 1982 Calibration

226 .3 1m C1 BU Sch I'oblic llealth 1982 Calibration
tt

14g 10n Cl Univers i t y of I.owell 1935 Annay,antorad! ' ' -

graphy
e

FORM NRC JIJM Supowong A
is.fst Pm 5

i
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PoaM NAC413544ML8MSNT A U.1 NUCLSAA AEGULATORY CIMAIINION
**

TRAINING AND EXPERIENCE *

AUTHORIZED USER OR RADIATION SAFETY OFFICER
1

9. NAMG OF AUTMO41200 000R 04 RADIAT10N SAPETY OPPICER 2. 8 TATE OR Te R AITORY IN
WH6CH LICEWD TO
PRACTICE ME0lCINE

1 MATIFICATION *

DeCIALTV BOA 40 CAfteORY MONTH A40 YE AR CE RTIPlee
A B C

*
.,

**

*

,I
i
'

4. TRAINING RECEIVED IN BASIC RAD 10100 TOPE HANDLING TECHNIOUES

TYPs ANO L8NGTH OF TRA8N4800

LECTUREI SUPERVISE D
FitLO OP TRAINING LOCATION ANO DATEIBlOF TRA8N#40 LADORATORY LA80RATORY

*A 8 COURSES EXPE RIE NCE

lyd iJ00,

e. M ADI Afl0N PHYSICS AND
INSTRUME NTAfl0N

|
b. MADI ATION PROTECTION i

|
'

e. MATHEMAflCS PtMTAINING TO
THE USE AND ME ASUREMENT
OP RADICACTIVITY

|d. M ADI ATION et0 LOGY

l
|

e. R AJ10PH ARMACEUTICAL
CHEMISTRY

L EXPER|tNCE w|1H R ADIAT|0N (Actustusr of Radioisotopos or Equivelent Esporwnce) |
1

ISO TOPt MAulMUM AMOUNT WHERG E MPERitNCE WAS O AINED DUR AT10N OP tWPERetNCE TYPt OPUEE

'

FORM NRC-JtJM Swelement A
is.tel Pc6

.
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PeaM lea 6415685Ptaggfif A U.S. NUCLSAA AGGULATORY CAABIGION
"*'

TRAINtNG AND EXPERIENCE
AUTHORlRED USER OR RADIATION SAFETY OPPICER

1. NAMG OF AUTHOR 1200 USER OR RADIAT10es 3APgTY OPPtCSA 2. STATE OR TE RRITORY IN
VeMICM Limaseg 0 TO
PRAcTim unolomeDr. Sheila ttagil

1 MRTIFICATION
peCIALTY e0Ano cAfee0RY se0 NTH ANO YsAR ceRTIPeen,

A e C

'
.

p

.

4. TRAINING RECEIVED IN BASIC RADIOL 80 TOPE HANDLING TECHNIQUE 8

TYPS ANO L8NOTN OF TRAlfessee

LRCTunst svPs Rviss0
Plt LO OF TRAINING LOCAflON ANO OAft186 0F TRAINING LADORATORY LA40RATORY

*
A a couRees exPsMiamcs

tyd lyd,

?!!T ltadiation Safety Course '

e. MADI ATION PHYSICS ANO Scragen I..lb Tra in iEh' 1INSTRUMENTATION

tilt fladiatton Safety Course
6. R A01ATiON PR0f tCTION 1978/79 2

IfnJveralty of !!!nn. 1973 25 5

e. MATHEMATICS PERTAINING TO UniverHity of flitin. 1973 5 5
THE USE AND ME A8UREMENT
OF RA010 ACTIVITY

IniverHity of ?!!nn. 1973 5 5d. M ADI Atl0N e10 LOGY

" " " ' "
e. M A0iOPH ARMActuTICAL

CHIMistRy 1971 40

S. ENFERIENCE W|TH R ADI ATION. fActuolun o! Rodmisotwes or Equivelerit twortance)

,180 f 0F0 MAMIMUM AMOUNT WHERE 8MPERitNCE WAS G AINED OUR ATION OP G MPERitNCE TYPE OP Utt

111 200 u Cl C tU, Univ. !!!nn, !!!T 1971-1981 Cell Culture
Ill A

14g 200 u Ci UniverHit y of ||100. 1976-1978 Cell Culture

121 Im Ci !!!T 1978-1981 Itad ioenzyma t ic
/HHayH

PORM NRC-J1JM susement A
~~

'

lo ten Pege 6
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Poeu NAC31msuPPLeatSNT A U.S. NUCLE AA RGOULATORY CCRthMOBION -

"'
TRAINING AND EXPERIENCE

AUTHORIZED USER OM MAOlATION SAFETY OFFICER

1. NAMS OF AUTMORl200 USER OR RADIAfl0N SAPETV OPPICER 2. 81 Af t OR TERRifoRY IN
WHICN Lammee O TO
PRACTim MEDICING

1 MATIFICATION
WGCIALTV 304A0 Cafe 00AY MONTH ANO VSAR SERTIPISO.

A e C

*
.

