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y . MATERIALS LICENSE I

-

Pursuant 10 the Atomic Enetgy Aot of 1954, us amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Tale 10
Cade of Federal Rogulations, Chagter L Pans 30, 31, 32, 33, 34, 35, 3940 and 70, and in reliance on statements and representations heretofore

e

¢
made by the hoensor, a lvense is hereby wsued authorizing the licensee 10 receive, acguirg. possess, and trunsfer byproduct, source, and special

nuciear materinl designated bolow  to use such matenial for the pueposecs) and at the placeis) designated below: 1o deliver o transfer such material
0 persons authorzed to reeeive 1t in accordance with the regulations of the applicable Panis). This Loense shall be deemed 1o contain the conditions
specific v eetion 13 of the Atoamic Encrgy Act of 1984, g8 amended . and s subject 1o all applicable rules, regulations and orders of the Nuclenr
ch\llmm\ Commission now of hereafter i effect and to any comditions specificd below

Hetnie In accordance with letter dated »
May 20, 1992 [
I Department of Veterans Affairs 3 License number  33-15145-03 is amended in }
its entirety to read as follows: ‘
.
¢ Veterans Administration Medical | ‘ , i
and Regional Office Center 4 Expirstion date  October 31, 199] L
Fargo, North Dakota 58102 F N Pt ey ~ —~‘%
- | Reference No 030-18950 A = :
6 Bypioduc', source, and/or 7. Chemical and/or physical 8 Maximum amount that hicensee l
spectsl nuclear material furm may possess 3t any one time -
under this license .
A. Any byproduct material A. Any A. As needed t
identified in 10 CFR radiopharmaceutical ‘
35.100 identified in 10 CFR .
35.100 ;
B. Any byproduct material B. Any B. As needed .
identified in 10 CFR radiopharmaceutical 4
35.200 identified in 10 CFR
35.200
C. Any byproduct material C. Any C. As needed i
identified in 10 CFR radiopharmaceutical ,
35.300 identified in 10 CFR "
35.300 L
D. Any byproduct material D. Prepackaged Kits D. As needed
identified in 10 CFR .
31.11
E. Nickel-63 E. Foil (Hewlett £. Not to exceed 15 3
Packard Model millicuries per foil
2-6195) electron [
capture device |+
|
it llt
i

FBA“RBAER 3598750
¢ PDR

86
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FERIALS LICENSE 33-15145-03
MATERIALS LICENSE Docket or Reference number

SUPPLEMENTARY SHEET 030- 18950

smendment No, 19

Authorized Use:

Medical use described in 10 CFR 35.100.
Medical use described in 10 CFR 35.200.
Medical use described in 10 CFR 35.300.

1r_vitro studies.
For use in gas chromatograph for sample analysis,
T 1) (1

location of use: V. A. Medical and Regionail Office Center, Fargo, North Dakota.
Radiation Safety Officer: Robert J. Shook, M.D,
Authorized Users:

John Jeffrey Keating, M.D., for material identified in 10 CFR 35.100, 35.200,
35.300, and 31.11; nickel-63 in gas chromatographs.

R. Gilbertson, M.D., for material identified in 10 CFR 35,100, 35,200, 35.300,
and 31.11; nickel-63 in gas chromatographs.

D. Shook, M.D., for material identified in 10 CFR 35.100, 35.200, 35.300, and
31.11; nickel-63 in gas chromatographs.

R. Marsden, M.D., for material identified in 10 CFR 35.100, 35.200, 35.300, and
31.11; nickel-63 in gas chromatographs.

Bruce A. Asleson, M.D., for material identified in 10 CFR 35.100, 35,200, and
31.11; lodine-131 for treatment of hyperthyroidism and cardiac dysfunction;
nickel-63 in gas chromatographs.

Mark F. Fisher, M.D., for material identified in 10 CFR 35.100, 35.200, 35.300,
and 31.11; nickel-63 in gas chromatographs.

