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Veterans Administration Medical Center
ATTN: W, T. Moore, M.D,
Chief of Staff
2121 North Avenue
Grand Junction, Colorado 81501

Gentlemen:

On November 28, 1989, the NRC issued Amendment 20 to NRC License 24-00144-05
(VA Medical Center, St. Louis, Missouri). This amendment authorized

licensed material to be used at the VA Medical Center, Grand Junction, Colorado.
Therefore, your facility has become an authorized place of use under the VA,

St. Louis program.

Consistent with the above action, you will no longer need a separate NRC
Ticense and your renewal request dated February 21, 1989, to renew NRC
License 05-08400-02, is hereby voided.

Sincerely,

Qriginal signod by
R 1L Everct

R. J. Everett, Chief
Nuclear Materials Licensing Section

RIV: NLS
RJEvefétt: nh
12/\v/89



TECHNICAL ASSISTANCE REQUEST

DATE: March 14, 1989

T0: John M. Austin, Acting Chief
Medica)l, Acagemic, and Commercial Use Safety Bfanch. IMNS/NMSS

FROM: William L. Fisher, cm.f,’z/«&;tm {ﬁ,w’»

Nuclear Materials Safety Branch, Region ]V
SUBJECY: REQUEST FOR TECHNICAL ASSISTANCE

X Control Nos. 417504 and 418513 for VA Medical Centers in Cheyenne, Wy.
and Grand Junction, Co.

Requested action: Custom source/device review
Review and comment

Provide policy guidance

X Other (see remarks)

Remarks: At your request we have enclosed the letters from the VA Nuclear
Network applicants that request an exemption from the regulations.
These letters were not referred to NMSS because of the position
taken in your memo cdated October 6, 1988, which approved licensure
of the Network., We have also enclosed copies of the latest
deficiency letters to the hospitals dated January 25, 1989, and
their revised applications dated February 8, 1889 (Grand Junction)
and February 10, 1989 (Cheyenne).

To be completed by NMSS
Date:

The above request has been received by NMSS/AR and assigned to _

(name)

Please contact this individual for a status report if a

“(phone number)

response 1s not received by

(date)

Signature:

NMSS/AE Eranch Chief
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June 10, 1988 UM

Mr. Charles Cain

U.8, Nuclear Regulatory Commission
Material Radiation Protection Section
611 Ryan Plaza Drive, Suite 1000
Arlingten, TX 76011

Dear Mr, Cain:

We are writing to formally request, pursuant to 10 CFR, Part 35.19, a
specifis exemption from the regulations of the Commission which have
been interpreted by your office to preclude our further participation
in the Nuclear MeGicine Network for the purposes of providing
diagnostic services to our patients.

We are further requesting that, if this matter is referred to the
Advisory Committee on the Medical Uses of Isotopes (ACMUI),
representatives of the Veterans Administration, as petitioners for the
exemption, be permitted to present relevant material and answer the
concerns of that committee.,

The various materials previously submitted in connection with our
license renewal will support our request for this exemption, If
further information is required, please contact us,

your consideration of this matter is appreciated.

Sincerely,

\

o ) «' /

/

/ J /

————"

GEQRGE H, A"2§£;37 JN.
center DirecpgoOr

\\\_—’

“America is # |—Thanks to our Veterans''
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Veterans
Administration

JUNE 2, 1988

Mr, Charles Cain

Medical Center

U.S. Nuclear Regulatory Commission
Material Radiation Protection Section
611 Ryan "aza Drive, Suite 1000

Arlington, TX 7601

Dear Mr, Cain:

2121 North Avenue
Grand Junction CO

ECEIVI

n a:m Reter To

§76/00

We are writing to formally request, pursuant to 10CFR Part 35,19, a
specific exemption from the regulations of the Commission which have
been interpreted by your office to preclude our further participation
in the Nuclear Medicine Network for
diagnostic survices to our patients,

We are further requesting that,

Advisory Committee on the

Medical

if this

the purposes of providing

Uses

matter is reforred to the

of lsotopes (ACMUL),

representatives of the Veterans Administration, as petitioners for the
exemption, be permitted to present relevant material and answer the

concerns of that committee,

The various materials previously submitted
lTicense renewal will support our recquest for this exemption, 1If
further information is required, nlease contact us.

in connection with our

Your consideration of this matter is appreciated.

Sincerely,

A.Z :'oun

Medical Center Director

“America (s #1 —=Thanks to our Vererans''




Febryary #, "9R0

in Raply et 1o 576/11

Charles L, Coin
Chief, Nuclear Materials Licensing Section BN r——
V.S, Nuclear Regulatory Commission
f11 Ryan Plaza Drive

Arlington, Texas 76001

RE: Control No, 418513

FEB 2 1 sy

Dear Mr, Cain:

Enclosed is our revised renewa) application for the medica) use of
bhyproduct materials, This revised application replaces and sunersedes a))
previous submissions and represents the current description of our program
for radiation safety and regulatory compliance,

In regard to the concerns you expressed and the information requested,
these matters have been addressed in the body of the application as

follows:
1TEN REFERENCE
RG 10,8 Application format, Fnclosed
Supporting information
Quarte=ly audits Application, Item 10,1.4;
Audit format Supporting information, Section §
Authorized users Application, Item 7,1

Supporting information, Section 2,2
Committee structure Application, Item 10,1(4)
Committee meetings Application, Item 10,1(e)
Management charge to RSO Application, Item 10,1(b)

Item 10,2 ALARA Program
RSO OQualifications Supporting information, Section 4
Supervision Application, Item 10,1(a),(¢)
Previous submissions This revised application supercedes

pervious submissions
cEr TVENMD
PEL Lk g
.y ¢ Y188 1=
““America is §#1—Thanks to our Veterans" by -
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RENEWAL APPLICATION FOR NRC MEDICAL USE LICENSE

Veterans Administration Medical Center
2121 Neorth Avenue
Grand Junction, Colorado 81501

Revised February 3, 198¢




NRC License Application - VA Medical Center, Grand Junction, CO

ttem 5-RADRIOACTIVE MATERIALS and tem 6-PURPOSE

Byproduct Material Amoumnt Purpose

5.2 Material in 35.700 as needed Uptake, dilution and excretion

5.0 Material in 35.200 as needed Imaging and localization

5.c Material in 35,57 as needed Calibration and reference
sources




NRC License Application - VA Medical Center, Grand Junction, CO
item 7-RESPONSIBLE INDIVIDUALS
7.1 Authorized Users for Medical Use
All medical use of materials will be performed by or under the supervision of Erica
George, M.D. (ABNM 1872). Other Network nuclear physicians who may autharize,
supervise and interpret diagnostic studies are

James W. Fletcher, M.D. ABMN 1972

James L. Littiefield, M.D. ABNM 1880

Max S. Lin, MD ABNM 1872
J. A, Fernandez-Pol, M.D. ABNM 1875

Requests for clinical studies are reviewed, approved/disapproved, and doses and
methods prescribed prior to performance of study.

Temporary authorized users may be designated under the provisions of Part 35.27,
(a.b.and ¢)

7.2 Agthorized Users for non-Medical Use
Not applicable, only Part 35 authorized materials will be used

7.3 Radiation Safety Officer

The Radiation Safety Officer is designated as Sherrick harmon. Training and ex-
perience, see attached supporting information.




NRC License Application - VA Medical Center, Grand Junction, CO

gcana;\&S-IBAlN!NQ FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED

8.1 Iraining Program
We will establish and implement the model training program that was published
in Appendix A to Regulatory Guide 10.8, Revision 2. Groups of workers who
will receive training and the method, frequency, and content are identified
below.

Group Method Frequency

Technicians, lecture, 2x annually
Nuclear Medicine demonstration

Content. Applicable sections of parts 19, 20 and 35, detailed procedures and methods
of compliance
Radiology lecture, annually
Staff written procs
Content: Location of use areas, security procedures
Security Staff lecture, annually
written procs
Content. Package receipt, emergency response and procedures
Building lecture, annually
Management written procs

Identification of areas, cleaning procedures.

Supply Staff lecture, annually
writtén procs.

Content; Procedures for receipt and delivery of packages

Operators/MAAs lecture, annually
written procs.

content. Package receipt, emergency contacts




NRC License Application - VA Mudical Center, Grand Junction, CO

ltem 9-FACILITIES AND EQUIPMENT

9.1 Annotated Drawing
5

g

b

w

Numbered Areas

- Hallway

- Radiology Exam
- Patient procedures
- Patient injection

- Bldg. exterior
- Radiopharmacy
- Pt. Tollet

- restricted

Lettered Equipment

- gamma camera

- iInstrumentation

- air exhaust (ceiling)

- Pb shielding, generator,
storage, waste

e - sink
- vented dose prep, L-block

- dose calibrator




NRC License Application - VA Medical Center, Grand Junction, CO

9.2 Survey Meter Calibration
We will establish and implement the model procedure for calibrating survey
instruments which was published in Appendix B to Regulatory Guide 10.8,
Revision 2

9.3 Rose Calibrator Calibration
We will establish and implement the mode! procedure for calibrating dose
calibrator instruments which was published in Appendix C to Regulatory Guide
10.8, Revision 2.

9.4 Personnel Monitor Program

We will establish and implement the model procedure for personnel external

exposure monitoring which was published in Appendix D to Regulatory Guide
10.8, Revision 2,

8.5 Imaging EQuipment - Not Applicable
9.6 Other Equipment and Fagilities

No radioactive materials other than those described in 10CFR Part 35 will be
used in the Medical Center.




