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A Medical Center Am:ric n L:ks*'>

* Tecomo WA 98493

K VeteransAdministration
'March 25, 1985

in Reply Refer To: 505/00
,

.

License Management Branch
U.S. Nuclear Ibgulatory Ccomission

'Ibgion V
1450 Maria Lane, Suite 210
Walnut Creek, CA 94596

TIIRU: Director, Nuclear Medicine Service (115)
Veterans Administration Central Offico
810 Vermont Avenue, N.W.
Washington, D.C. 20420 ",

,

'SUBJ: Amendment to Materials License Number 46-19584-01

l. It is requested that the maximum anount of the following isotopes be
increased as follows:

Fequested Maximum
Byproduct, Source, and/or Chemical and/or Physical Amount We may Possess
Special Nuclear Material Form at any One Time under

our License

A. Carbon 14 A. Any A. 20 millicuries
B. Ilydrogen 3 B. Any B. 50 millicuries
C. Iodine 125 C. Any C. 15 millicuries
D. Phosphorus 32 D. Any D. 15 millicuries
E. Calcium 45 E. Any E. 20 millicuries

Ari increase in the amount of IIydrogen 3, Carbon 14, and Phosphorus 32 is
requested for use in the procedure described in a recent license amendment
request dated March 1, 1985, for an increase in tin amount of Sulfur 35. To
recapitulate: labeling of intact cells grown in a culture with [31!] amino
acids or sugars, [14C] amino acids or sugars, [32P] phosphoric acid, and [35S]
sulfuric acid. Extracts of these labeled cells are fractionated by various
biochemical and inmunochemical techniques to isolate specific peptides re-
lated to the research interests of the investigators. Each procedure would
use 0.25 to 5 millicuries of labeled nnterial. Label would be stored at
4 C in an appropriately labeled rufrigerator following proper procedures.

The radioi<otopes would be in the form of amino acids or sugars (fly-
drogen 3 and Carbon 14), phospwric acid (Plusphorus 32), and sulfuric
acid (Sulfur 35).

Dnployees would follow safety procedures for high and low energy Irta-
emitters outlined in the original application.

An increase in the annunt of Phosphorus 32 is also requested for use in
certain types of molecular biological experiments. The isotope in the form
of [ alpha-32P]dexoycytidine triphosphate will be used to label DNA fragments
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Anendment to Materials License Number 46-19584-01 (Page 2)

in vitro with purified enzymes. The DNA fragments will be used in binding
experiments with DNA or RNA extracted fran cells and fractionated by gel
electrophoresis. Each labeling procedure m uld use 50-100 microcuries of
isotope. Label m uld be stored at either -20*C or -70 C in an appropriately
labeled freezer following proper procedures.

The isotope muld be in the form of [ alpha-32P]deoxycitidine triphosphate.

Diployees muld follow safety procedures for high energy beta-emitters
outlined in the regulations.

An increase in the anount of Iodine 125 is requested for use in radio-
inmunoassays. The procedure is essentially the same as described for the
amendment request fran this Medical Center, dated January 19, 1982, except
that peptides rather than ec11 manbrano proteins will be labeled.

2. Request the following individuals be named as users of the materials
and uses indicated:

Ibger Birnbaum, Ph.D. !!ydrogen 3, Carbon 14, Phosphorus 32, Sulfur 35,
and Iodine 125

Douglas M. Burns, Ph.D. liydrogen 3, Carbon 14, Phosphorus 32, Sulfur 35,
and Iodine 125

Peter J. Gkonos, M.D. Ilydrogen 3, Plosphorus 32, Sulfur 35, and
Iodine 125

Richard Ostenson, M.D. Ilydrogen 3 and Iodine 125

Dernard A. Ibos, M.D. !!ydrogen 3, carbon 14, Plusphorus 32, Sulfur 35,
and Iodine 125

Charles W. Wilkinson, Ph.D. Ifydrogen 3 and Iodine 125

Stephen M. Ioop liydrogen 3 and Iodine 125

(Supplenents A & D enclosed)

Ibnneth Gross, M.D. Groups I, II and III
Iodine 125

Vernon Larson, M.D. Groups I, II and III
Iodine 125

Ibbert Whitney, Jr. , M.D. Groups I, II and III
Iodine 125

John Flood, M.D. Groups I, II and III
Iodine 125

(Copy of Washington State Radioactive Materials License hN-M0151-1 enclosed)
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Amendment to Materials Li nse Nanber 46-19584-01 (Page 3)

3. Request that Ibger S. Birnbaun, Ph.D. be names as Assistant Padiation
Safety Offiwr who is to function as Radiation Safety Officer in Dr. Ibbentt's
absence.

4. Request that John R. Farley, Ph.D. be taken off our license as a user
as he no longer works here.

5. Our Radiation Safety (bmnittee (Medical Isotopes Ommittee) now consists of
the following:

Gary B. Ibbnett, M.D., Chief, Radiology Service
Ibger S. Birnbaun, Ph.D., Research Servim
Eugene Wales, Mministrative Assistant to Chief of Staff
Samuel D. Mires, R.T., Supervisory Radiology Technologist
Charlotte Brown, R.N., Nursing Service

6. Request Appendix J be changed as indicated on the one enclosed.

.