William H. Shelver, Ph.D., for nickel-63 in gas chromatographs.
Shoukry Khalil, Ph.D., for nickel-63 in gas chromatographs.

Gerald J. Vosika, Ph.D., for material identified in 10 CFR 31.11; nickel-63 in
gas chromatographs.

Gordon D. MclLaren, M.D., for material identified in 10 CFR 31.11.

Robert J. Shook, M.D., for material identified in 10 CFR 35.100, 35.200,
35.300, and 31.11; nickel-63 in gas chromatographs,
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o e ¥ . NUCLEAR REGULATORY COMMISSION
5’ ) ' ‘ REGION IV
5% 611 AYAN PLAZA DRIVE, SUITE 400

ARLINGTON, TEXAS 76011 BOB4

TR A Ugl 1 199

Department of Veterans Affairs
ATIN: Robert J. Shook
Radiatior Safety Officer
Veterans Administration Medical
and Regional Office Center
Fargo, North Dakota 58102

Gent)emen:

Please find enclosed Amendment No. 19 to your NRC material license. You should
review this amendment carefully and be sure that you understand all conditions.
1f you have any gquestions, you may contact the reviewer who signed your license
amendment at 817/860-8100.

Please be advised that you must conduct your pro%ram involving radioactive
materials in accordance with the conditions of your NRC license, representations
made in your license application, and NRC regulations. In particular, note that
you must:

ks Operate in accordance with NRC regulations 10 CFR Part 19, "Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
“Standards for Protection Against Radiation," and other applicable

regulations.

2. Possess radioactive material only in the quantity and form indicated in
your license.

3. Use radicactive material only for the purpose(s) indicated in your
license.

4. Notify NRC in writing of any change in mailing address (no fee required if
the location of radioactive material remains the same).

8. Request and obtain written NRC consent before transferring your license or
any right thereunder, either voluntarily or involuntarily, direct'y or
indirectly, through transfer of control of your license to any person or
entity. A transfer of control of your license includes not only a cotal
change of ownership, but also a change in the controlling interest in your
company whether it is a corporation, partnership, or other entity. In
addition, appropriate license amendments must be requested and obtained
for any other planned changes in your facility or program that are
contrary to your license or contrary to representations made in your
Ticense application, as well as supplemental correspondence thereto, which
are incorporated into your license. A license fee may be charged for the
amendments if you are not in a fee-exempt category.



6. Submit a complete renewal application with proper fee, or termination
request at least 30 days before the expiration date on your license. You
will receive & reminder notice approximately 90 days before the expiration
date. Poscession of radioactive material after your license expires is a
violation of NRC regulations.

¥ Request termination of your license if you plan to permanently discontinue
activities involving radioactive material.

You will be periodically inspected by NRC. A fee may be charged for inspections
in accordance with 10 CFR Part 170, Failure to conduct your program in
accordance with NRC regulations, license conditions, and representations made in
your lTicense application and supplemental correspondence with NRC will result in
enforcement action against you. This could include issuance of a notice of
violation; imposition of a civil penalty; or an order suspending, modifying, or
revoking your license as specified in the General Policy and Procedures for NRC
Enforcement Action, 10 CFR Part 2, Appendix C. Since serious consequences to
employees and the public can result from failure to comply with NRC requirements,
prompt and vigorous enforcement action will be taken when dealing with licensees
who do not achieve the necessary meticulous attention to detail and the high
standard of compliance which the NRC expects of its licensees.

Thank you for your cooperation.
Sincerely,
Original Signed :
Jacqueline D.