NRC License Application - VA Medical Center, Grand Junction, CO
ltem 10-RADIATION SAFETY PROGRAM
10.1 Radiation Safety Committee/Radiation Safety Officer

We will issue the model Radiation Safety Committee Charter and Radiation
Safety Officer Delegation of Authority that was published in Appendix F to
Regulatory Guide 10.8, Revision 2. (see also 10.2, ALARA Program)

a. RSO Supervision

Administrative supervision is provided by the Chief Technologist, Radiology.
This includes personnel management and non-technical evaluation in the area
of radiation safety and nuclear medicine.

Technical supervision and evaluation of radiation safety activities is provided by
Francis K. Herbig, Network Program Director and RSO, St. Louis VAMC,
Evaluation of duties and performance is performed quarterly, written reports
submitted and corrective actions monitored. Audits may also be performed by
qualified physicians, health physics, radiopharmacy or other qualified technical
personnel of the St. Louis VAMC.

The Radiation Safety Committee receives and reviews RSO reports and directs
actions necessary for safety program compliance.

b. RSO Authority and Responsibilities

The Medical Center Director delegates to the RSO the operational responsibility,
authority, organizational freedom and management prerogative to: (1) identify
radiation safety problems; (2) initiate, recommend or provide corrective actions,
and (3) verity implementation of corrective actions.

¢. Technical Supervision

The technical quality and adequacy of diagnostic procedures is monitored by
the supervisory Network physician. Repeated or unexplained problems are
referred to the Quality Assurance Committee and corrective actions imple-
mented if required. Technical supervision is also provided by the Radiation
Safety Committee to assure that; (1) workers are instructed in the appropriate
principles of radiation safety; (2) required instructions of the authorized users,
and procedures established by the RSO and/or the RSO supervisor and the
applicable NRC regulations and license conditions are followed: and (3) that
periodic reviews are conducted of materials use and records.




d. Membership, Radiation Safety Committee
The foliowing staft of the Medical Center are members of the Committee:
Name Staff Position Committee Position
R. Fulton, M.D. Physician-in-Charge Chairman
Radiology Service
C. Sorrenson Chief Technologist Member
Radiology Service
P. Hayes, RN Staff Nurse Nursing Rep.

S. Harmon Chief Tech. NuciMed RSO
RadSafe Officer

W. Lawrance Staff Engineer Management Rep.

F. Herbig Program Director RadSafe Auditor
(ad hoc) Nuclear Medicine Network

e. Radiation Safety Committee Meetings

Meetings of the RSC are regularly scheduled in each calendar quarter. Addi-
tional meetings may be called by the Chairman or RSO for cons.deration of
safety related business. Any member of the Medical Center staff may petition
for a meeting to bring radiation safety mattars before the Committee.

10.2 ALARA Program (following pages)




ALARA PROGRAM
Veterans Administration Medical Center
Grand Junction, CO

1. Management Commitment

The management of the Grand Junction VA Medical Center is committed 1o the policy
of keeping individual and collective radiation exposures ALARA. The management
establishes and supports the necessary administrative and functional elements for
radiation safety and promotes the concept of ALARA in the institution.

An annual formal review of the Radiation Safety Program will be conducted which
includes operating procedures, past exposure records and inspections. This audit will
establish that improvements have been sought, if necessary, and have been imple-
mented where reasonable.

Modifications to operating procedures, equipment and facilities will be made where
these will reduce exposures unless, in our judgment, the cost is unjustified. Where

modifications were recommended but not implemented the reasons will be docu-
mented.

In addition to maintaining doses to individuals as far below the regulatory limits as is
reasonably achievable, the sum of the doses received by all exposed individuals will
also be maintained at the lowest practicable levels.

2. Radiation Safety Committee

The RSC performs a thorough review of the qualfications of all applicants proposing to
use ionizing radiation in the medical center to ensure that the applicant takes ap-
propriate measures t0 maintain exposure ALARA. This review requires that the

applicant has established and justified systematized procedures for ALARA including
the use of protective equipment.

The RSC delegates enforcement authority for ALARA to the Radiation Safety Officer
and supports necessary assertion of this authority. In instances where actions and

recommendations of the RSO are overruled or not supported the basis of this action
will be documented.

The committee will require all users to review current procedures when filing for new
authorizations and, if necessary, to develop or modity procedures to implement
ALARA. The committee reviews on a quarterly basis all instances of occupational

exposure exceeding established Investigation Levels and decides if action is war-
ranted.

The committee annually reviews and evaluates the ALARA efforts of individuals

charged with radiation safety responsibilities including authorized users, workers and
the medical center management,




3. Radiation Safety Officer

The RSO will perform an annual review of all operational elements of the ALARA
program. A quarterly review is conducted of ocrupational external and internal
exposures and investigates or requires action where investigation Levels are ex-
ceeded. racility survey records are reviewed quarterly to ensure ALARA. Known
instances of deviation from good ALARA practices are also investigated to determine
the cause and to require program changes.

An educational program is conducted to instruct personnel in the ALARA philosophy
and to inform radiation workers and all involved medical center staff of the ALARA
program efforts. The Radiation Safety Officer and staff cooperate with all users and
workers t0 ensure development of ALARA procedures and receives and evaluates
suggestions for improvement of ALARA practices.

4. Authorized Users and Occupationally Exposed Workers

Preliminary to any application for new procedures using ionizing radiation users will
consult with the RSO concerning ALARA practices for the proposed use in order to
develop and implement specific ALA™ A guidelines.

Authorized users are required to promote a * « (plain the ALARA concept and ensure
that supervised workers are trained in Qood 1adiation safety practices and their
relationship to work procedures and conditions.

All occupationally exposed workers are required tu report instances where it is
believed that good ALARA practices are not promoted and followed.

5. Investigational Levels and Actions for External Exposure

mREM/Quarter

Level | Level Il
A. Whole Body, head and trunk, 125 375

blood forming organs, lens

of eyes, gonads
B. Hands, forearms, feet and ankles 1875 5625
C. Skin of whole body 750 2250

The Radiation Safety Officer reviews records of personnel monitoring quarterly. The
following actions are taken at the stated Investigation Levels.




Exposure Action

Less than Level | None

Greater than Level |, Rnport exposure 1o RSC,; RSC will evaluate the
less than Level |l exposure conditions and record its action
recommendation.

Greater than Level Il RSO investigates and preparas a report for the
RSC minutes including the exposure record,
causes, actions taken and recommendations
Copies of minutes are received by the Medical
Center Director.

In situations where exposures need 10 exceed Investigational Level | or |, these may
be re-established at a higher level by action of the committee provided that all
reasonable ALARA practices are enforced and the justification for new levels is
recorded by the committee.

Mmj—/‘ (e, A
aft Moore, M.D. i '

Chief of Staff and
Acting Medical Center Director




NRC License Application - VA Medical Center, Grand Junction, CO
10.3 Leak Testing

We will establish and implement the model procedure for leak-testing sealed
sources that was published in Appendix H to Regulatory Guide 10.8, revision 2.

10.4 Safe Use of Radiopharmaceuticals

We will establish and implement the model safety rules published in Appendix |
1o Regulatory Guide 10.8, Revision 2.

10.5 Spill Procedures

We will establish and implement the model spill procedures published in
Appendix J to Regulatory Guide 10.8, Revision 2,

10.6 Qrdering and Recelving
We will establish and implement the model guidance for ordering and receiving

radioactive material that was published in Appendix K to Regulatory Guide 10.8,
Revision 2,

10.7 Opening Packages

We will establish and implement the model procedure for opening packages
that was published in Appendix L to Regulatory Guide 10.8, Revision 2.

10.8 Unit Dose Records

We will establish and implement the model procedure for a unit dose record

system which was published in Appendix M.1 to Regulatory Guide 10.8,
Revision 2.

10.9 Multidose Vial Records

We will establish and irnplement the model procedure for a multidose vial record

system that was published in Appendix M.2 to Regulatory Guide 10.8, Revision
2.

10.10 Molybdenum Concentration Records

We will establish and implement the model procedure for measuring and

recording Molybdenum concentration that was published in Appendix M.3 to
Regulatory Guide 10.8, Revision 2.




NRC License Application - VA Medical Center, Grand Junction, CO
10.11 implant Source Use Records

Not Applicable
10.12 Area Survey Procedures

We will establish and implement the model procedure for area surveys that was
published in Appendix N 1o Regulatory Guide 10.8, Revision 2.

10.13 Air concentration Control
1. Worker Dose from Nobel Gases
We will collect spent noble gas in a shielded container and will @stablish and
implement the model procedure for checking trap effluent that was published in
Appendix 0.3 to Regulatory Guide 10.8, Revision 2.
For estimation of worker dose from normal (20%) loss of activity from patients
will follow the mode! procedure for calculating worker dose from nobel gases
that was published in Appendix 0.1 to Regulatory Guide 10.8, Revision 2.
Calculations are available for inspection.
2. Worker Dose from Aerosols
Not applicable, acrosols will not be used.

3. Public Dose from Airborne Effluent

We will follow the model procedure for calculating airborne effluent concentra-

tion that was published in Appendix 0.2 to Regulatory Guide 10.8, Revision 2.
Calculations are available for inspection.

4. Spilled Gas Clearance Time

We will calculate the spilled gas clearance times according to the procedure
that was published in Appendix 0.4 to Regulatory Guide 10.8, Revision 2.
Clearance times will be posted in the patient examination room,

10.14 Radiopharmaceutical Therapy
Not applicable, radiopharmacedtical therapy will not be performed.
10.15 Implant Therapy

Not applicable, implant therapy will not be performed.