&~~ .

ILLIAM E.
Itdical Center Director

Attachments 3

[ !
'
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
#'"

TRAINING AND EXPERIENCE
'

AUTHORIZED USER OR R'ADIATION SAFETY OFFICER

1, NAME OF AUTHORIZED. USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

BIRNBAUM, Roger S. PR ACTICE MEDICINE

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIF4ED

A B C

4. TRAINING RECElVED IN BASIC RADIOlSOTOPE H ANDLING TECHNIQUES

TYPE AND LENGTH OF TR AINING

LECTURE / SUPE RVISED.

FIELD OF TRAINING LOCATION AND DATEl$iOF TRAINING LABORATORY LABORATORY
A B COURSES EXPERIENCE

IHoursl iHours)
C D

U. California, Berkeley, 1963,
*"

sTOuS[NTAfiO f N Br la v., 1967, 1968. 20 hr. 100 hr.
' '"

U.Mann. Med. Ctr., 1971, 1972.
Brandeis Univ.

b R ADIATION PROTECTION
Iar i Mc . ci 001, 1976,1977. 10 hr.

c. MATHEMAT Cs PERTAINiNo TO U. california, Berkeley 5 hr.THE t>$E AND YE ASUREMENT
OF R A0iOACTIv6TV

ri R Act ATiON 8iOLOcy Brandeis Univ. . .
U.htass. Med. Ctr. 5 hr. 5 hr.

. R A0iOPH A R \i ACE UTIC A L
CHE MISTR Y

5. EXPERIENCE W|TH R ADI ATION, (Actualuse of Radioisotopes or [quivalent Esperience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS O AINED OUR AflON OF EXPERIENCE TYPE OF U5E
| 3 11 15 mci U. Mass. Sted. Ctr. 4 years In vitro
| CWRU, Cleveland 1 year "
' VMIC, Cleveland 6 years "

1.4C 1 mci U. !! ass. !!ed. School 4 years "

35S 10 mci VMic, Cleveland 6 years "

32P 5 mC1 U. Mass. fled. Ctr. ! year Enzyme Assays
VM!C, Cleveland ! year In vitro

125I 10 mCL liarvard Med. School 2 years R!A
VMtC, Cleveland 6 years "

NRC FORM Ji3M s ppi.m.n A
Osti Page5 7Q;
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NRC FORM 313M SUPPLEMENT A U.S. NUCLE AR REGULATORY COMMISSION
' " "

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

I NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2 STATE OR TERRITORY IN
WHiCH LICENSE D TO
PR ACTICE ME DICINEDouglas M. Burns, Ph.D.

3. CERTIFICATION,_

SPECIALTY BOARD CATECORY MONTH AND YE AR CERTIFIED
A s C

4. TR AINING RECElVED IN BA$lC RADIOlSOTOPE HANDLING TECHNIQUES
~ ' ~

TYPE AND LENGTH OF TRAINING
__.

* LICTUREf SUPERVISED
FIE LD OF TRAINING LOCATION AND DATEISIOF TRA144NG LABORATORY LABORATORY

A s COURSES EXPERIENCE
IHoural IMoorst

Univ of Missouri, Columbih ~
1971 & 1973, 1974 & 1975 15 15, R Aoi AfiON Pav$iCS ANO

'NsT R uvE N Ta tion Vanderbilt Univ. Med. School
1975-1980, 1977 RSO Course 6 30

5 15b R ADI ATION PROTECTION Same as above
6 30

s MATHEVAT'CS PERT AiNING TO Same as above 15 15
THE USE AND ME ASUREVENT 6 30OF RADIOACTivtTV

.-

*

et R A0f ATiON SiOLOGY Same as above 13-

30-

. . - . - . _

H ADtOPH ARVACE UTIC AL-

CHt viST R Y

5. E XPEHIENCE WITH R ADI ATION fActualun ot Radioisotopes or [quivalent Esperience)

110 TOPE MANIMUM AMOUNT WHERE EXPERIENCE WAS GAINED OUR ATION OP EXPERIENCE TYPE OF USE

32P 2 mci Jniv. of Missouri, Columbia 16 months In vitro
"

2mC1 'landerbilt Univ. Med. Schoo 12 months In vivo ," 1 mci llevoland VA Medical Center 36 months In vitro
| '35S 5 mci :leveland VA Medical Center 36 months In vitro

14C ImCl Jniv. of Missouri. Columbia 3,16 monthn ',|&enzymo assay
ImC1 landerbilt Univ. Hed. Schoo' 6 months &cnzyma ansay
imCi :leveland VA Medien1 Center 36 montha "14nzymo assay

1251 ImCi landerbilt Univ. Med. Schoo . 24 months In vitro & pro-
tein labeling

311 ImC1 Jniv. of Missouri, Columbia 16 monthn In vitro"
j ImC1 /anderbilt Univ. Hed. School 24 months " & In vivo

NC aORM 3:3M s.goiement A
, ,,

. -
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
' " "

TRAINING AND EXPERIENCE
'

AUTHORIZED USER OR RADIATION SAFETY OFFICER

t. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

' PR ACTICE MEDICINE
CK0 SOS, Peter J. Washington

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YE AR CERTIFIED

A 8 C

Internal Medicine Medicine 9/81

Endocrinology Medicine 11/83

,

4. TRAINING RECEIVED IN BASIC R A0lOISOTOPE HANDLING TECHNIQUES
|

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE R VISED
FIELD OP TRAINING LOCATION AND DATEISI OF TRAINING LABORATORY LABORATORY

A B * COURSES EXPERIENCE
IHou s) IHours)r

C 0

University of Michigan.