Jacqueline D. Burks, Health Physicist
Nuclear Materials Licensing Section

Enclosure:
As stated
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DEPARTMENT OF VETERANS AFFAIRS 1
Medical and Reglonal Office Center
Fargo ND 58102 1

Canon Telefax Nuber:
FTS 783~3729 COMM:. 701-235-3729

Confimmat.ion Nunber:
FIS 783-3411 OOMM:  701-232-2241 BEX: 3411
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Supplgment 8 it h.'z ornpleted by the applicant physician's preceptor. (1 more than one procestor is necestary 1o docunent
experience, obwin 4 wwp M,

1 APPLICANT PHYSICIAN'S N AME AND ADDAESS

FULL NAME
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" PRECEFTOR STATEMENT (Continued)

2 CLINICAL TRAINING AND EXPEMIENCE OF ABOVE NAMED PHYSICIAN [Continped)
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o
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e TRAINING AND EXPERIENCE

AUTHORIZZD USTA OR RADIATION SAFETY OFFICER

s et - ——— e o e e

1, NAME OF AUTHORIZED uﬂn Ou RADIATION SAFETY QOFFICER L STATEORTERMITONY IN
WHITH LICENRED YO
RACYICE MEDICING
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a4, RADIATION RIOLOGY

6 EXPERIENCE WITH RADIATION, (Actual use of Radivisoropes or Equivelent Experience)
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NORTHE DAKOTA STATE DEPARIMENT OF HEALTH Amendment No. _Qg,
AND CONEOLIDATED LABORATORIES

RADIOACTIVE MATERTAL LICENSE

of Chapter 23-20.1 of
Code, end Article 33-10 of the North Dakota
liance on statements and representations haretofore
ow, @ license is hereby issued authorizing such
and use the radioactive materials for the

racelve, pogsess,
This licaense is subject to all

the place(s) designated below.

lpgllccblc rules, regulations and orders now or heroafter in effect of the Noxrth
pakota State Department of Health and Consolidated Laboratories and to any
sonditions specified below: L s 1. A0 Rl A | .
Ticenses =T 3 7Y [Genpe, Nvaber 33:07834-01 18
.. {“Frenéwed and amended in it
1. Name §t.-John's Hospital W B Qggé (05 £ R
& . o B Hffn ; "o W R bl iy ____
- xpiration Date * ~v
2. Address ' ' ‘s L 3 ‘lt"-‘,-; S ,- , :
. 510 Fourth Street. S \ _‘;}%. NP .'.{kﬁ;;;éw Ll
e e o AN T
Fargo, ND 58103 Ll g‘Aﬂt :,s:’*-ﬁr'-".;'“!!f‘fi!‘v"; g4
. T?‘auggg1ggoronc§'uumbq:;lj_g;.ﬂ
‘l" l fEij' fion 42 £, ':fi'_
- : e el otis Y
6. Radicactive Materials 7. Chemical and/or 8. Maxlmum qQuantity
(element and mass physical form which licensee may
number) 1 possess at any one
| time
A. Any radiocactive A. Any radiophar- A. A5 neconlnr{ for
material listed in maceutical listed uses authorized

Groups I and II of ¢Q
Schedule C of L3 3\\

0

n

Any radloactive
material listed in
Group 11l of Schadule
¢ of Chapter 33-10-03

Any radioactive ” o G
material listed in H
Group 1V of Schedulaﬂp'

¢ of chapter 33-10-03.

in Groups I and IT. in Subitem S.A.

of Schedule ¢ of
Chapter 33-10-03.

B. 74 gigabecquarels

Any radiophar-
(2 curies).

maceutical llisted
in Group 111 of
Schedule C of
Chapter 33-10-u3.

AS necess for
uses avthorized
in Subitem 9.C.

Any radiophar- ‘.
maceutical listed

in Group 1V of

Chapter 33-10-03.

RN TS . oo TR
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P NORTE DAKOTA STATE DEPARTMENT OF HEALTH et 0000
' ORAD 6864 AND CORSOLIDATED LABORATORIES Lisense No. 33-07824-01
® RADIOACTIVE MATERIAL LICINSE Aandoant No. 08
supplenental sheet

D. As necessary for
uses authosized
in Subitem 9.D.

. b, Any radiophar-
»f maceutical listed
‘ in Group V ot
schedule C of
Chapter 33-10-03.