NRC License Application - VA Medical Center, Grand Junction, CO

10.16 QOther Safety Procedures

Not applicable, only procedures authorized by 10CFR Part 35 will be performed




NAC License Application - VA Medical Center, Grand Jungtion, CO
tem 11-WASTE MANAGEMENT

11.1 - Waste Disposal

We will establish and implement the general guidance and model procedu: es

for waste disposal that were published in Appendix R to Regulatory Guide 10.8,
Revision 2

11.2 - Other Waste Disposal

Not applicable, only procedures authorized by 10CFR Part 35 will be performed




Medical Use License Renawal
Supporting information

Grand Junction VA Medical Center

February 3, 1688




1. Bagkground.

Nuclear Medicine services have been provided to patients of the Grand Junction VA
Medical Center under the aeQis of the VA Nuclear Medicine Network since 1979. As a
participant, patient imagQing and diagnostic in-vivo examinations are performed at this
medical center, data is acquired and stored on a digital computer system and trans-
mitted to a central site at the VAMC in St. Louis, MO.

2. i isior

Physician User: Erica A. George, M.D.
Medical Director, Nuclear Medicine Network
American Board of Nuclear Medicine - 1972

Dr. George serves as the Medical Director of the Nuclear Medicine Network. Her
responsibilities include definition of standard operating procedures for all patient
examinations, quality assurance/quality control programs, consultation with referring

physicians, training, and definition and supervision of such other medical activities as
are required by the program

Dr. George is assisted by qualified, ABMN certified, nuclear medicine physicians at the

central site (St. Louis VAMC) who review, interpret and report the clinical findings of
patient examinations.

The qualified physician users at the central site exercise control and supervision of the
medical uses of by-product materials in several important ways.

A All procedures which may be provided to patients are defined and described in
written procedure manuals which are used at all participating medical centers.
These manuals specify all details of patient preparation, dosing, data acqui-
sition, data processing and presentation which are required to complete the
clinical procedures. The patient procedure manuals are supplemented by radio-
pharmacy manuals which specify all the requirements for preparation, measure-
ment and quality control of radiopharmacy products in accord with the FDA
approved package inserts and the applicable regulations of the NRC. Frequent

review and revision, if necessary, of these procedure manuals is conducted by
the physician staff.

Each request for any patient procedure is reviewed and approved, disapproved
or modified by a qualified nuclear medicine physician prior to performance of an
examination. If necessary, consultation with the primary physician is obtained.
Based on the relevant clinical information, the reviewing physician specifically
determines which patient procedure(s) will be performed, the radiopharm-
aceutical to be used, the dosage and route of administration. Variations in
procedure may be directed to assure the adequacy of an examination. The

written prescription is returned to the technologist prior to performance of the
examination.




Review and | terpretation of patient examinations routinely takes place within 12
working hours of the performance of the procedure. Certain examinations may
require ‘'mid-stream’ modification of procedures, depending on the progress of
the examination and interim results. This is accomplished by transmission of
Cata and/or consultation with the Nuclear physician. A verification of the
prescription accompanies the clinical data. All work is reviewed for technical
adequacy, conformance to the prescription and overall quality as well as the
clirical diagnostic impression. Unusual or recurrent problems or deficiencies

are reviewed by the physician quality assurance panel and appropriate correc-
tive actions are taken,

Training is conducted in clinical procedures for the Nuclear Technologists as
the needs are identified. This includes methods for introduction and perform.
ance of new procedures, evaluation of procedures and identification of import-
ant supplemental medical information which relates tc the evaluation of results.

Dr. George works with the medical staff of the Grand Junction VAMC, through
the Chief of Staff. Medical intervention and resolution of medical problems is a
collaborative effort among the physicians responsible for patient care. Certain
medical activities may be delegated to qualified individuals. The responsibility
for Nuclear Medicine Services is not delegated.

These procedures constitute all of the supervision, review evaluation and control of
procedures which is normally expected and exercised in a clinical diagnostic Nuclear

Medicine setting, frequently exceed the medical supervision exercised in more
conventional nuclear medicine settings and, far exceed the medical supervision,

physician interaction and intervention that occurs in mobile nuclear medicine delivery
systems.

3. Acditional Qualified Users

in addition to Dr. George, other qualified users include:
James W. Fletcher, M.D. ABNM 1972
Max S. Lin, M.D. ABNM 1972

James L. Littlefield, M.D. ABNM 1580
J. Albert Fernandez-Pol, M.D. ABNM 1975




Formal Training:

4. Radiation Se'ety Supervision
Radiation Safety Officer

Sherrick Harmon

Time/Subjects: 200+ hours of training in:

Location:

In-Service Training:

Experience:

Duties:

The qualifications of the designated RSO exceed the requirements of 10CFR Part

35.900.

(a) radiation physics and instrumentation

(b) radiation protection

(c) calculations relating to measurement and quantitation of
radiation and rad :

(d) radiation biology

(e) radiopharmaceutical chemistry

Community College of Denver
Associate Degree - Nuclear Meadicine
September, 1974 - August, 1976

At least three times annually training a review is conducted
by the Radiation Control Staff of the St. Louis VA Medical
Center. Training includes techniques for safety measure-
ments and quality control, safety evaluation, audit proced-
ures and regulatory compliance. Typical sessions are four
hours.

Full-time radiation safety techi.alogist
Grand Junction VA Medical Cer ter
March, 1981 - present

Safety and regulatory compliance ‘or all authorized medical
uses of byproduct materials including but not limited to:
training ancillary personnel, surveys, wipe testing, instru-
ment evaluation and testing, exposure review and evalu-
ation, inventories, disposal and record keeping and
compliance management.




5. Quanerly Audit Format
RADIATIOH CONTROL FACILITY/USER INSPECTION

Authorized User: Facility: Date:

FINDINGS This inspection was an examination of activities related 1o radiation safety policy and
procedures, compliance with Federal regulations, the Radiation Control program, and the terms and
condltions of the authorized use permit. The findings as a result of this inspection are:

- No tems of noncompliance found.
The following tems of noncompliance were found:
Area of Noncompliance Specity
Posting/area signs /NRC-3
Posting emergency procedures

Labeling sources /waste
Permit/license not available
Rad Cntl Manual not available
Receipt, use, disposal records
Survey /wipe records
Quanerly inventories
Personnel monitoring

Failure to wear monitors
Monitor turnover

Use In unauthorized location
Safety procedures
Procedures for volatile nuclides
Safety equipment
Decontamination equipment
Survey procedures

Survey instruments
Unauthorized nuclide
Unauthorized user/worker
Initial worker training

Annual training

Awareness proc/hazards
Food /drink in work area

Spill /incident unreportad
Dose calibrator geometry
Dose calibrator accuracy
Dose calibrator linearity

Dose calibrator constanc
Problem not reported to RCO
Sealed source wipe tests
Xenon trap check

Room exhaust calculations
Exhaust flow chetks

Fume hood flow checks
Xenon use procedures
Injection procedures

Waste storage/segregation
Waste containers

Waste surveys

Waste disposal procedures
Area securlty



RADIATION CONTROL FACILITY /M ISER INSPECTION
Authorized User: Date: "D

Other noncompliance /problem ide ntification

Survey Wipe Tesl
Survey/ Arog Rose Rate dpm/100¢m”
Wipe Tests

Storage
Preparation
Use areas

Other ()

ALARA Data:  Worker

Monitor Repon Date. -

Radiation Control Recommendations:

immediate Action:

kong-term Compliance

Surveyed by:




Veterans Administration Medica)l Centey
ATTN A. Bourret
Medical Center Director
2121 North Avenue
Grand Junction, Colorado 81501

Lent lemer
T'\]t B

'n reference to the ongoing matter of the renewal of your byproduct
material license for use in nuclear medicine

we have completed review of your letter dated June 2, 1988, signed by

A, Bourret, wherein you requested an exemption from NRC regulations to permit
use of the VA Nuclear Medicine Network in lieu of a loca) authorized user
physiciat As a result of our review we have dJetermined that your use of the
Network is permitted contingent to your adherence to commitments and to your
provision of additional information as described be)low

Your letter dated May 23, 1988, signed by Francis K. Merbig, stated that
& revised license renewal application would be forthcoming to NRC and
wouid De prepared n accordance with Regulatory Guide 10.8, Revision 2
(August 1987) we have not yet received this application

Th

§ 'etler also Included "Supporting Information' regarding use of the
Network at the VA Medical Center at Cheyenne, Wyoming, as wel)l as the
‘aentification and other information regarding the Radiation Safety
Officer (RSO) at that facility Such information was not provided for
your own facility at Grand Junction

In your response to this letter you should provide a revised )license
appiication prepared in accordance with the guidelines described in
Regulatory Guide 10.8 (copy enclosed). You should note that only
dragnostic procedures may be authorized using the Network., Use of therapy
procedures will require the use of an authorized user physician lucal to
the Grand Junction area The application should also include information
simitar to that previously provided by Mr. Herbig for the facility at
Cheyenne

In order to authorize use of the Network you should commit to sending
from your St. Louis office an authorized user physician, to be named in
the license, to the Grand Junction facility at least quarterly to audit
program activities including the review of operating procedures. A
written report of each audit, signed by the auditor, should be maintained
on file at the Grand Junction facility for review by NRC inspectors. This
report may be discarded following NRC inspector review.