,'

e. RADI ATION PHYSICS AND 1971 - 1973
INSTRUMENTAT!ON (Physics & Chemistry) 4-6

b. R ADI ATION PROTECTION Yale School of Medicine 2

c. MATHEVATICS PERTAINING TO University of Michigan
i THE USE ANO VE ASUREMENT

OF R ADIOACTIVITY (Physics & Chemistry) 3-4

d. R ADI ATION SIOLOGY Thomas Jef ferson University
1975 - 1976 2.,

e R ADIOFHARVACEUTICAL
CHEMISTRY

5. EXPER|ENCE WITH R ADI ATION. (Actust use of Radioisotopes of Equivalent Emperience)

ISO TOPE MAxlMUM AMOUNT WHERE EXPERIENCE WAS C AINED DUR AflON OF EXPERIENCE TYPE OF USE

311 5 mCL Yale School of Medicine 198l - 1983 In vitro
CWRU, Cleveland 1984 "

32P 250 uCi Yale School of Medicino 1981 - 1983 "

1251 1 mci CWRU, Cleveland 1984 "

33S 5 mci CWRU, Cleveland 1984 "

NQC FORM 383M suppiement A
is eu Page 5
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NRC FORM 313M SUPPLEMENT B U. S. NUCLE AR REGULATORY COMMISSION

(9C11
* '

PRECEPTOR STATEMENT

Supplement 8 must be completed by ths applicantphysician's preceptor. If more than one preceptor os necessary to document
uperience, Obtaon a separate statement from each.

KEY TO COLUMN C1. APPLICANT PHYSICI AN'S N AME AND ADORESS
PE RSON AL P AR TICIPATiON SHOULO CONSIST OF:

FU LL N AME
'd '"**'"*b*" *' p *b'a'$ 'o d'"' *'"' th' Su d 8 b'h'v ' *'

GKONOS, Peter J. ' 8"D'''so'' tope d'agnosis and/or treatment and recommendation f orradio
prescribed dosage.

STREE T ADDRESS 2 Collaboration in dose calibration and actual administration of dose

11426 105th Ave.. S.W., Apt. N-4 to the patient including calculation of the radiation dose,related
measurements and plotting of data.

3-Adequate period of training to enable physocian to manage radioactive
Cl i V | 57 ATE | DP Cogg

patients and follow patients through diagnosis and/or course of

Tacoma WA 98498 i,eatenent,

2. CLINICAL TR AINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
NUMBER OF

CASES INVOLVING COMMENTS
PE RSON AL IAdditronal antonnation or comments may

ISDTOPE CONDITIONS DI AGNOSED OR TRE ATED PARTICIPATlON be sabmotted on dupheate on separate sheets i

A B C D

.

DI AGNOSIS OF THYROIO FUNCTION

DE TERMIN AflON OF BLOOO AND
BLOOO PLASM A VOLU'.1E

l.131 LIVER FUNCTION STi> DIES :.

or
1 125 FAT ABSORPTION STUDIES

KIDNEY FUNCTION STUDIES

IN VITRO STUDIES

OTHER

l.125 DETECTION OF THROMBOSIS

l.13 t TH Y ROID IM AGING

P 32 EYE TUMOR LOCALIZATION

S' M PANCRE AS IMAGING

Yb 169 CISTE RN OGR APHY

8L000 FLOW STU0iEL b30
~

"'' 8 3 PULMON ARY FUNCTION 8TUDIES

OTHER

BR AIN IM AGIN G

C AROI AC IM AGING
_

TH Y ROI D IM AGIN G

SALIV ARY GL AND IMAGING

Tc99m BLOOD POOL iM AGING

PLACEN TA LOC All2 ATION
.

