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OPY MATERIALS LICENSE Amendment No. 31

Pumunn&lclALRE(cQ)RD4(s amended, the Eneray Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of

Federal Regulations, Chapter [, Parts 30, 31, 32, 33, 34, 35, 36, 39, 20, and 70, and in reliance on statements and representations heretofore made
by the licensee, a license is hereby issued authorizing the licensce to receive, acquire, possess, and transfer byproduct, source, and special nuclear
material designated below; to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to
persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions
specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the
Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below.

Licensee
In accordance with lctier daied May 14, 199

I Carilion Roanoke Community Hospital 3. License Number  45.12706-01
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2. P.O.Box 12946
Roanoke, Virginia 24029

is amendced in its cntircty to read as foliows:

s ]+ 4 Expisation Date

December 31, 2003 |extended)

'y

S. Docket or
Reference No. 030-03358
6.B uct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee
Special Nuclear Material Form May Possess at Any One Time
Under This License
A. Any byproducl majcnal A. Any radiopharmaccutical A As nceded

identified in 10 CFR QS 100 identificd in 10 CFR 35.1@

Any radiopharmaceutical B. .A:s nceded

B. Any byproduct misterial B.
ldc.nuﬁcd in 10 CF R 35 200

identificd in 10 CFR 35.200

F WV V0 . §. 5999 0 6.6 .6.0.9.0..9.9..6.0..0:.9..0: LR A AR

C. Any byproduct urscrial q g}diophqrmau.um al G A; nceded (Except iodine not to
identificd in 10 CFR 3530() - ndmﬂ' qujp g,FR 35300 ) ‘,;;F‘ qu.ud 370 GBq (10 curies))

D. Any byproducl malqpl D, Any’ briqhy\fkr.lpy source D. 37 GBq (1000 millicuries) -
identificd in 10 CFR 35400 identified in'10 CFR 35400

E.  Carbon 14 " E. Any E.  Asnceded

F. Any byproduct matcrial F. Prepackaged kits F. As needed

identified in 10 CFR 31.11

9, Authorized Use:

Medical use described in 10 CFR 35.100

Medical use described in 10 CFR 35.200

Medical use described in 10 CFR 35300

Mecdical use described in 10 CFR 35.400

For reconstitution and/or usc in the di gnosis of discase of the GI tract in human patients
In-vitro studics
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9608230289 960807
PDR ADOCK 03003338 INDITIONS
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10. Location of Use: Carilion Roanoke Community Hmpil il
% ( d azwm:::x,-.-':- K.

§

101 Elm Avenue, S.E., Ruanoke, Vieginia
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A. Witold Brozyna, M.D. Mcdigal Rnli&ﬁ ) $.100, §35.200, and §31.11
e )

B. Anthoay Cuzzocrca, M.D, CM&Kical uses identificd in 10 CFR {SJQ }3\1.11, and carbon 14 for diagnosis
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MATERIALS LICENSE Docket or Reference Numbeny (13358

‘ SUPPLEMENTARY SHEET *
L ]

e Amendment No. 31 >
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- CONDITIONS

o Coatinued-

L ]

M 1. Radiation Safety Officer: James G. Mullet, M.D.

: 12 Liccased materials listed in Item 6. A. through F. above are only authorized for use by, or under the supervision

) of, the following individuals for the matcrials and uses indicatcd:

) Authorized Users i

Material and Use

e

L ]

L ]
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C. Michael J. Enright, Moedical uses described in 10 CFR 35.100, W)O, §31.11, and iodinc 131 as
. . lodide for trcatment of hyperthyroidism, &ac dysfunction and thyroid

(/) .. noma
X .

N Nt ,—k;
s identified in 10C 5.100, §35.200, §31.11, and iodine 131 as
or lrcutn’ef\r* of oidism, cardif§c Adysfunction and thyroid
a ” Ad . ) -

Bl

D. J. Bruce Hausc’n\ .D. }! \

< L IR .
o S 5. L. oW )
E. Robert C. HealF, M.D.  "MedichYes identificd in 10 GFR 35,300 and §35.400
o 3 e P - .
F. James G. Mullet, M.D. '~~,§J edicallw in 10 CFR 35.100, §35.200, $31.11, and iodinc 131 as
. . ide for-1x - Bf hyperthyroidism, cardiac dysfunction and thyroid