RIV:C:NMLSWE
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Veterans Administratd
Medical Center

In your response, provide & detailed format for the quarterly auwdit and
1dentify authorized user physician(s) that may conduct the asudit These
physician(s) will be ‘dentified by name in the license

Your application should clearly describe the structure of the Radiation
>afety Committee required by 10 CFR 35, 22 You should identify the
title and location of each member and clarify the method by whict regula
meetings will be conducted

Your application should 1dentify the name of the RSO at Grand Junction
and describe how the RSO meets the qualification requirements of 10 CFR
35.900 Your application should include the management statement to the
RSO describeo in 10 CFR 35.23 and refer to the duties of the RSO as
outlined in 10 CFR 35.21(b) A draft Regulatory Guide entitled
“Qualifications for the Radiation Safety Officer in a Large-Scale
Non-Fuel-Cycle Radionuclide Program" has been provided for guidance in
this area

Your application should describe the manner in whict the RSO at Grand
lunction will receive management supervision You should disty 6!

ye

between the supervision provided locally and that provided from the
b

ot. Louts office Your response snould address the stipulations i1
10 CFR 35, 2¢

Indicate whether the other commitments identified in your letter dated
“.{"'] 0, 1987, signed !;) Francis K Hgv[)ﬁg_ are sti)l) accurate

In order to continue review of your application, we reguest that you submit
your response to this letter within 30 calendar days from the date of this
etter Please reply in duplicate and refer to Contro) No. 418513

\'\f,(ev(a]‘\‘
H||’:||\.| ﬂ{’tl('d b\
. L. Cain

Charles L. Cain, Chief
Nuclear Materials Licensing Section

Enclosures
1 Regulatory Guide 10.8,
Guide for the Preparation
of Applications for Medica)
Use Programs," August 1987
Draft Regulatory Guide OP 722-4
Qualifications for the Radiatior
Safety Officer in a Large-Scale
Non=Fuel-Cycle Radionuc)ide
Program," Apri)l 1982

(see next page)




Veterans Administration 3
Medica) Center

¢
Veterans Administration Medics! Center
ATIN: Francis K. Merbig

M/S 115A0C

918 N. Grand Avenue

St. Louls, Missouri 63106

Veterans Adminisiration
ATIN: Dr. James W. Fletcher
Director, Nuclear Medicine Service (115)
810 Vermont Avenue NW
Washington, D.C. 20420

bee w/o enclosures:
ROMartin

RLBangart

WLFisher

JHAustin

CLCain
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MEMORANDUM FOR: WiYliem L. Fisher, Chief
Nuclear Materials and
Emergency Preparedness Branch, RIV

FROM: Vendy L. Mi1ler, Chief
Medical, Acedemic, and Commercia)
Use Safety Branch, NMS(

SUBJECT: TECHNICAL ASSISTANCE REQUEST DATED JUNE &1, 1988

This s in response to the sbove request which involves the use of the
Veterens Administration's Nuclear Medicine Network °n lieu of &n svthorizec

ysicien st the licensee's Cheyenne, Wyoming, Grand Junction, Colorado, and
ort Harrison, Montana, mecice) fac1‘1t1oc.

$ince the Fort Kerrison, Montana, facility has obteined @ cuelified physicien
and since & license has been issued to the hospital it should no longer be of
concern,

After & review of previous decisions and carefu)l consideration of additions)
Tects that relate to the operation of the Nuclear Medicine Network at the
Cheyenne VAMC and Grand Junction VAMC facilities, it is decided to continue
Ticensing these two fecilities in the manner that they heve been previously
T4censed. This cecision 1s besed on several considerations.

The facilities in cuestion have been authorized to operate through the Nuclear
Medicine Network for about eight to nine years. When they were grantod this
suthorization, the safety and efficiency edventages end disadvanteges of the
proposed operation were cerefully weighed., The facilities in question have
operated during this time period in a satisfactory manner. They do not appeer
to perform any better or any worse than other Veterin's Administration or
civilian hospitils, There coes not appeer to be any sefety reascn to consider
Timiting the facilities' authorization based on past performance,

The key 1ssue in this licensing action s the aqparont leck of supervision for
technologists., To demonstrate complience with 10 CFR 35.25, “Supervision"
(which requires instruction, compliance with instructions, and periodic
review), the licensee and the authorized vuser must provide some nechanisn for
supervision other then ceily personal presence, which s the normal mechanism
for supervising. A quarterly visit to the hospita| to review operating
procedures in plece would be acceptable. This authorizetion nay not be
expanded to include any therapy clinice) procedure.

10/6 7
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Wi1liam L. Fisher « 2 -

Presently, the staff is werking on treining requirements for physicierns and
incillary personnel end 8 contract study for quelity essurence in Nuclear
Medicine activities. It 1s possible that the above initiatives may result in
new poiicy decistons that wil) Yead to @ different opereting definition of
supervision requirements in the future end & resssessment of the network.

’ /‘ ‘ i ',/‘ s u p
Fa L e e /

Vandy L. M1ler, Chief

Medicel, Acedemic, snd Cémmercial
Use Safety Branch, NMSS

-
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Administration 7988 l/l

JUNE 2, 1968

Mr, Charles Cain

U.S. Nuclear Regulatory Commission
Miterial Radfation Proutection Section
61) Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

Dear My . Cain:

We are writing to formally request, pursuant to 10CFR Part 35,19, a
specific exemption from the regulations of the Commission which have
been interpreted by your office to preclude our further participation
in the Nuclear Medicine Network for the purposes of providing
diagnostic services to our patients,

We are further requesting that, if this matter is referred to the
Advisory Committee on the Medical Uses of Isotopes (ACMUI),
representatives of the Veterans Administration, as petitioners for the
exemption, be permitted to present relevant material and answer the
concerns of that committee,

The various materials previously submitted in connection with our
license renewal will support our request for this exemption, 1If
further informaticn is required, please contact us,

Your consideration of this matter is appreciated,

Sincerely,

.

A BOUR
Medical Center Director

N "
Cb/ “America 1s #]—Thanks to our Veterans''



Medical Center St. Louis MO 63126

Veterans
Administration

In Reply Reter To 657/11!)“
May 23, 1988

Mr. Charles Cain

U.8. Nuclear atory Commission
Material Radiation Protection Section
611 Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

Dear Mr. Cain;

We have revised in the Part 35/10.8 Rev 2 format the license renewal
applications for the Cheyenne and Grand Junction VAMC programs. Additional
information relative to your concerns about the medical supervision and
radiation safety in VA Nuclear Medicine Network affiliated institutions is
included. The revised applications will reach you shortly through the

respective medical centers. 1 am enclosing a sample copy of the supporting
information for your early consideration.

Brii fly, our position holds that the medical supervision is more than
sufficient .0 manage the program in the best interest of the patients. The
Network is not simply an interpretation service. The responsibility for any
aspect of services to the patients is not abrogated nor delegated in any way.
With regard to the safety component of the program, we believe the designated
RSOs meet all of the Part 35 requirements and, have consistently demonstrated
their ability to perform as the individuals functionally responsible for
regulatory compliance over a period of years. Their work in this regard is
audited and evaluated at frequent intervals by qualified radiation safety
personnel as well as the local committee and medical center management.

Additional econamic information concerning the significance of Network
operations is enclosed. From this you can appreciate the guantity and
economic value of the services provided to veterans seeking medical care.
Less obvious, but more important, is the fact that no participating medical
center is in a fiscal position to purchase this level of service for its
patients from altermative local sources.

We fully realize that this licensing enviromment is not explicitly covered by
current regulatory positions. However, the use of modern telecommunications
technology and especially the internal organization of the program permits the
safe and effective delivery of patient services. Any reasonable license
corditions in addition to the Part 35/10.8 reriirements can be accommodated by
the evaluation, oversight and supervisory controls already in place.

“America is #]—Thanks 1o our Veterans"'
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I can assure you that we share the same abiding concerns for the guality of i
service and the safety of our patients and staff that you must reflect in your |
licensing evaluations. If it will be of value, I will be pleased to visit
your offices to discuss this matter further. You and/or your staff are also }j
invited to visit St. louis for an assessment and further assurances concerning 1
any aspect of ‘he program. ‘ﬁ

\{9;",}!»1)', ‘ “

Program Director

Enclosures

Copy: J.W. Fletcher, M.D,



Byproduct Materials License Renewal - Supporting Information
Cheyenne VA Medical Center

Background.

Nuclear Medicine services have been provided to patients of the Cheyenne VA Medical
Center under the aegis of the VA Nuclear Medicine Network since 1979, As a participant
patient imaging and diagnostic in-vivo examinations are performed at this medical

center, data is acquired and stored on a digital computer system and transmitted to a
central site at the VAMC in St. Louis, MO

Medical Supervision.

Physician User: Erica A. George, M.D
Medical Director, Nuclear Medicine Netvwork
American Board of Nuclear Medicine - 1972

Dr. George serves as the Medical Director of the Nuclear Medicine Network. Her
responsibilities include definition of standard operating procedures for all patient
examinations, quality assurance/quality control programs, consultation with referring
physicians, training, and definition and supervision of suck other medical activities as
are required by the program

Dr. George is assisted by qualified, ABMN certified, nuclear medicine physicians at the

central site (St. Louis VAMC) who review, interpret and report the clinical findings of
patient examinations

The qualified physician users at the central site exercise control and supervision of the
medical uses of by-product materials in several important ways.

A. All procedures which may be provided to patients are defined and described in written
procedure manuals which are used at all participating medical centers. These manuals
specify all details of patient preparation, dosing, data acquisition, data processing
and presentation which are required to complete the clinical procedures. The patient
procedure manuals are supplemented by radiopharmacy manuals which specify all the
requirements for preparation, measurement and quality control of radiopharmacy
products in accord with the FDA approved package inserts and the applicable
regulations of the NRC. Frequent review and revision, if necessary, of these
procedure manuals is conducted by the physician staff,

Each request for any patient procedure is reviewed and approved, disapprcved or
modified by a qualified nuclear medicine physician prior to performance of an
examination. If necessary, consultation with the primary physician is obtained.
Based on the relevant clinical information, the reviewing physician specifically
detcrmines which patient procedure(s) will be performed, the radiopharmaceutical to
be used, the dosage and ronte of administeation. Variations in procedure may be
directed to assure the adequacy of an examination. The written prescription is
returned to the technologist prior to performance of the examination.