.*

.

4. TRAINING RECEIVED IN RASIC RADICISOTOPE HANDLING TECHNIQUE 8

TYPt AND Late 0TN OP TRAlmeNG

LICTURE/ SUPE RVISE D
Pit LO OF TRAINING LOCAT10N ANO OATEISI0F TRAINING LABORATORY LADORATORY

*A e COUReis E MPERIENCE

tysl lysl

e. RADI ATION PHYSICS AND
INSTRUME NTATION

t R A01AT10N PR0f tCTION

e. MATHEMATICS PERTAINING TO
THE USS AND ME ASUREMENT
OF R ADIOACTIVITY

d. RADI ATION B10 LOGY

e. R A010PH ARMAct WTIC AL
CHE MIST R Y

S. EM9t RIENCE w|1H R ADIA180N. (Actustun of Rodmisotopes or Equivelent fspenonce)

ISOTOPt M ANIMUM AMOUNT WHERt E XPERitNCE WAS C AINt0 OUR ATION OP B NPE RitNCE TVPt OFU58

PORM NRC JIJM 8vselement A
lo.tes Page 6

.
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conw NRC 313# SUPPLEMENT A U.S. NUCLE AR REGULATORY CORAh80SSION
,

' ' ' ' ' ' ' TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

.

1. NAME OF AUTHORlltD U$tM OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

Carl R. Sarns PR ACTICE ME DICINE

3. CERTIFICATION
SPECIALTY GOARO CAftGORY MONTH ANO V AR CtRTIFit0

A e C

.

,*

4. TRAINING RECEIVED IN SASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE ANO L8NGTM OF TRAINING

LECTURE / SUP RVISEO
fit LO OF TRAINING LOCATION ANO DATEISIOF TRAINING LA80RATORY LAGORATORY

A B COURStB+ EXPimitNC8 :

IHeers) (Hovis)

Nt'N Rad. Safety Courne 1980 10 16
e. RAOi AfiON ewysicS ANO NEN Rad. Safety Course 1981 5

'"**"""'"'"I'"
Seragen lab training 1984 1 40

NEN Rad. Safety Course 1980 10 - 16!

l
b. MAOIATION PROTECTION NEN Rad. Safety Courne 1981 5

Seragen lab training 1984 1 40

e. MAintuATics esRTAININO TO NEN Rad. Safety CourRe 1980 10 16
Tur ust ANO ut AsvRautNT NEN Rad. Safety Course 1981 5
OF R AOIOACTIVITY Seragen Inb training 1984 1 40

NEN Rad. Safety Course 1980 10 16

e. R AOi AfiON eiOLOOy NEN Rad. Safety Courne 1981 5

Scragen lab training 1984 1 40,

|

|
'

"",D'O,'","R wace u t ic AL Seragen lab training 1984 40
c y

|

|
5. E MFtRIENCE W11H R ADI AT|0N. (Actualuse of Radioisotones or (quivalent (scenence)

sorOrt uAxivue AuOuhf WHtRs f urtRisNet wAs G AINt0 OvR AftON OF EXPERitNCE Tvrt OF Utt
|

125g 5m Ct Seragen, Inc. I year labelling.annavn

lit im C1 NEN lahn/Scragen. Inc. 3 yearn annayn, wante
proccaning

14C 1m Cl NEN labH 1 year wante procennt ig

PORM NRC.JtJM sweiement A *

is.tei page $

_ - . _ - _ _ _ _ - - _ - _ _ _ _ _ _ . _ _ _ - _ _ _ _ _ _ _ _
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#osu NRC 31316SUPPLEh8ENT S U. 8. NUCLE AM REGULATORY CE20M18810N
*

lo rei ,

PRECEPTOR STATEMENT .
,

Suoolernet S rnust be cenpArnd by die anchcartphysocoars's preceptor. If more part air preenpetw to eserenapry to alecumeret
enpenence, obem a aNwee senemerst frarrt each.

1. APPLICANT PHYSICIAN'S NAAsE Afeo AODates KEY TO COLURAN C
Pt88CusAL PAnnCIPAn0N eN0pto CONesef OP:

eULL Naus
14uservened emerniastion of puents to essernwne die a,menelitY #er'

rescotesesse esgrisees enspor treetmont and ressen,neneesion f or .

Prensrtted desage.

S T nt t 7 acont18 MWherm M dises Wehn ed W Merm W m
to the patient inegueng eseewtotien of ttie reestien does, rotated

_ _ - to end plott6ag of elete,
,

~

| ST ATE I AIP C006 3 Adeouste period of tre.nene to oneMe phyeleton to eneness redenotiveda f Y
patiente and felleur petlente through deytos4 andler eeures of
treettnent.

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAASED PHYSICI AN
seuasesa OP

CASet INVOLvisse Ccesassesis
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