G. Jamcs Davics Ricc.‘ﬂ:p. Medical -usas. identificd jn lU-Cﬂi 35.100, 2(5(), §31.11, and iodine 131 as
,"/ iodide for trcalrdent of hyperthyrbidism zuul“u'rdiac dyslunction

H. R. Lewis Royster, M.D. alcdical uscs ideatificd in 10 CFR 35.4(1)\’
1. Hugh J. Scruggs, M.D. Mmﬁ.l u* idcw}cdif_l 10 CFR 35.400

J. Marshall A. Wakat, M.D. Medical uses identified in 10 CFR 35.100, §35.200, §35.300, §35.400, and §31.11

13 The licensee shall maintain records of information important to safe and effective decommissioning at 101 im
Avenue, S.E,, Roanoke, Virginia pursuant to the provisions of 10 CFR 30.35(g) until this licensce is terminated by
the Commission.

14. In addition to the possession limits in Itcm 8, the licensce shall further restrict the posscssion of licensed material
to quantitics below the minimum limit specificd in 10 CFR 30.35 for establishing dccommissioning financial
assurance.

1. Notwithstanding the provisions of 10 CFR 35.49, “Supplicrs,” the licensee is authorized 1o receive carbon 14
urca from Tri-Med Specialtics, Inc, in accordance with procedures outlined in IND 42,294, accepted by FDA on
May 11, 1993.
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Amendment No. 31
CONDITIONS
Continucd-
16. Sealed sources containing licensed material shall not be opened or seurces removed from source holders by the
licensce.
17. Except as specifically provided otherwisc in this license, the licensce shall conduct its program in accordance with

the statements, representations, and proccdures containcd in the documents, including any enclosures, listed below;*: -
except for minor changes in the medical usc radiation safcty procedures as provided in 10 CFR 3531, The Nuclear

Regulatory Commission’s regulations shall

A. Application daied w$€u> 24, 1993 \])\
B. Letters dated: (I3 July 12, 1993 [C-14 urca IND a al from FDA] £
December 30, 1993 [Survey instr. & actloh Jimits) i
O_}J) May N’ 1996 {Name change ang exti'ﬁs)on of expirution date) E ‘
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N:\miscease\45-12706 a31

0 u
licensee's application and corrcspondcticg; :#\vnc RE‘@U} regulations.

statemeats, represcatations, and procedures in the

FOR THE US NUCLEAR REGULATORY COMMISSION

EARL G, WRIGHT

Lt & Wi it

Region 11, Division of Nuclear Materials Safety
101 Marnictta Street, NW., Suite 250
Atanta, GA 3)323-0199
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& NUCLEAR REGULATORY COMMISSION
REGION 1l
101 MARIETTA STREET, N.W., SUITE 2900
ATLANTA, GEORGIA 303230199

AB 09 19

INFORMATION FOR NRC MATERIAL LICENSEES

®oeet®

Please find enclosed: Your NQC material icense
{__ Amendment to your NRC material license
Amendment renewing your NRC material license
Amendment terminating yous NRC material icense
Notice for Radiographer Quality Assurance Approval Program

Please review the enclosed document carefully and be sure that you understand all conditions. If there are
any errors or questions, please notify this office (ATTN: Ms. Diane Heim at (404) 331-4673) so that we can
provide sppropriate corrections and answers.

- Please be advised that your license expires at the end of the day in the month and year stated in the license.

~Uniess your license has been terminated, you must conduct your program involving byproduct 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:

1. Operate in accordance with NRC reguiations 10 CFR 19, “Notice, Instructions and Reports to Workers;
Inspections.” 10 CFR Part 20, "Standards for Protection Against Radiation,” and other applicable
S regulations.

o @a Not possess and use materials authorized in Items 6, 7, and 8, on the license until:

a. you have constructed the facilities and obtained the equipment described in the license
application and supporting documentation; and

b. you have notified the U. S. Nucledr Regulatory Commission, Region Il, ATTN: Mataerials
Licensing\inspection Branch, in writing, that activities authorized by the license will be initiated.

c. you have submitted & certified implementation of a Quality Management Program
(10 CFR 35.32) for radiotherapy, or for administering > 30 uCi of I-125 or I-131.