Review and interpretation of patient examinations routinely takes place within 12
working hours »¥ the performance of the procedure. Certain examinations may require
‘mid-stream’ modification of procedures, depending on the progress of the examination
and interim results. This is accomplished by transmission of data and/or consultation
with the Nuclear physician. A verification of the prescription accompanies the
clinical data. All work & reviewed for technical adequacy, conformance to the




prescription and overall quality as well as the clinical diagnostic impression
Unusual or recurrent problems or deficiencies are reviewed by the physician quality
assurance panel and appropriate corrective actions are taken

Training s conducted in clinical procedures for the Nuclear Technologists as the
needs are identified. This includes methods for introduction and performance of new
procedures, evaluation of procedures and identification of important supplemental
medical information which relates to the evaluation of results

Dr. George works with the medical staff of the Cheyenne VAMC, through the Chief of
Staff. Medical intervention and resolution of medical problems is & collaborative
effort among the physicians responsible for patient care. Certain medical activities

may be delegated to qualified individuals. The responsibility for Nuclear Medicine
Services is not delegated

These procedures constitute all of the supervision, review evaluation and control of
procedures which is normally expected and exercised in a clinical diagnostic Nuciear
Medicine setting, frequently exceed the medical supervision exercised i« more
conventionul nuclear medicine settings - nd, far exceed the medical supe: vision, physician
interaction and intervention that occurs in mobile nuclear medicine delivery systems.

ditio Q fied U
In addition to Dr. George, other qualified diagnostic users include:
James W. Fletcher, M.D ABNM 1972
Max S. Lin, M.D ABNM 1972

James L. Littlefield, M.D ABNM 1980
J. Albert Fernandez-Pol, M.D. ABNM 1975




Radiation Safety Supervision
Radiation Safety Officer: Glenn Janezich

Formal Training
Time/Subjects - 2004 hours of training in:

(a) radiation physics and instrumentation

(b) radiation protection

(¢) calculations relating to measurement and quantitation of radiation
and radioactivity,

(d) radiation biology

(¢) radiopharmaceutical chemistry

Location: Nuclear Medicine Institute
Cleveland, Ohio
May, 1983 - May 1984

In-Service Training

A least three times annually training a review is conducted by the
Radiation Control Staff of the St. Louis VA Medical Center. Training
includes techniques for safety measurements and quality control, safety
evaluation, audit procedures and regulatory compliance. Typical
sessions are four hours,

Additional Training

Rudiation Safety Specialist Training
Oklahoma State University
March, 1988
One week

Experience: Full-time radiation safety technologist
Cheyenne VA Medical Center
December 1984 - present

Duties: Safety and regulatory compliance for all authorized medical uses of
byproduct materia's including but not limited to: training ancillary
personnel, surveys, wipe testing, instrument evaluation and testing,
exposure review and evaluation, inventories, disposal and record
keeping and compliance management.

The qualifications of the designated RSO exceed the requirements of 10CFR Part 35.900.




ECONOMIC IMPACT
NUCLEAR MEDICINE NETWORK

A modest cost study was conducted for the calendar year 1986 to compare the actual
Network costs for participating Medical Centers with the costs if an equivalent number
and mix of patient procedures were purchased through local medical facilities

Jefferson Barracks and Syracuse were excluded from the study since the Network use in
these facilities is ‘'non-standard’ in that JB is a division of a larger center and

Syracuse is a part-time participant

Cost projections for local purchase where made by using the actual procedure mix

performed at the VA and the charge data obtained from a local referral center which
provides Nuclear Medicine services. Ambulance costs were derived from the MAS Service of
each VA and the cost for inpatient transportation calculated and added to the procedure

COst to obtain a total purchase cost to the VA

To determine actual Network costs, salaries, supplies, travel and phone Charges were
taken from fiscal data at each VA center, including the core facility at St. Louis
Maintenance was determined as a fixed percentage of pew equipment cost and a straight-
line 10 year depreciation of pew equipment cost was included. From these data direct
Network costs were calculated. The costs for operation of the St. Louis facilities were
allocated to each participant on the basis of procedures performed and the total cost by

Medical Center for Network participation was determined Management and space overhead
was not included

Table | summarizes the cost elements, average values and cost avoidance for each Center,

While it is tempting to claim the cost avoidance as an actual dollar saving, in fact it
1s unlikely that any participant would have Fee Basis dollars budgeted to cover the
purchase of the quantity of service provided through the Network. Rather, it is likely

that more patients received quality service through the Medical Center's association in
the Network system.

The impact of any actions which disrupt or delay services provided to the Network
participants will have a significant and adverse impac* on the fiscal position of the
referring centers in a period of constricted funding in all Federal programs and,
especially, on the public health of the veteran population by making certain clinical
procedures unavailable or inconvenient. This later consideration applies in particular
to the most severely ill patients who cannot be transported safely to other facilities




TABIE 1
NUCLEAR MEDICINE NETWORK COST ANALYSIS

Activity Marion PopBluff Amarillo GrandJct

No. Patient Studies 1,560 822 689 327
$ Inpatients 89 84 64 79
#%#% (QDST OF SERVICES THROUGH ILOCAL FURCHASE #%¢

Cost Item

Ambulance Trip ($) 202 60
No. of Inpatients 1,387 490
Ambulance Costs ($) 280,457 41,429
Purchase of Procedures ($) 450,954 250,126 167,160 106,636
Total Costs to Purchase ($) 731,411 291,555 252,383 161,539

Average Cost to Purchase (%) 469 355 365 495
#84 COST OF SERVICES THROUGH NETWORK ###

191 214
441 258
84,223 55,283

Cost Ttem
25,454 18,516 18,810

Salaries ($) 36,024
Suppl ies, Travel ($) 53,112 23,500 25,800 1z,000

Maintenance ($) 16,400 16,400 16,400 16,400
Depreciation ($) 21,300 21,900 21,900 21,900
Telecommmications ($) 0 0 0 0
Total Cost thru Network ($) 127,436 87,254 82,616 69,110
Allocated St. louis Costs ($) 104,038 54,820 45,950 21,808
Total Cost thru Network ($) 231,474 142,074 128,566 90,918
Average Cost thru Network ($) 148 173 187 278
&ad SIIMMARY #%%

Cost Avoidance/Procedure ($) 182 178
Total Cost Avoidance ($) 149,481 122,817
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Mail Control No. 418513

VA Medical and Regiona) Office Center
ATTN: A. Bourett
Medical Center Director
2121 North Avenue
Grand Junction, CO 81501

Gentlemen:

This refers to your correspondence dated December 3, 1984, requesting renewal
of your byproduct material license for use in nuclear medicine. NRC issued a
substantially revised regulation in regard to the medical use of byproduct
material on October 16, 1986, which became effective on April 1, 1987. A copy
of this regulation, 10 CFR Part 35, is enclosed.

You prepared your application for license renewal in accordance with Regulatory
Guide 10.8, Revision 1, "Guide for the Preparation of Applications for Medica)
Programs." This Regulatory Guide has been superseded by the enclosed

Revision 2 which provides the guidance needed by you in preparing an application
in regard to the revised regulation. You should use this Guide in resubmitting
your application for license renewal. We trust that your use of this Guide

will help to acquaint you with the new requirements specified in 10 CFR 35,

Your applicatior should supply all of the information identified in the Guide

and should not reference any previously submitted correspondence. Also
enclosed is Form 313 for filing your application.

You should note that you will no longer be able to use the Veterans
Administration (VA) "Nuclear Medicine Network" to provide direct supe' vision
over the nuclear medicine operations. The VA Network does not resolve the
issue of providing effective on-site nuclear medicine supervision for radiation
safety, regulatory compliance, management oversight and sustained quality

assurance to the level and frequency required to assure patient and worker
safety.

/
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VA Medica)l and Regional Office Center -2~

In order to continue prompt review of your application, we request that you
submit your response within 30 calendar days from the date of this letter.
Please reply in duplicate and reference the mail control number indicated at
the top of this letter. Your current license will not expire until final
action has been taken on your renewal application.

Sincerely,

w‘m‘“"

Jaé! E. Whitten

Nuclear Materials Licensing Section

Enclosures:

1. Regulatory Guide 10.8,
Revision 2, "Guide for the
Preparation of Applications
for Medical Use Programs,"
(August 1987)

2. 10 CFR Part 35

3. Form 313

bce w/o enclosures:
R. L. Bangart
C. L. Cain
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J. Nelson Grace, Regional Administrator, RII
A. Bert Davis, Regional Administrator, RIII
-Robert D, Martin, Regfonal Administrator, RIV
John B, Martin, Regional Administrator, RY

MEMORANDUM FOR: Willdam 7, Russell, Regiona) Administrator, Rliii:jz;4ECTq{ﬁ

FROM: Jeames Lieberman, Director
Office of Enforcement

SUBJECT: INFORMATION COPIES TO VA HEADQUARTERS

In an effort to improve coordination between NRC and the Veterans' Administration,
and thereby improve the VA's management of nuclear medicine departments in its
hospitals, NRC staff recently met with senfor VA management persomnel. At that
meeting, th VA indicated a desire for closer involvement in what the KRC {s

doing concerning VA hospitais. He have discussed this with NMSS and concluded

that the NRC should provide further informetion to VA Headquarters concerning
VA Ticensees.