D. Any radioaciive
material listed Iin
Group V of Schedele P
C of Chapter 33-10-03.

E. Any radioactive E. Any E. Ag authorized by
material authorized ) Subsection ]
for in vitro use %\,\\ 33-10-03~04.2.9.
b{ Subsection ‘ RO I el e
- 33+10-0.-05.3.¢.(3). | SRR i
Y K o $N ¥ ,‘.‘-'..jl' &
F.-Any gadicaciive F. Any : F. As authorized by
Subsection . -

" material authorized ¥
‘ for use as callbration 33-10=03~""7

4 and refarence standayds asae k2 At T | ~°—§-‘§-'§‘S‘R“’°f "
- by' BUbl.ﬁtlon i .-_ 3 e ; LS : ? i :g‘&gri‘ 5 :
,wfyi33-10<0;-os.3.c.(4). i : :

N y )
"-'.'.“‘ ”’_’ﬁ;ta_.v i
“we®r ; L
34 ¥

“ .

(Amersham Model
CTR.29)

w7 R
No utﬂg;’?ﬁourco

ha g¥ * ' '
‘4 ohalt 57 G. Sealed source G. 16
& L. T (New England to exceed 185"
4 e Nuclear Model megabecquerels
NES 206) (5 millicuries)
H. Radium 226 M., Svaled sourecoc K. No single sourcae
(Radium Chemical to exceed
Company) megabecquerels
. (25 millicuries)
I. Strontium S0 1. Sealed wource I. Two sourcaes, not
to exceed 3700
megabacguerels
(100 millicuries)
each
J. Cobalt 57 J. Sealed source J. No single source

to exceed 185
megabecquerels
(5 millicuries)

9. Authorized Use:

‘l’ A.

Any diagnostic procedure

Chapter 33-10-023.

listed in Groups 1 and I1 of Schedule C of
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& NORZE DAKOTA STATE DEPARTMENT OF REALTH
/&D 686A AKD CONSOLIBASED ILABGRATORLES License Mo, 33-07824.01
. RADIOACTIVE MATERIAL LICENSS Menchant 0. 09
wupplenantal sheet

B. prowaration ana  use of radio harmaceuticals for any diagnostic
proceduces listed ir fAroup 111 o ﬂchodulo C of Ch. ter 33-10-03.
4.‘ \o’ H‘U, \ l‘ ‘ ‘

s Any toerapsutic procedure Jitt&d 1u croup “IV of Schedule C of

Chapter 33-10~03, v
D, Any tharapeutic procadu:u lllt 4‘1n“ a:oup v of schedule C of
Chapter 33:10-03..01, o oA ‘ uu
b ¥ e B s mf 4 : '
E. In"t vitrn “uses 4 spacitxod “101*;!ﬂ§;36 Lon w 3-19 03 04 2.9 of
Chapter 33410-03.30i7 . RS e 3
c\ . o R At M4

| MR AR o 2 i 1y ‘-‘13, ,p,"
& 2 Galibration and~ ‘refarence ‘u,«mctmt-d""E i% vnpacif od‘\ aubuoctlon
33-10-01-05.3.¢.(4) of Chapter 33-10- ,-3»: p
G ae}gronéc source £o: doge cnlibratar.,;fi~
: Y UM s
", storage only until disposal complotod.

‘ f A% Stora‘go oniy until disposal completed.

Flood gource for uniformity correction.