LIVER AND SPLEEN IMAGING ,

LONG IM AGING

SONE IM AGING

OTHER

NRC FORM 313M SUPPLEMENT 8
19Ct Page6

,n , . . - . , , .



r - - _ _ _ _ _ _ _ _ _ _ . - - - - - - - - - - - - - - - - - - . - - - - - . _ _ - - - - - - - - - - - - - - - - - - - - - - - - - - _ _ _ _ _ _ - . - - - - - - - - - - - - - - _ _ _ _ _ _ _ _ _ _ _ _ - - -

*
e

PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continued)
NVM8ER OF

CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additionalinformation or comments may be

PART1C1PATION submitedin duplicaar on separate sheeet)

A B C D
P 32 TREATMENT OF POLYCYTHEMIA VERA,

(So/ubde) LEUKEMIA. AND BONE METASTASES

AA A Y TREAMENT(Cotta dat)

TREATMENT OF THYROID CARCINOMA
l 131

TREATMENT OF HYPERTHYROIDISM

Au-198 INTRACAVITARY TREATMENT

CoGO INTE RSTITI AL TRE ATMENT
cr

Cs.137 INTR ACAVITARY TREATMENT

INTERSTITI AL TRE ATMENT
le- 192
C&60

or TELETHERAPY TRE ATMENT
Cs-137

Sr 90 TRE ATMENT OF E YE DISE ASE

RADIOPHARMACEUTICAL PREPARATION

c9 GENERATOR

8"' , GENERATOR

Tc 99m REAGENT KITS

O ther Radiciodination of peptides Training in these tect'niques for
125I with 125I six months with Dr. Lernard Roos.
35S Labeling of cells in vitro
311 with 35S and 311

amino acids

3. DATES AND TOTAL NUMBER OF HOURS RECElVED IN CLINICAL RADIOlSOTOPE TRAINING

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE 6. PRECEPTOR'S SIGNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
a. NAME OF SUPERVISOR

Bernard A. Roos
is N AME oF INSilTUTION 7. PRECEPTOR'S NAME (Please type orpnnt)
VA tiediCal Center /CWRU Bernard A. Roos

s. M AILING ADDRESS

10701 East Boulevard
d, OTY 8. DATE
Cleveland, Oil 44106 , g, g

S. MA TERI ALS LICENSE NUMBER (S)

an. _

h[NRC FORM 313M SUPPLEMENT B
'941)

'
oro eso.eis

Page 7
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
"

TRAINING AND EXPERIENCE
'

AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

OSTENSON, RICHARD CLARENCE g"AS$TG
^

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

Internal Medicine Sept. 1978
Medical Oncology Nov. 1981

4. TRAINING RECElVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE RVISED
FIELD OF TRAINING LOCATION AND D ATE (S) OF TRAINING LABORATORY LABORATORY

A B COU RSES EXPERIENCE
*

(Hours) (Hours)
C D

.

a. R ADI ATION PHYSICS AND
INSTRUMENTATION

b. R ADIATiON PROTECTION

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

cl. R ADI ATION BIOLOGY University of Washington 10
School of Medicine, 1971

e. RADIOPHARMACEUTICAL
CHEMISTRY

5. EXPERIENCE W|TH RADIATION. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS G AINED DUR ATION OF EXPERIENCE TYPE OF USE

311 20 mci / expt Univ. of Arkansas Medical 1977 - 1978 In vitro
Ctr., Little Rock

311 30 mci / expt Fred !!utchinson Cancer 1978 - 1984 "

Ctr., Seattic
125 1 10 mci / expt VAMC, Tacoma 1978 - 1984 "

51 r 10 mci / expt FHCRC, Seattle 1978 - 1981C "

NOC FORM 313M Supplement A
081) Page 5
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
1 au

TRAINING AND EXPERIENCE -

AUTHORIZED USER OR RADIATION SAFETY OFFICER

t NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

ROOS, BERNARD ALLEN PR ACTICE MEDICINE
WASilINGTON

3. CERTIFICATION
SPECf ALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

Internal Medicine Medicine June 1975

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERVISED
FIELD OF TRAINING LOCATION AND D ATE (S) OF TR AINING LABORATORY LABORATORY

A B COU RSES EXPERIENCE
(Hours) (Hours)

C D

.

a. R ADI ATION PHYSICS AND
INSTRUMENTATION

b. R ADI ATION PROTECTION

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

d. RADI ATION 8tOLOGY

e. R ADtOPH ARMACEUTIC AL
CHEWSTRY

5. EXPERIENCE WITH R ADI ATION. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS G AINED DUR ATION OF EXPERIENCE TYPE OF USE

Jil 30 mci / expt UCSD, San Diego - 1970 - 1977 In Vitro
" " "CWRU, Cleveland - 1977 - 1984
14C SmC1/ expt CWRU, Cleveland 1977 - 1984 "

35S 10mC1/ expt CWRU, ' Cleveland 1977 - 1984 "

32P 10mCL/ expt CWRU, Cleveland 1977 - 1984 "

1251 10 mci / expt CWRU, Cleveland 1977 - 1984 "

NRC FORM 313M Supplement A
19 811 Page 5
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NRC FORM 313M SUPPLEMENT B U. S. NUCLE AR REGULATORY COMMISSION
(9 81)

PRECEPTOR STATEMENT .

Supplement B must be completed by the applicantphysician's preceptor. 11more than one preceptor is necessary to document
:xperience, obtain a separate statement from exh.

1. APPLICANT PHYSICI AN'S N AME AND ADORESS KEY TO COLUMN C
PE RSON AL PARTICIPATION SHOULD CONSIST OF:

FULL N AME 14upervised examination of patients to determine the suitability for
radi 4s t pe diagnoses and/or peatent and recommendation for

BERNARD A. ROOS prescrabed dosage.