Therefore, to provide information at a higher level in the YA organization,
please add the following individual to your distribution of any Inspection

Report, Confirmatory Action Letter, Notice of Violation, or Order that you
fssue concerning a VA facility:

Dr. James W, Fletcher

Director, Nuclear Medicine Service (115)
Veterans' Administration

810 Vermont Ave. NW

Washington, D.C. 20420

4

James Lieberman, Director
Office of Enforcement

-

cc: J. Taylor, DEDRO
R. Cunningham, NMSS
Enforcement Coordinators
Ri, RII, RIII, RIV, RY
0E Staff
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MEMORANDUM FOR: William L. Fisher, Chief
Nuclear Materials ana Emergency
Preparedness Branch, Region IV

FROM: Vandy L. Miller, Chief
mMedical, Academic and Commercial
Use Safety Branch, NMSS

SUBJECT: VETERANS ADMINISTRATION NUCLEAR NETMWORK

This 15 in response to your reouest for additional technical assistance
relative to the renewal of the by-product materials licenses currently held
by the Veterans Administration Medical Centers in Cheyenne, Wynming and Grand
Junction, Colorado. We have reviewed the case, the previous technical
assistance request, ACMUI Comments, previous policy guidance on the subject
and the following comments are made:

1. The proposed V. A. Network does not resolve the issue of providing
effective on-site nucleer medicine supervision for radiation safety, regulatory
compliance, management oversight and sustained quality assurance to the level
end frequency required to assure patient and worker safety.

2. The Veterans Administration Medical Center (VAMC) in St. Louis has
not demonstrated that it exercises direct supervision over the nuclear medicine
operativns in efther the Cheyenne or Grand Junction facilities. The Cheyenne
and Grand Junction facilities are independent hospitals and retain their own
menagement and medical staff,

3. VAMC St. Louis appears to function as a focal point for nuclear
medicine resources and vxpertise for these and other medical centers. The
service is analogous to a contract health physics service or consultative
service for resolving medical questions. As such, the subject institutions do
not appear to be under any legal obligation to follow the advice or suggestions
of VAMC St. Louis. The NRC license remains the regulatory control at these
institutions.

4. The only precedent that appears to be similar in concept is the VAMC
5t. Louis' direct support of other medical centers within its geographic area.
These relationships have been recognized by amendment to the institution's NRC
license. These were approved, in part, due to the supportive nature of the
relationship and the cluse proximity of the satellite hospitals to VAMC St. Louis.
Due to the larger distances between VAMC St. Louis and the Cheyenne and Grand
Junction facilities it appears that VAMC St. Loui. zan do little more than
offer “consultative" services on an infrequent basis to these hospitals at
this time.



William L. Fisher

Because the proposed network does not appear to offer equivalent, or
improved, safety and quality sssurance standards over those offered by direct,
day-to-day supervision, it 1¢ recommended that the licenses be renewed in
accordance with current regulation and Ticensing policy.

Should the situation regarding the Veterans Administration's nuclear
network program significertly change, their proposal should be reconsidered.

Please contact James M, Myers at FTS 492 - 0635 if you have further
questions,

B

i l’ // -
V nd/y .f( Miéfer.(ﬂ(‘\“ Pl i

Fedical, Academic, and Commercia]
Use Safety Branch, NMSS
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Academic, and Commercial Use Safety Branch. IMNS

William L. Fisher

Nuclear Materials and Emergency Preparedness Branch,
Region IV

UBJECT LICENSING OF VETERANS ADMINISTRATION (VA) NUCLEAR NETWORK
IN CHEYENNE, WYOMING, AND GRAND JUNCTION, COLORADO

This is to request further Technica) Assistance Review (TAR) relative to the

renewal of licenses for VA Medical Centers in Cheyenne and Grand Junction

The review of these licensees has been complicated by the Part 35 revision and

the licensees’' request to function under the VA St Louis broad scope license.

we would welcome your analysis of this additional information. Enclosed are

documents which bear on the review of these licenses

we suggest the following as possible ways of handling these renewals:

each licensee to become a satellite place of use under the VA St
broad scope license, if this broad scope license is currently

ad v

Ing this arrangement for cther "Nuclear Medicine Network" users,

the 'icensee to used the "Nuclear Medicine Network” concept under

conditions outiined 'n the VA St. Louis letter dated April 30, 1987.

e each licensee to s all the requirements as outlined in
35 and Regulatory ( 0.8, Revision 2 (i.e., issue licenses to
location in a conventional manner)

INg 1§ i ronolog ' interaction with the subject

sees, the VA he process of attempting to complete
renewals

Cheyenne Renewal Chronolo

9, 1985 - After reviewing the license renewa) application at Jack Whitten's
request, Pat Vacca contacted him via telephone to address the question of
whether we should continue to accept the VA "Nuclear Medicine Network,
authorized user arrangement between VA Cheyenne and VA St. Louis.

une

12, 1985 - Pat, Le onsulting with Vandy Miller, suggested that a TAR
be submitted by #§ ion I\




vandy L. Miller -2+

July 11, 1985 - TAR sent to NMSS for review and assistance. C(ases were reviewed
by ACMUI.

April 23, 1986 - TAR response received in R1V.

June 6, 1986 - Letter sent to VA Cheyenne outlining the ACMUl and NMSS
collective findings, required actions, and suggestions relative to continued
operation of the "Nuclear Medicine Network." Four additional items of concern
were identified which affected the renewal action.

July 15, 1986 - Letter sent, at NMSS request, to Francis Herbig, VA St. Louis,
with edited ACMUI comments.

September 12, 1986 - Letter from VA Cheyenne indicating a readiness to meet NRC
requirements for an onsite physician. Licensee provided name of Dr. Surapanani
for addition to license as an authorized user.

March 18, 1987 - Deficiency letter sent to VA requesting additional information
on Dr. Surapanani's qualifications.

April 30, 1987 - Telecon between Jack Whitten and Francis Herbig specific to
continued operation of the "Nuclear Medicine Network" under revised
10 CFR Part 35,

June 11, 1987 - Letter from VA Cheyenne to indicate that any further
negotiations with NRC on renewal of license would be handled by Mr. Herbig.

Additional Correspondence for VA = Grand Junction

November 12, 1986 - Letter received responding to June 6, 1986, deficiency
letter providing names of physicians, Dr. Fulton and Dr. Nichols as additions
to license as auchorized users.

November 21, 1986 - Telecon between Jack Whitten and Tast Moore, M.D., Chief of
Staff, requesting additional information specific to Dr. Moore's
qualifications.

March 18, 1987 - NRC letter sent to VA Grand Junction requesting additional
information about Dr. Fulton's qualifications and the radiation safety
committee composition.

March 26, 1987 - Letter from VA Grand Junction indicating our March 18, 1987,
deficiency letter had been forwarded to Francis Herbig.

April 30, 1987 - Telecon between Jack Whitten and Francis Herbig about
continued operation of the "Nuclear Medicine Network" under new 10 CFR Part 35.

May 4, 1987 - Letter received with comments specific to both VA Grand Junction
and VA Cheyenne, with draft proposal outlining handling of nuclear medicine
operations and the possibility of authorizing both sites as alternate locations
under the VA St. Louis broad scope license.



Vandy L. Mi ler ate

June 5, "987 - Letter from VA Grand Junction indicating that any further
negotiations with NRC on renewal of license would be handled by Mr. Herbig.

Your assistance in dispositioning these cases will be appreciated.

Origina Signeo By.
WILLIAM L FIZHER

William L. Fisher, Chief
Nuclear Materials and Emergency
Preparedness Branch, Region IV

bce:
J. Whitten
C. Cain

W. Fisher
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In Reply Refer To 575/00

Mr, Jack E., wWhitten

Nuclear Materiais Safety Section

Us S. Nuclear Regulatory Commission
611 Ryan Plaza Drive

Arlingtcn, TX 76011

Dear Mr, Whitten:

This is to confim our intention tu pursue renewal of our NRC Byproduct
Materials License, We are asking that coordination and negotiation of
the renewal be handled through francis K, Herbig, the RSO and Program
Director for the Nuclear Network, at the St, Louis VA Medical Center,
At such time as you have reached an accord on the terms and conditions,
we will submit confirmation of our agreement to those temms,

We are willing to continue our byproduct materials program either as a
site of alternate use under the St, Louis Broad Scope license, or to
delegate responsibility to qualified network physicians and RSO respon-
sibility to the St, Louis Radiation Control Office.

Thank vou for your continued support and interest in finding a satis-
factory solution to an unusual licensing circumstance,

Sincerely yours,

(Bt

Medical Center Director

I
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In Reply Refer To

April 30, 1987

U.8. Nuclear Regulatory Commission
ATTN: Jack E. Whitten

Nuclear Materials Safety Section
611 Ryan Plaza Drive
Arlington, Texas 76011

Dear Jack:

Attached is a draft of the program which we believe most closely
fits the way our program is conducted now and offers the most
promise of satisfactory control and supervision. Basically, a
participating medical center would be considered a site of
alternate use under our broad license with the added requirement
of some additicnal local control to assure full management
participation.

Alternately, the participating medical centers (Directors with
the concurrence of the Chiefs of Staff) could delegate clinical
responsibility to the network physicians and radiation safety
responsibility to the St. Louis RSN and staff.

Let me know what you think. This has gone on so long now that it
is tempting to take the easy way: let's find the best way.

We want you to know that your efforts to help keep a good
program going are appreciated.

s truly,
A

a(c{u/:;ig

“America is #1—Thanks to our Veterans''

] ““..-———.-—.-.*—’ >



DRAFT

Nuclear Regulatory Commission 1 icensing
VA duclear Medicine Network Medical Centers

|. Purpose and Scope

This part prescribes the conditions. requirements and provisions under which a VA
Medical Center patient may receive the benefit of Nuclear Medicine procedure
through the technology and professional expertise provided by the St. Louis

Nuclear Medicine Network. These procedures may be performed at locations where a
full complement of Nuclear Medicine staff is not available to the Medical Center

and the ¢linical data is transmitted with a telecommunications system to

physician experts at the St. Louis VA Medical Center (Sl VAMO)

2. Ligense Conditions

VA Medical Centers which pariicipate as a clinical site for patient procedures in
association with the SLVAMC Nuclear Medicine Network shall be designated as an

alternate use site under the teyms and conditions of the Broad Scope license
1ssued to the SLVAMC

3. Responsibility

3.1 The Chief of Nuclear Medicine, SLVAMC, recommends physicians for approval 1
the Radiation Safety Committee (RSC). The RSC reviews and approves or
disapproves the qualifications Physicians who will be assigned diagnostic

clinical responsibilities in the Nuclear Medicine Network are approved by the St

Louis RSC, and are required (9 meet the Lamning and experience specifications of
325910 and 35.920.

