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September 16. 1997

Gastrointestinal Associates
ATTN: Kevin R. Dye, M.D.
1201 Franklin Road, S.W.
Roanoke, VA 24016

SUBJECT: TRANSMITTAL AND EXPLANATION OF NEW LICENSE NO. 45-25401-01;
(REFERENCE CONTROL 257532: DCCKET NO. 030-34491

Dear Dr. Dye:
Enclosed is your new NRC license.

Please review the document carefully and be sure that you understand
all conditions. If you have any questions or comments, please notify
Ms. Diane Heim at (404) 562-4723.

Please be advised that your license expires as stated in Item 4. 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 regulations 10 CFR 19, “Notice.
Instructions and Reports to Workers; Inspections,” 10 CFR Part 20,
"Standards for Protection Against Radiation,” and other applicable

regulations.

2. 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
de;cribed in the license application and supporting documentation;
an

b. you have notified the U. S. Nuclear Regulatory Commission,

Region II, ATTN: Materials Licensing\Inspection Branch, in
writing, that activities authorized by the license will be
initiated; and

c. you have submitted and certified implementation of a Quaiity
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 under the
license or has a name change; or
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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,
?romptly, in writing, and request amendment or termination of the

icense:

a. when you decide to terminate all activities involving materials
authorized under the license; or

b. when you decide to terminate licensed activities in 4 separate
building or outdoor area identified on your license; or

C. if you decide not to complete the facility, acquire equipment, or
possess and use authorized material.

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 a?thorized user under a license for medical use of byproduct
material;

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 90 days before the
expiration date. Possession of by€roduct material after your license
expires is a violation of NRC regulations. Transfer of licensed
materials must be consistent 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 where licensad material has never been
possessed or used.

In addition, applications for NRC licenses (Form 313) must be signed by the
licensee or certifying official (not a consultant). By signature, the signing
official certifies his/her understanding that the application is true and
correct to the best of the signator’s knowledge.
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The NRC is required to have your Taxpayer ldentification Number in order to
make payments (refunds). The self-addressed, stamped NRC Form 531, "Request
for Taxpayer Identification Number” is enclosed.

You will be periodically inspected by NRC. Failure to conduct your program in
accordance with NRC regulations, license conditions, and representations made
in your license application 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 Penaity. 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 result 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.
Sincerely,

Original signed by
£. G. Wright

Earl G. Wright, Senior License Reviewer
Materials Licensing/Inspection Branch
Division of Nuclear Materials Safety

Enclosures: 1. NRC License No. 45-25401-01
2. Category Marked Below for:
[XX] New licenses: NUREG-1600 (7/95); 19; 20;
30: 40 or 70, as appropriate; 71: 170;
NRC Form 3; Agreement State list; NRC Form 313 and
NRC Form 531
[ 7 New radicgraphy licenses: Parts 34; 150.
[ 1 New medical and teletherapy licenses: Part 35.

Distribution w/o encls:
RII Docket File
DNMS Reading File
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1. APPLICATION ATTACHED
Applicant/Licensee: GASTROINTESTINAL ASSOCIATES

Received Date: 970613
Docket No: 3034491
Control No.: 257532
License No.:

Action Type: New Licensee

2. FEE ATTACHED
Amount : _1400.00
Check No.: 015251

3. COMMENTS

Signed _ DIANE HEIM
Date 6/16/97

B. LICENSE FEE MANAGEMENT BRANCM Aﬁ:onx when milestone 03 1s entered \S

m\rrd\\/
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o OFF,(’ A ’_ R E y S NUCLEAR REGULATORY COMMISSION
i (GR b (0P¥ATER|ALS LICENSE
ﬁ Pursuant to the Atomic Energy Act of 1954, as amended. the Encigy Reorganization Act of 1974 (Public T aw 93-43%), and Title 10, Code of
ﬂ Federal Regulations. Chapter I, Parts 30, 31, 32,33, 34, 35, 36, 39, 40, and 70, and sn rehiance on statements and representations heretofore made
8.1 by the licensce. a hicense is hereby insue | authonzing tie icensee to receive, acquire, possess, and transfer by product, source. and special nuclear
g matenal designated below; to use such matersal tor the purposets) and at the place(s) designated below, to deliver or transter such matenal to
g peirsons authorized to receive it accordance with the regulanons of the applicable Partts). This license shall be deemed to contam the conditions
< specilied 1n Section 183 of the Atomie Energy Act of 1954, as amended, and 1y subject to all applicable rules, regulations, and orders of the
a Nuclear Regulatory Commission now or hereafter in ettect and to any conditions specified below.
o
a Licensee I
. .
< - N .
o I Gastrointestinal Associates 3 License Number 45-25401-01
»~
s
=) 1201 Franklin Road, S.W. o ’ T T T T
o Roanoke, Virginia 24016 4. Expirauon Date June 30, 2002
o S Docketor o -
N L RetveneeNe, OO
o 6. Byproduct, Source, and/or 7. Chenncal andror Physical 8. Maximum Amount that Licensee
o yprouuc . : .
g Special Nuclear Matenal Form May Possess at Any One Time
< Under This Facense
M A Carbon 14 A. Urca breath test kit A..  Asnceded
: -

9. Authorized Usc:

A. Medical usc identificd in 10 CFR 35.100.

3 CONDITIONS
8
&| 10. Licensed material shall be uscd only at the licensee’s facihities located at 1201 Fiaaklin Road, S.W., Roanoke,
j‘ Virginia 24016.
)
& 11 The Radiation Safety Officer 1or this license 1s Kevin R. Dye, MD.
‘
> 12. Licensed material listed in ftem 6 above 1s only authorized for use by, or under the supervision of, the following
& ) individuals for the matenials and uses indicated:

Authorized Users Maternial and Use

Kewvin R. Dye, M.D. C-14 urca breath test for medical use identificd in 10 CFR 35100,
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13. Scaled sources containing licensed material shall not be opened by the heensee.
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14, In addition to the possession limits in item 8, the licensce shall further restrict the possession of licensed matcrial

to quantitics below the minimum limit specificd in 10 CFR 30.35 for cstablishing decommissioning financial

assurance.

15. The licensce shall maintain records of information impostant to safe and cftective decommissioning at the licensee’s

facilitics listed in Condition 10 pursuant to the provisions of 10 CFR 30.35(g) until this licensce is terminated by the

~ Commission.

16. A The licensec may not posscss and use matcrials authorized in licms 6, 7, and 8, until: 1) the licensee has
constructed facilitics and obtained the ecquipment descrioed in the application and supporting
documentation; and 2) the U.S. Nuclear Regulatory Commission, Region I, ATTN: Chicf, MLIBI, Atlanta
Federal Center, 6: Forsyth Street, S.E., Suitc 23T8S, Atlanta GA 30303, has been notified in writing that
activitics authorized by the license will be initiated.

B. In accordance with the requirements set forth in 10 CFR 30.36(b), the licensce shall promptly notify the
Nuclear Regulatory Commission, in writing of a decision not to complete the facility, acquirc equipment,
or posscss and usc authorized material.

17.  Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with

the statements, representations, and procedurcs coatained in the documents, including any enclosurcs, listed below,

except for minor changes in the medical use radiation safety procedures as provided in 10 CFR 35.31. The Nuclear

Rcgulatory Commission’s regulations shall govern unless the statements, representations, and procedures in the
" licensee’s application and correspondence are more restrictive than the regulations.

A Application dated Junc 5, 1997

B. Fax transmissions « ' Scptember 11 and 14, 1997 [Preceptor statements for Dr. Dyc]

FOR THE U. S. NUCLEAR REGUIATORY COMMISSION
EARL . WRIGHT

Date SEP i 5 1997 By M/é }/"‘74['

N
Region I, Division Nuclear Matetials Safety

. / Atlanta Federal Center
q/14(97 61 Forsyth Street SW, Suite 2389
l .

Atlanty, GA 30303
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