SMEU ADORESS 2 Collaboration in dose calibration and actual administration of dose
to the patient including calculation of the radiation dose, related
m'85u"m'at$ *ad 980"'a9 o' d8'8-70 SILVER BEACH DRlVE

ClTY | STATE | ZIP CODE 3 Adeouate period of training to enable physician to manage radioactive
patients and foHov. patients througri diagnosis and/or cou se ofr

STEILAC00M WA 98388 "'* ' m' a '-

2. CLINICAL TR AINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
NUMBER OF

CASES INVOLVING COMMENTS

ISOTOPE CONDITIONS DI AGNOSED OR TRE ATED PE RSON AL IAddersonalinformation or comments may
PARTICIPATI0% be submrtted en duptreate on separaar sheetsJ

A B C D

DI AGNOSIS OF THYROID FUNCTION Nal25I was used to radiciodinate
OE TERMIN ATION OF BLOOD AND peptides by oxidation methods based
SLOOo PLASV A VOLUME on chloraminet or lactoperoxidase.

1131 LIVE R FUNCTION STUDIES These peptides were used for
radioimmunoassay.or

1-125 F AT ABSORPTION STUDIES

KIDNEY FUNCTION STUDIES

IN VITRO STUDIES 500

OTHER

l 125 OETECTION OF THROMBOSIS

1 131 THY ROID IM AG|NG

P 32 EYE TUMOR LOCALIZATION

Se-75 P ANCRE AS IM AGING

Yb-169 CISTE RN OGR APH Y

BLOOO FLOW STur'IES AND
*' PULMON ARY FUNdflON STUDIES

O THE R

BR AIN IM AGING

C AROl AC IM AGING

TH Y R Ol O IM A GI N G

SALIV ARY GLANO IMAGING

Tc99m g(000 POOL IM AGING

PLACENTA LOC AllZ ATION

LIVER AND SPLEEN IM AGING
.

LUNG IM AGING *

BONE IM AGING

OTHER

NRC FORM 313M SUPPLEMENT 8
Page 6(9 811
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PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continued)
NUMBER OF

CASES INVOLVING COMMENTS
PE RSONAL (MitsonW enformation or comments may be

150 TOPE CONDITIONS DI AGNOSED OR TRE ATED
PARTICIPATION submetedon noplocaw on separate shoetLl

A b C D

P 32 TRE ATMENT 07 POLYCYTHEMI A VER A,
1861 LEUKEMIA. AND 80NE METASTASES

INT R ACAVITARY T RE ATMENT(Cite d*Il

TRE ATMENT OF THYROIO CARCINOMA
l 131

TREATMENT OF HYPERTHYROIDISM

Au 198 INTRACAVITARY TREATMENT

C040 INTERSTITI AL TREATMENT
or

Cs137 INTR ACAVITARY TREATMENT

INTE RSTITI AL TRE ATME NT
tr192

e TELETHERAPY TRE ATMENT
Cs137

Sr90 TRE ATMENT OF EYE DISE ASE

R ADIOPH ARMACEUTICAL PREPARATION

fe$ GE NE R ATOR

GENERATOR,

Tc 99m REAGENT KITS

Oeer

125I Radioimmunoassay 10 years Radiolodination of peptides and
radioimmunoassay were learned from
Dr. Leonard J. Def tos. (see below)

.

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

'.

4. THE TRAINING AND EXPERIENCE INDICATED A80VE IL PRECEPTO 5 IGNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
a, Naus or suramvison -y

LEONARD J. DEETOS, M.D. j,,

a sawa or iNsritutiom 7. PRECEPTGR's NAME P4 type oranatl
VA MEDICAL CENTER

!c. M AIL 4No ADDMa ss y
3350 La Jolla Village Dr. M

4 ce f y 5.DATE
SAN DIEGO, CA 92131 (

s. MATERi ALs ucENsE NuMsERisi )( / [[ f
NJiC FORM 313M SUPPLEMENT S
(9Cll '

ero eee see
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
(San

TRAINING AND EXPERIENCE, '

AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

Charles W. Wilkinson, Ph.D. PR ACTICE MEDICINE
j

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C
; j

.

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING.,

! LECTURE / SUPE RVISED
, FIELD OF TRAINING LOCATION AND D ATE (S) OF TR AINING LABORATORY LABORATORY

A B COURSES EXPERIENCE
(Hours) (Hours)

C D
J

O* 'a. R ADI ATION PHYSICS AND
1965INSTRUMENTATION ;

Univ. of Cali f. , Santa Barbara 30
1974

b. RADI ATION PROTECTION Mt. Sinai Sch. Med., New York 15
1981

'

'

c. MATHEMATICS PERTAINING TO Univ. of Calif., Santa Barbara 40
THE USE AND MEASUREMENT gg74OF RADIOACTIVITY

d. RADIATION 8tOLOGY ,

e. RADIOPHARMACEUTICAL
CHEMISTRY

6. EXPERIENCE WITH R ADIATION. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS G AINED DUR ATION OF EXPERIENCE TYPE OF USE

H 100 pCi U. Cali f. , Santa Barbara 2 years RIA3
H 50 pCi U. Calif., San Francisco 1 year RIA3
H 100 pCi Mt. Sinai Sch. Med., N.Y. 1 year autoradiography

'.