G —— —— T — — <~ —— - — - ———

CONDITIONS

. ———— 0 ———— e

> Fii

10. The authorized place of use {g the licensee's addross ntltodqin Item 2

above, »

11. The licensee shall comply with the p:ov&sxons of Chapter 33-10-04,
"STANDARDS FOK PROTECTION AGAINST RADIATION,” and Chupto: 33-10-10,
“NOTICLES, INSTRUCTIONS AND REPORTS TO WORKERS~ INSPECTIONS. "

12. Radioactive materials identified in Items 6, 7 and 8 shall be used by, or
under the supervision of, specific physicians as follows:

Ehysaclan Authorizgd Eor

Mark Tisher, M.D., A-G, J

i’ii'iii Safety Officer
.l‘ lo s ° - I
A," 1'131 in C & D( E-G, J

Bruce A. Mloson, M.D.
Richard Marsden, M.L. A-G, J




, 10,0882 14048 ©TO1 200 3720 VANC - FARGO juo.,mo
$733 ‘ Page “ of 6 pa
AL NORTH DAKOTA STATE DFPARTMENT OF EEALTH s
’)/,::p 6B6A AND CONSOLIDATED LABORATORIES Licensa No, 33-07824-01
RADIOACTIVE MATERIAL LICENSE Nundmet 3. 28,

sup, ‘enental sheet

3., Except as otherwise gpecifically provided by this license, radiocactive
naterial to be administered to humans shall be procured in prepackaged,
precalibrated, form from a sugPlier who manufacturers or prepackages the

prodact under appropriate P

armaceutical controls related to assay,

identity, gquality, purivy, gterility, and nonpyrogenicity.

4. Patiente contairing Todine 131 for the treatment of thyrold carcinoma or
atients contaiaing therapeutic gquantities of Gold 198 shall remain

mili

italized until the ras.dual activity tg 1110 megabecquerals (30
{curies) or less.

18. Ao’ (I) Each sealed source containing radicactive material, other than

Hydrogen 3, with a half-life greater than thirty days and in any

= $orm other than gas shall be. tested for leakage and/or

. » gontamination at intervals not to exceed @ix months. In the

». . absence of a certificate from a transferor indicating that a test
* has been made within six months prior to the transfer, the sealed

source shall not be put into use until tested,: ‘

‘ "."'c

=1 (2) Notwithstanding the periodic leak taest ‘required by this

i
Ty
o r*

condition, any licensed sealed source ig exempt from such leak
tests when the soucce contains 1700 kilobecquerels (100
microcurias) or less of beta and/or ganma emitting material or
370 kilobecquerels (10 microcuries) wr less of alpha emitting
material. HPE

The test shall be capable of detecting the prasence of 185 becquerels
(0.005 microcurie) of racicactive material on the test sample. The
test sample shall be taken [ -om the sealed source or from the surfaces
of the device in which one might expect contamination to accumulate.
Records of leak test results shall be kept in units of becquerels or
microcuries and maintained for inspection by the Department.

1f the test reveals the presence of 185 becquerels (0.00% microcurie)
or more of removable contamination, the licensee shall immediately
withdraw the sealed source from use and shall cause it to be
decontaminated, repeired, and retested or to be disposed of in
accordance with Department rules. A reporv shall be filed within five
days of the test with the Director, Division ¢7 Environmental
Engineering, North Dakota State pepartment of Health and Consolidated
Laboratories, Missouri Offfice Building, 1200 Missouri Avenue, Room
304, P.0. Box 5540, Bismarck, North Dakota, 58502-5520, dascribing the
equipment invelved, the test results, and the corrective action taken.
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RADIOACTIVE MATERIAL LICENSE

suppleasental sheet

6. The licensee shall elute technetium 5%m pertochnetate from molybdenum
99/tochnetium §9%m generators and/or prepare radiopharmaceuticals from
roagent kits in accordance with the manufacturer's speciflications contained

in the packaye insert.

(7. A Technetium-99m separated from molybdenum~99 either by elution of a
molybdenum-§9/technatiun-99m generator or by an extraction process
shall be tested to detect and quantify molybdenum-99 activity prior
to administration to patients.