3.2 The Radiation Safety Officer recommends technical staff at the participating
VAMC's as Assistant Radiation Safety Officers. These are individuals who by
reason of training and experience can perform all necessary radiation safety
procedures, recognize out-of-line situations. and take appropriate actions
Qualifications shall include satisfactory completion of one vear in an approved
NMT training program, or, certification by the NMTCB or ARRT, or. 3 vears
responsible experience

3.3 In consideration of additional sites for operation as Network medical
renters, the RSC shall fully consider the current and future span of control

commitments and availability of staff to meet the clinical and safety require-
ments of the program

3.4 When the RSC apiroves and accepts an additional site for Ne

twork operations,
the NRC must be notified within 30 days
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4. Delegation of Clinical Responsibility
4.1 The responsibilities delegated to approved physicians include

(1) prior review, approval disapproval of all requests for diagnostic
patient studies,

(2) modification of clinical procedures consistent with the accepted
practices,

(3 interpretation of clinical data and rendering a written report for the
patsent's chart and to the referring physician, and,

(4) consultation with referring physicians concerning nuclear medicine
procedures

4.2 The credentials and privileges of Nuclear Network physicians shall also b
approved and recorded by the professional practice authority of the local VA
Medical Centers

e

4.3 Resident physicians in truining at the SLVAMC may perform the above
functions under the direct supervision of an approved physician

4.4 In the event of equipment failures or other circumstances which preclude
normal Network service for a medical center. a visiting authorized user may
provide services if the conditions of 35.27 are fully met

5. Delegation of Safety Responsibility

3.1

The St. Louis RSC and RSO delegate to the Assistant RSO responsibility to
perform as necessary all required radiation safety procedures. All activities

shall be fully documented as required by the NRC and hospital survey and
accrediting offices and organizations '

5.2 The St. Louis RSO or & qualified designee will visit each participating VA
medical center on a regular basis. Visits will ordinarily be four (4) times
annually but never less than three times anmually. During these visits
laboratory records and procedures will be inspected and evaluated. training will

be conducted and once annually a complete ALARA audit of the local program w
be performed

5.3 The physician member of the local radiation control subcommittee may be

called upon for advice and assistance in matters pertaining to

patient and staf'f
safety. (see 6.1)
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6. Logal Control

6.1 Each participating VA Medical Center shall establish a committee concerned
with matters of radiation safety. The committee will be administratively a
subcommittee of the St. Louis RSC but in all other respects shall meet the admin-
istrative and oversight responsibilities specified in 35.22. The committee has

full euthority, organizational freedorn and management prerogative 10 meet
requirements of 35.23. JFor the purposes of this part the Assistant RSO serves as
Radiation Safety Officer for the subcommittee.

6.2 In addition to the requirements of 35.22, one member of the committee shall
be a physician who meets the training and experience requirements of Subpart J,
35910 and 35.920. This member serves as a resource person for the committee and
wiil advise and act on behalf of patient and stuff safety.

(see 5.3)

6.3 The St. Louis Radiation Safety Office will submit reports ot inspections and
audits together will recommendations for consideration at each RSC subcommittee
meeting.

6.4 The St. Louis Radiation Safety Officer will attend at least one local
subcommittee meeting annually,

78 F Banabias is g

7.1 ’lr‘\ all other respects the activities with byproduct materials at each
participant VAMC shall be conducted in full compliance with the administrative,
technical and safety requirements of 10 CFR Parts 19, 20 and 35.

FKH
May 1, 1987




Medical Center 2121 North Avenve L}

Junction, CO 81601

Veterans
Administration

March 26, 1987

+Mr, Jack E. Whitten

Nuclear Materials Safety Section
Nuclear Regulatory Commission Region IV
611 Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

SUBJECT: License Renewal Application

1. 1In reply to your letter of March 18, 1987 regarding our application
for license renewal, 1 have taken the following actions,

a. A copy of your letter was forwarded to Mr. Fran Herbig, Director
of the Nuclear Medicine Network in St. Louis, Missouri for his review.

b. Mr., Herbig indicated per a telephone conversation with this
Medical Center that upon receipt of a copy of your letter, he would
review your comments and contact you personally regarding this matter.

¢. As Director of the VA Nuclear Medicine Network, we rely on

Mr. Herbig for guidance in these special areas of licensing and I feel
your office will receive a prompt reply from him upon receipt of your
letter.

2, If 1 can be of any further service regarding this matter, please contact
my office.

JQ&M

Medical Center Director

in Reply Reter To: 114
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Veterans Administration Medical Center
ATTN: A, Bourett
Medical Center Director
2121 North Avenue
Grand Junction, Colorado 81501

Gentlemen:

This is to confirm our telephone conversation on November 21, 1986, with
W. T. Moore, M.D. in which we discussed the information we need to continue
review of your application dated December 3, 1984,

The items specified below are those we discussed:

1. Radiation Safety Committee composition not in accordance with 10 CFR
35.11(b).

2. Dr. Fulton's legal name as it is listed on his certification certificates.
3. Copy of Dr. Fulton's nuclear medicine certification certificate.

If we do not receive a reply from you within 30 calendar days from the date of
this letter, it may be recessary to deny your application for license renewal
and to terminate your license. This action would require you to divest
yourself of all licensed material in your possession.

ONEE Baras oy

JACK E. WHITTEN

Jack E. Whitten
Nuclear Materials Safety Section

ce:
Veterans Administration Central Office
Director, Nuclear Medicine Service (115
810 Vermont Avenue, N.W,.

washington, DC 20420

RIY:
JEWhitt
3/ /87

J
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Medical Center 2121 North Avenue
Grand Junction CO B1601

Veterans
Administration

November 12, 1986

In Reply Refer To: £76 /00

Region 1V
Suite 1000
611 Ryan Plaza Drive
Arlington, TX 76011 h

SUBJ: Renewal, Byproduct Material License 05-08400-02

- —————

ECEIVE )
ﬂ?Oﬁ—lU

’

1, We are writing to revise our recent communication regarding the
renewal of our license which designated Dr, Sherman Nichols to become the
responsible physician for supervisory, administrative and safety concerns
within the Nuclear Medicine Service. The demands of clinical responsi-
bilities in internal medicine preclude Dr, Nichols from assuming these

responsibilities at this time,

2, Instead, Dr, Richard Fulton has agreed to accept these tasks,

Dr. Fulton is board certified in diagnostic radiology and nuclear
medicine and has 11 years of clinical nuclear medicine experience, He
presently provides full-time clinical radiology service under contract to
this medical center, Dr, Fulton, or one of his qualified associates, is
available at the hospital or on-call for any situations which require
consultation or corrective actions, Clinical nuclear medicine consul-
tations, interpretations, technical and safety supervision will continue
to be provided by the VA Nuclear Medicine Network staff based at the

St. Louis VAMC,

3, We believe this arrangement will satisfy your expressed concerns
regarding the availability of qualified professional staff locally, If

you have further cogments or suggestions, please contact us,

(( Logoet

} B0
Medical Center Director



United States

Nuclear Regulatory Commission
Region IV

611 Ryan Plaza Drive Suite 1000
Arlington, Texas 76011

Attention: Mr, Jack whitten

Gentlemen:

We have reviewed your comments and sugggestions regarding the renewal of

our materials license #(5.0s.nn.qo and agree to meet the your requirement
for the availablity of a quafi%kéa physician in the event of an emergency
situation in the Nuclear Medicine Service,

Dr., 5. Nichols, a member of our full-time mediciai staff has agreed to
accept this responsibility. Dr. ¢ will receive the minimum 30
hours of radiation safety training cogaﬁcted by the Network and Radiation
Control staff at the St. Louis VA Medical Center. The training will
include: radiation safety basis of regulatory requirements; routine safety
practices; the ALARA program; analysis of potential hazards in Nuclear
Medicine; evaluation of radiation exposure in emergency situations;
analysis of procedures for minimizing exposure and contaminiation;
measurement methods for determination of exposure and contaminations
levels. We expect to complete this training by April 15, 1987 and will
advise you of any changes in the program content or schedule.

Thank you for your continued interest and helpful suggestions for our
program. We look forward to early renewal of our license and will continue
to conduct our Nuclear Medicine program under the conditions of our
existing license and in full compliance with the regulatory reguirements.

Yours truly,

(_,A‘.J { o Qﬁ\b’" ) 6> 2a , AN,
Acting? Director




NMSS: JEW
Mail Control Nos. 417504 and 418513

Veterans Administration Medical Center
Nuclear Medicine Service
ATTN Francis Herbig

Radiation Control Director
115AJC
St. Louis, Missouri 6312¢

N

Gent lemen

Please find enclosed copies of the edited letters, memos, and NRC staff
telephone conversation records of ACMUI comments you requested in our

telephone conversation of May 16 and 23, 1986

As originally indicated to Grand Junction, Colorado, and Cheyenne, Wyoming,
veterans Administration Medical Centers in our letters dated June 6, 1986, and
our telephone conversations of May 16 and 23, 1986, we would be pleased to
discuss this authorized user matter or any other matter with you and your

staff either by telephone or in a scheduled meeting. Should you wish a
telephone conference cal) or a meeting, please contact me for coordination with

NRC washington, NRC Region 1V, and all Veterans Administration staff to be
included.