& binding-

125 ?

I 2 mci Mt. Sinai Sch. Med., N.Y. 1 year RIA &
125 i dination

I 2 mci VA Med. Ctr. , Seattle 2 years RIA &
iodination'

On1na
NRC FORM 313M Supplement A "*A%

i 19-811 Page 5
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NRC FORM 313M S*JPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
san TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER -

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO
PRACTICE MEDICINESTEPHEN M. LOOP

- 3. CERTIFICATION
SPECIALTY 80ARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE RVISED
FIELD OF TRAINING LOCATION AND DATE(5) OF TRAINING LABORATORY LABORATORY

A 8 * COURSES EXPERIENCE

(Hours) (Hours)
C D

Washington State Univ., Pullman,
'

Fr 'H inson CRC, 1975-80 100'' " # ^"
iNSTRU EN A ON

Fred Hutchinson CRC, Seattle,

'b. R ADI ATION PROTECTION

Univ, of Wash., Seattle, 1981 3
c. MATHEMATICS PERTAINING TO Fred Hutchinson CRC, 1975-80 20

THE USE AND MEASUREMENT
OF RADIOACTIVITY WSU, 1975 3

.
Univ. of Wash., Seattle, 1981 3

cf. R ADI ATION 810 LOGY

.

e. RADIOPHARMACEUilCAL
CHEMISTRY

P4

5. EXPERIENCE WITH R ADIAT|0N. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS O AINED DUR ATION OF EXPERIENCE TYPE OF USE

51 Cr 10 mci Fred Hutchinson Cancer 1975 - 1982 Reicase Assays
125 I 20 mci Research Center Protein Iodin.

131I 10 mci 1124 Columbia St. Protein Iodin.;

3H 3 mC1 Seattle, WA 98104 Isotope InCorp.

X-ray nachine - Cesium Roswell Park Memorial 1973 Animal Irradi-

Source Institute ation.

666 Elm St.
Buffalo, N.Y.

NRC FORM 313M Supplement A
(9 81) Page 5
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Amendment Number 2 in accordance with
,

, . . * ' " . application and attachments datedg

f ff I
**e .. c t
w ~

.

STATE OF WASli!NGTON|

Page 1 of. Pages

RADIOACTIVE MATERIALS LICENSE
Pursuant to the Nuclear Energy and Radiation Control Act, RCW 70.98, and the Radiation Control Regulations Part 1116

and in reliance on scacements and representations heterofore made by the licensee designated below, a license is hereby issued,

authorizing such licensee to transfer, receive, possess and use the radioactive material (s)4, designated below; and to use such
radioactive materials for the purpose (s) and at the place (s) designated below. This license is subjectto all applicable rules
and ngulations promulgated by the Scare Department of Social and Health Services.

,

Licensee 3. License number WN-M01SI-1 is amended iii IT"
antirety to read as foi ? ..-

1. Name ALLENMORE COMMUNITY HOSPITAL 4. Espiration date ~ '-

June 30, 1985,

2 Man
i Ta oma Wash ng 9840 * * ' ' ' * * * * " " " ' *

*

(06-14-81,) (10-17-81) (06-22-82)
' 6. Rad *Mee maserials
(ilement and mass number)

1. Chemical and/or physical form
.

- - - 8. Maximum quanday licenses mar..

possess at nor one time,

A, Any radioactive material A. Any radiopharmaceutical as A. As necessary for usesas defi*ned in Groups I and defined in Groups I and II authorized in SubitemII of Schedule A, WAC of Schedule,A, WAC 402-22- 9.A.
'

j 402-22-200. 200..

B. Any radioactive material B. Any form as defined in B. ' 2 Curies of .each radio-
*

cs defined in Group III Group III of Schedule A, ac'tive material author-cf Schedule A, WAC 402- WAC 402-22-200. ized in Subitem 6.B.
*

22-200. *

.

..z

C. Any radioactive material C. Any radiopharmaceutical as C. As necessary for uses
| cs defined in Group IV defined in Group IV of authorized in Subitemof Schedule A, WAC Schedule A, WAC 402-22- 9.C.

402-22-200. 200.; -

;

i D. Any. radioactive material D. Any radiopharmaceutical as D. As necessary for.uses
cs defined in Groun V defined in Group V of authorized in Subitemcf Schedule A, WAC' Schedule A, WAC 402-22- 9.D.402-22-200, 200.

l

i
'

| E. Any radioactive material E. Any source or device as E As necessary for useses defined in Group VI defined in Group VI of authorized in Subitemof Schedule A, WAC 402- Schedule A, WAC 402-22- 9.E.
22-200. 200.,

F. Radium 22'6.
~

F. Scaled sources (Platinum- F. 100 millicuries.*,

iridium needles, leased
; from Radium Chemical Co.,,

! * Inc,. ) .
t

I

i
'

*
j , .

1 -

*
1

,

!