8. - The licensee shall not administer to patients technetium S5m
~ esontaining more than 37 kilobecquerels (one wicrocurie) of molybdenum=

" 99 per 317 megabecquerels (ona millicurie) of technetium §%m or more

" than 185 kilobecquerels (five microcuries) of molybdenum-99m per dose
of technetium-§ym at time of administration, After March 1, 1892, the
... licensee - shall not adwinister 10 humans a ° radiopharmaceutical
WY Y eontalning more than 5550 becquerels (0.15 microcurie) of molybdenum-

, 99 per 17 megabecquerels (1 millicurie) of technetium-§9m. The limits
_FL 0 et - molybdenum=-99 contamination- represent »maximum values and
.’«'f O molybdanum-99 contamination ghould be kept as low as reasonably

ackievapie below thase limits. - ;

C. The Jlcenses shall establish written proceduras for personnel
perforining ts5ts to detect and quaatify molybdanum-99 contamination.
Thesa procesures shall include all necessary calculations and steps
Lo be taken if activities of molybdenum-99 in excess of the limits
specified {n Subitem B. above are detcoted,

.

D. pkrsonnel performing tests to detect and quantify molybdenum-$9
cortamination shall ba given specific training in performing tests
prior to conducting gsuch tasts.

E. The licensee shall maintalin for inspection by the Department records
of thy results of each test performed to detect and qulntitl
molybdenum-99 concentration and records of training given to personna
parforming thesa tests,

18. Technetiuw-99m sulfur ccllald preparations which appear tlocculent or
aggregated shall .ot oe used in humans.

19. Sealad sources containing radioactive material shall not be opened.

20. The licensee is authorized to hold radiocactive material with a physical
half~life of lass than 65 days for decay-in-storage before disposal in

. ordinary trash providad:
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A, Affected radloactive waste shall be held for decay a minimum of ten
(10) half~lives. £y s :

B. prior to disposal as normal waste, radicactive waste wshall Dbe
monitored to determine that its radiocactivity cannot be distinguished
trom background with typical low-level laboratory survey Instruments.
All radiatioen labels will be removed or obliterated.

¢. Generator columns shall be segregated so that they may be monitored
separately to ensure decay to background levels prior to gfsponnl.

1. The licensee shall conduct a physical inventory every three (3) menths to

atcount for all sealed sources received and possessed under the license.
The recorus of the irventories shall be maintained for inspection by the
 Department, and shall include the quantities and kinds of radioactive
material, location of sealed sources, and the date of the’inventory.

: :‘..‘ "~'." Ve )
2., Except as specitically provided vlliciwise by ehig .liconce, the licensrs
 ghall possass and use radicactive material described in Items 6, 7, and 8
.'ot this license in accordance with statements, representations, and
procedures contained in applications dated July 1991 and October 10, 1891;
and Padicisotope Safety Procedures Manual dated July 17, 1991.

. FOR THE NORTH DAKOTA STATEL UEPARIMENT OF HEALTH
3/ ~“u AND CONSOL; ?nyuonm
Date: / Z/ zl/ BY: ! ;Ekb-ﬂ_ ’zu . ::1 0""*\,{\
. Dana K. Mount, P.2., Director
, Div ? Ty




DEPARTMENT OF VETERANS AFFAIRS
Medical and Regional Office Center
Fargo ND 58102

i Mopty Ruted |

Director of Mansgement 437/11p
and Program Analyeis

V.8, Nuclear Regulatory Commiegion

Wauhington, DC Q208886 4]

THRU: Reglonal Director (:’2’11 A
Department of Votor alre
810 Vermont Ave.
Washington, DC 100?0

Dear Sir:

The Radiatlion Safety Off.cer requests that Section 11 of NRC License
#33-16145-03 be amended to name Dr. Robert Shook as Radiation Safety Officer,

I hope that this letter (s of pufficlent detail to permit approval of the
requested amendment .

Sincerely yours,

s/
s {”/
L /‘\"’A"’é’ ' “oproved/Disapproved

AONALD W, COLSTON ")‘% g

Center Director
: rogrem Director,
N N Inl’ Mfﬂu"‘ Sw ("15’
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