3. Notify NRC, in writing, within 30 days:

a. when an authorized user, Radiation Safety Officer, or Teletherapy Physicist permanently
discontinues performance of duties urder the license or has a name change; or

b. when the licensee’s mailing address changes (no fee is required if the location of byproduct
material remains the same).

4. in accordance with 10 CFR 30.36(b) and/or license condition, notify NRC, promptly. in writing, and
request termination of the license:

a. when you decide to terminate all activities involving materials authorized under the license: or
b. if you decide not to complete the facility, acquire equipment, or possess and use authorized
material.
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5. Request and obtain a license amendment before you:

a. receive or use byproduct material for a clinical procedure permitted under Part 35 but not
permitted by your license issued pursuant to this part.

b. permit anyone, not authorized under 10 CFR 35, Subpart J, to work as an authorized user
under a license for medical use of byproduct matesial.

c. permit anyone, not authorized under 10 CFR 35, Subpart J. to work as a Radiation Safety

Officer, Teletherapy Physicist, or Nuclear Pharmacist, under a license for medical use of
byproduct material.

d. order byproduct material in excess of the amount, or a different radionuclide or form, other
than authorized on the license;

e. add or change the areas of use or address (or addresses) of use identified in the license
application or on the license; or

f. change ownership of your organization.

6. Submit a complete renewal application with proper fee or termination request at least 30 days before
the expiration date of your license. You will receive a reminder notice approximately 9C days before
the expiration date. Possession of byproduct material after your license expires is a violation of NRC
reguistions. Transfer of licensed materials must be consiste ~* with 10 CFR 30.41, 40.51 or 70.42,

as applicable. A license will not normally be renewed. except on a case-by-case basis, in instances
wherse licensed material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her signature, to verify that the
applicant understands that all statements contained in the application are true and correct to the best of the

applicant’s knowledge. The signatory for the application should be the licensee or certifying official rather
than a corsultant.

You will be periodically inspected by NRC. Faillure to conduct your p-agram in accordance with NRC
reguiations, license conditions, and representations made in your licensy app..cation and supplemental
correspondence with NRC will result in enforcement action against you. This could include issuance of a
Notice of Violation, or imposition of a Civil Pensity, or an order suspending, modifying or revoking your
license as specified in the "General Statement of Policy and Procedures for NRC Enforcement Actions,”
NUREG-1600, (7/95). Since serious consequences to employees and the public can resuit from failure to
comply with NRC requirements, prompt and vigorous enforcement action will be taken against those who
do not achieve the necessary attention to detail and standard of compliance expected of licensees.

Thank you for your cooperation.

Enclosures:
1. NRC License
2. Category Marked Below for:
{1l New licenses: NUREG-1600 (7/95); 19; 20: 30; 40 or 70, as appropriate; 71; 170;
NRC Form 3; Agreement State list; anc¢t NRC Form 313.
New radiography licenses: Parts 34; 150.
New medical and teletherapy licenses: Part 35.

[
[
[ Amendments and renewals: NRC Form 313.
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BETWEEN:
License Fee Management Branch, ARM

and
Regional Licensing Sections

LICENSE FEE TRANSMITTAL
e
A. REGION }b-

1. APPLICATION ATTACKED
Applicant/Licensee:

COMMUNTTY MOSPITAL

: (FOR LFMS USE)
: INFORMATION FROM LTS

uvwooal-noan“owdv.o
: Status Code: 0
fee Cavegory: 7C
: Exp. Date: 20031231
: Fee Comments: CODE 23
: Decom Fin Assur Reqd: N

OF ROANOKE VALLE

Received Date: 960520
Docket No: 3003358
Control No.: 257076
License No.: 45-12706-01
Action Type: Amendment
2. FEE ATTACHED
Amount : _NONE
Check No.:
3. COMMENTS \
Signed \. T/
Date u\.:oo

B LTCENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered /

"
[ ey

1. Fee Category and Amount:

2430

2. Correct Fee Paid.

Jlication may be processed for:

Amendment
Renewal
License
3. OTMER
Signed
Date

\

*n

Log QNV T
Remitter __

Check No. N.sﬁ.- ...m..v

- -7

n.ﬁ
. L« 13 ~1‘
h

.Nn.\. Wu,o Nm M

Amount 3200 (7 bvf Waraad
fee Category
Type of Fee

Omg Check kec'd.
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