- - _ , , . . . _ - _ , , , - - _ - , . - . . - . - . .- . - -
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STATE OF WASHINGTONI

RADIOACTIVE MATERIAIS LICENSE

WN-M0151-1
Ucease Number . ... ..... .. ...

Amendment Number 2

9. Authorized use. (Unless otherwise specified, the authc ized place of use is d.-
,11censee's address stated in Item 2.-

A. Any diagnostic procedure as- defined in Groups I and II of Schedule A', WAC
402-22-200.

..

B. . Preparations and use of radiopharmaceuticals for any diagnostic procedure as
' defined in Group III of Schedule A, WAC 402-22-200, including Molybdenum 99/

*

Technetium 99m generators (approved models) for preparation-of Tc99m.
~

C. Any therapeutic procedure as defined in Group.IV of Schedule A, WAC 402-22-200.

D Any therapeutic procedure as defined in Group V of Schedule A, WAC 402-22-200.

E. Any therapeutic procedure as defined in Group VI of Schedule A, WAC 402-22-200.
.

F. Intracavitary treatment of cancer.

10. He licensee shall' comply with the provisions of Chapter 402-24 WAC, " Standards
for Protection Against Radiation"; Chapter 402-10 WAC, " Statement of Philosophy";
Chapter 402-12 WAC, " General Provisions"; Chapter 402--48 WAC, " Notices, Instruc-
tions and Reports to Workers by Licensees or Registrants - Inspections"; and
Chapter 402-22 WAC." Specific Licenses."

.

11.' Radioactive material shall be used by, or under,the supervision of, Kenneth Gross,
M.D.; Vernon Larson, M.D.; Robert Whitney, Jr. , M.D.; and John Flood, M.D. '"

12 De Radiation Protection Officer for this program shall be Vernon Larson, M.D.
13 Radioactive material to be administered to humans shall be the subject of an

PDA-approved "New Drug Application" (NDA) or an FDA-accepted " Notice of Claimed
Investigational Exemption for a New Drug" (IND).

-

*

14. A. Technetium 99m separated from molybdenum 99 either by elution of a molybdenum
99/ technetium 99m generator or by an extraction process shall be tested to
detect and quantify molybdenum 99 activity prior to administration to patients.
. .

,

. . . -
..

...

*
FOR Tile STATE DEPARTMENT OF SOCIAL AN HEALTil SERVICES

W82 ;
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STATE OF WASIIINGTON

RADIOACTIVE MATERIAIS LICENSE

WN-M0151-1
IJceauNumber. . . . . . ...

Amendment Number 2

B. H e licensee shall not administer to patients technet am 99m containing uore
than one (1) microcurie of molybdenum 99 per millicur 3 of technetium 99m or

*

more than five (5) microcuries of molybdenum 99 per de ie of technetiun 99.3
at time of administration. H e limits for molybdenum 39 contamination

'
represent maximum values and molybdenum 99 contaminat'.in should be kept as
low as reasonably achievable below these limits.~

,

C. In'the absence of a certificate ;from a supplier for, technetium 99m which
specifies the quantity of molybdenum, the licensee shall establish written~

procedures for personnel performing tests to detect and quantify molybdenum
99 contamination. R ese procedures shall include all necessary calculations-

and steps to be taken if activities of molybdenum 99 in excess of the limits
specified in subitem B above are detected.

Personnel performing tes's to detect and quantify molybdenum 99 contamin.ationD. t

shall be given specific t: aining in perfo'rming these tests prior to conduct-,

,

ing such tests.
s .1

Helicenseesd,llmaintainforinspectionbythedepartmentrecordsof
'

E. 1.1 ,. ,

, the results of each' test performed to detect and quantify molybdenum 99
contamination and records of training given to personnel performing

'these tests. , ,

2. Records deshibed in subitem E.1 above shall be maintained for two (2) -

years following the: performance of the tests and the training of
' "personnel. 9.

,

15. A. Radioactive material to be administered to humans shall be assayed for
activity to determine the dose within.10% accuracy prior to being adminis-''

b,,tered to patients., '

*
. ,

B. In the absence of a certificate from a supplier which specifies the activity -
of each dose, the licensee shall establish written procedures for personnel'

to perform assays' to an accuracy df 10% prior to being administered to
,g patients, s.,

/
.

'C. I ., n'e lice?'.sce 'shall maintain for inspection by the department records of '

the results of each assay performed to determine the activity of each** -

Jdose administered to a patient.
, c

N i
. 1

4a
s

4,

ew ..$...\..............................}........
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-
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STATE OF WASIIINGTON

RADIOACTIVE MATERIALS LICENSE

~1~

I.icense Number

Amendment Number 2

2. Records described in subitem C.1 above shall be maintained for two (2)
years following the performance of the assay.

16. Patients administered Iodine 131 or Gold 198 for ther: ,cutic purposes shall
remain hospitalized until the residual activity is 30 iillicuries or 1 css.

17. Patients containing Cobalt 60, Cesium 137 or Iridium 1 '2 implants shall rea:ii
hospitalized until a source count and surveys made wita an appropriate radiat .

detection instrument indicate that all implants have been removed. The results
of these surveys shall be recorded and maintained for inspection by the depart-
ment for five (5) years from the time the implants are removed.

18. A. 1. Each sealed source containing licensed material, other than Hydrogen 3,
with a half-life greater than thirty days and in.any form other than
gas shall be tested for leakage and/or contamination at intervals not
to exceed six months. In the dbsence of a certificate from a trans-*

feror indicating that a test has been made within six months prior to
the transfer, a sealed source received from another person shall not
be put into use until tested.

2. Notwithstanding the periodic leak test required by this condition,
any licensed sealed source is exempt from such leak tests when the
source contains 100 microcuries or less of beta and/or gamma emitting*

material or 10 microcuries or-less of alpha emitting material.

B. We test shall be capable of detecting the presence of 0.-005 microcurie ;

of radioactive material on the test sample. ne test sample shall be
taken from the sealed source or from the surfaces of the device in which ',.

the sealed source is permanently mounted or stored on which one might
| expect contamination to accu'mulate. Records of leak test results shall

be kept in units of microcuries and maintained for inspection by the
department.

~

C. If the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the sealed source
from use and shall cause it to be decontaminated and repaired or to be
d.isposed of in accordance with department regulations. A report shall be
filed- within five (5) days of the test with the department describing
the equipment involved, the test results, and the corrective action taken..

D. Tests for leakage and/or contamination shall be performed by persons speci-
fically authorized by the' department, the Nuc1 car Regulatory Commission or
an Agreement State to perform such services.

.

FOR THE STATE DEPARTMENT OF SOCIAL AND HEALTH SERVICES
*

:

; Due By

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

RADIOACTIVE MATERIALS LICENSE
:

WN-M0151-1
IJcense Number

Amendment Number 2

19. He transport of licensed material by the licensee, or the delivery of licensed
material to a carrier for transport, shall be in acco- lance with the provisione.
of Section 71.5, Title 10, -Code of Federal Regulation . Part 71, " Packaging a:
Radioactive Materials for Transport." ,-

20. Sealed sources containing licensed material shall not .se opened. ' -
_

21. Except as specifically provided by this license, the licensee shall possess and
use radioactive material described in Items 6, 7, and. 8 of this license in
accordance with statements', representations', and procedures contained in the-

i documents listed below. He department's " Rules and Regulations for Radiation
Protection" shall govern the licensee's statements in applications or letters,
unless the statements are more restrictive than the regulations.

Applicationandattachmentsdatedkay 26, 1981..

B. Letter dated October 16, 1981. - -

C. Letter dated, June 11, 1982.
.

S

6

.m

., . -
g,

.

.

G

$

0

*
.

a
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.
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e

FOR THE STATE DEPARTMENT OF SOCIAL g/ D182
-

ND HEALTH SERVICES
-

.

:t { Nanc p/ C N M
m,, June 24, 1982 W

o'@NEK7JPM P; 1Cirntf2
..", ~ ~--= - - 7 Sup5? visor - -- - ---- ~ ~ ~ .. . - . . - . _ . .- . __



,

(i
-a

a

APPENDIX J I
.

WASTE DlS,POSAL ',
.

! ..

rNote : In view of the recent problems with shallow-land burial sites used by commercial vaste disposal
,

firms, NRC is encouraging its licensees to reduce the volume of wastes sent to these facilitics. b
important steps in volume reduction are to segregate radioactive from nonradioactive waste, to

,

hold short lived radioactive waste for decay in storage, and to release certain materials in the
{.{sanitary sewer in accordance with @ 20.303 of 10 CFR Part 20. < -

|,I. Liquid waste will be disposed of(check as appropriate) X Disposed of by commercial waste disposal serv- G
ice (see also item 4 below). O

Y . In the sanitary sewer system in accordance with b
{ 20.303 of 10 CFR Part 20. Other (specify): jf

EX By commercial waste disposal service (see also b
Item 4 below).

f
3. Other solid waste will be (check as appropriate)*

Other (specify):
ji

Held for decay * until radiation levels, as mes- N

sured in a low background area with a low-level
survey meter and with all shielding removed, have

|2. Mo-99/Tc-99m generators will be (check as appropriate) reached background levels. All radiation labels '

will be removed or obliterated. and the waste
Returned to the manufacturer for disposal. will be disposed of in normal trash.

Held for decay * until radiation levels, as mea- X Disposed of by commercial waste disposal serv-
i ,

sured in a low background area with a low-level ice (see also item 4 below). ;-

survey meter and with all shielding removed. have ;

e
reached background levels. All radiation labels Other (specify):v

will be removed or obliterated, and the generators
will be disposed of as normal trash.* * ; .

4 The commercial waste disposal service used will be [
,

8e sure that waste storage areas were described in Item ti and
that they are surveyed periodically (Item 17). p

DATDT4 M IMT 'T'?n AFRT'TTR _ h% A** ,

These generators may contain longtved radioisotopic contami- (Name) (City. Sta te)
mants. Therefore, the generator columns mit De segregated so that
they may be monitored separately to ensure decay to hackground h !levels pnor to disensal. NRC/ Agreement State License No. _WN-LO41-1 4
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