Sincerely,

11921 Slaned By
. . " tlm

Jack E. Whitten
Nuclear Materials Safety Section

Enclosure
As stated

RIM:NMSS CNMSS
JEWHiItten df Rvaqutt
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NMSS:  JEW
Contro) No:

Veterans Administration Medics) Center
ATTN: W, P, Freer, Director

2121 North Avenve

Grend Junction, CO 81501

Gent) emen:

This 15 1n reference to your letter dated December 3, 1984, to renew License
Ko, 05-08400-02. The Nuclear Reguletory Commission's (NRSC's) steff recognizes
that for severa) years your authorized physician-user, Dr. James M, FMletcher,
has been normally Tocated in St. Louts, Missouri, several hours flying time
from your hospital, end has been visiting your hospital only & few times esch
year, We have been concerned sbout your situation for some time, believing
that by any definition, the adequacy of supervision from such & distance 1s
questionable. The NRC staff in our Washington, DC Meadquarters' office
expressed these concerns in & December 1981 meeting with representatives of the
Veterans Administration (VA) Central Office and of the VA, St. Louts staff.

A though these VA representatives seemed receptive to some NRC suggestions, it

does not appear that the suggestions were fmplemented as your sftuation appears
t0 be unchanged.

in connection with our review of your pending renewal applicetion, we sought
sdvice on your sftuation from NRC's Advisory Committee on the Medica)l Uses of
Isotopes (ACMUL) and our cunsultants, We asked the ACMUI members and our
consultants for their views on the adequacy of the supervisory controls over
your program anc whether you hed adequate justificetion for your non-traditiona)
operation, In sddition, we asked them for their suggestions about your program
and any improvements they would recommend.

In general, the ACMUI members and our consu)tants thought that, although your
system 1s "exemplary," telephone contacts, computer hookups, and occasiona)
(¢~4 times per year) visits to your facility by staff from VA, St. Louie “snnot
replace the "dafly [in-person] contact needed for an efficifent, effective, and
safe nuclear medicine program.” They believe that your situation s "ot in
the best interest of quality care" for your veteran patients,

They also believe that you should have (or be able to recruit) a physician
whose training and experfence meet NRC's criteria (as described in Anpendix A
of Enclosure 1 and in Enclosure 2), who can be at your facility within une hour
and who will devote at least 25 percent FTE (1.e., full-time-equivalent) to
your (ro?ram. Several m . foned that physicians who have completed a residency
program (e.g., rediology) within the last ten years should nave most, 1f not
all, of the training and experience needed to meet NRC's criteria. 1f
sdditional training or experience or both were needed, they belfeve that it

\

NM§ c:nnsm
J[Rh\ttcn/cg RJE ye rd
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Yeterans Administration Medica)
Center

could be obtained at a hospital in your community or at & VA hospita), If you

are abie to obtain the services of a properly qualified physician, you could

$t11) maintadin consultative contact with VA, St. Louts n much the same way as

VA, Amerillo. We belfeve that this 1s an opportune time for You 1o review your
current situstion and teke steps both to improve 1t and to establish a traditiona)
program supervised by & cualified physician-ucer who 1s in ¢close proximity to
your hospitel. The following suggestions should be considered:

You should make new efforts to find & qualified yhysician to be an
suthorized user who 1s able t0 be physically present a reasonadle
percentage of the work day or work week.

If your efforts as suggested in Item 1 above are ui .uccessful, then we
remind you that, in the December 3, 198], meeting with representatives of
VA Central Office and VA, St. Louts, the NRC staff recommended that VA
take steps 1o gut authorized pnysician-users who can be at each (Cheyenng
end Grand Junction) Yocation on & routine basis. 1f VA proposed as a user
& physician who did not clear)y meet NRC's current training and experience
criteria, the NRC staff offered to work with YA to decide on: (1) a
mutually agreeable training program that might be neeced to supp)ement
that already received by the physician, and (2) a mutually agreesble
schedule by which each location's operation would be supervised by a
qualified physician in close proximity to the hospital. Although YA
representatives seemed receptive to this approach, we are not aware of any

action taken by the VA L0 fmplement this idea. The NRC staff stands by
its December 1961 offer.

ACMUT members and our consultants suggested that, 1f you are unable to et
& qualified physician in close proximity to your hospital to supervise
your program, you could transfer patients needing nuclear medicine
procedures to a Tocal community hospital or to another VYA hospital that
operates a traditional nuclear medicine program.

1f your efforts to find a properly qualified physician are successful, you
should submit to us the name of the proposed physician-user and sufficient
documentation of his or her training ard experience to show that he or she
meets NRC's criteria; see Appendix A of Enclosure 1 and also Enclosure 2. You
may find 1t convenient to provide this information using Supplements A and B of
Form NRC-313M; see Enclosure 3. 1n addition, you should specify: where this
physiciar 15 normally Yocated, the time needed for the physician to get to your
hospital, the amount of time this physician will devote to supervising your

nuclear medicine program, and when this physician will begin supervising your
nuclear medicine program.

If you find a physicien who does not Clearly meet the appropriate NRC criteria,
then you should submit not only the information requested in the paragraph
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Center

above, but also & proposed tratning program desfgned to provide the needed
supplemental training, experience, or both, and & proposed schedule for
completion of the training progrem

Within 60 days of the date of this Tetter, please Inform us of the results of
your efforts to obtain & qualified physician in ¢lese proximity to your hospita)
Lo supervise your nuclear medicine program. Alternatively, you should describe
other actions you have taken to ensure that your patients' nuclear medicine
procedures ave performed in a properly supervised program., Plesse submit your
response in duplicate and refer to Control No. 418513,

Additional ftems of concern effecting your renewa) fssuance are as fo!lows:

1. Your Radiation Safety Comiittee 1s not formulated in accordance with
10 CFR 35.11(b), Confirm that membership of the radiation safel)
committee will include at least the following: an authorized user for
esch type of use permittec by the Yicense, a representitive of the nursing

staff, a representative of the institutions management, and the Radiation
Safety Officer,

e Your Tetter should have been signed by the hospita) administrator. Plesso
submit & letter from the hospita) administrator Indicating that he or she
has reviewed the application and concurs in the statement and epresentations
contained therein. Note also that the hospita) administrator should sign
all future correspondence, requests for amendment, renewa), etc¢,

if you believe that 1t would be helpful, we would be pleased to discuss this
authorized user matter or another matter with you and your staff either by
telephone, 817 860-8100/FTS 728-8100 or in a meeting.

Sincerely,

: vy
R. J. bvarelt

R. J. Everett, Chief

Nuclear Materfals Safety Section

Enclosures:

l. Regulatory Guide 10.8 (Rev. 1), October 1980
- 47 FR 5437¢€

- Form NRC-313M

CC w/o enclosures:
Yeterans Administration Central Office
Director, Nuc)ear Medicine
service (11%)
810 Vermont Avenue, N.W.
Washington, DC 2042
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MEMORARDUM FOR: Ramon £, Mall, Chiet
Radiological and Safeguards Programs Branch
Diviston of Redtation Safety end Sefeguards, R 1V

\‘.'\0'5 Ls M\‘](‘f‘. Chief
Materia) Licensing Dranch
Diviston of Fuel Cycle and Material Safety, NMSS

SUBJECT: VETERANS ADMINISTRATION NUCLEAR NETHORK

In accordance with 8 cequest fram Region 1V staff prompted by two pending
renewd! applications, we asked the Nuclear Reguletory Comnission's (NR('s)
Advisory Cormittee on the Medical Uses of Isotopes (ACMUT) and consultants for
thelr views on the Veterant Administration's (VA's) nuclear medicine netvork
45 1t 15 operated at the VA Medical Center, Cheyenne, Wyoming (License No.
4915895401, Control No, 417504) and VA Medical Center, Grand Jungtion,
Colorado (License No. 05-08400-02, Contro) Wo. 418513); see Enclosure 1,

Some of the ACMU! members and consultants have deen s1ow in responding and we
have followed up with telephone calls and accented some comments by telephone,
There are several members and consultants from whon we have not heard.

Enclosure 2 includes the comments we have received. From a review of these
comments, you will note that & majority of those responding believe that there
are inadequate controls in place to permit continuation of the VA's Cheyenne
and Grand Junction operations without an authorized physician«user in close
proximity to each location. Severa) members spoke of the need for an
authorized physician-user to be physically present on a routine basis, not
necessarily 40 hours per week, but a reasonable percentage of the time; one
suggestion was at least 25% FTE (fullstime-equivalent), Members indicated
that telephone contacts, computer hook-ups, and visits 3.4 times per year are
not an adequate substitute for routine, in-person supervision and direction of

the nuclear medicine program (Including the technologist's activities) and
consultation with referring physicians.

The licensees' justification for not having a trained physician~user at each
location was considered inadequate. Members thought that physicians with
appropriate training and experience could be found within the community,
Alternatively, they thought that VA could provide physicians currently on
staff at each location (e.g., radiologists, internists) with the training and
experience needed to qualify as authorized users. One member pointed out that
any radiologist who completed his or her residency training within the last 10
years would have most, 1f not all, of the training ana experience needed for
NRC 1icensure. This member suggested that, 1f additiona) training or ex-
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Ramon £, Hal)

perience or both were needed, the physician could receive 1t at another
Institution, efther in the local community or at another VA hospital,

Many members recommended following the approach outlined in ltem 3 of
Enclosure 1. MHowever, since Enclosure 1 was prepared in October 1985, there
Nave been changes that need to be considered. Although Section 35,38 of the
proposed revision to 10 CFR Part 35 included requirements for the authorized
pPhysician-user to be immediately available by telephone and to be physically
present within one hour, these requirements have been deleted from the fina)
revision of 10 CFR Part 35 that was recently circulated for Headquarters' and
Regional Offices' concurrence., The deletion was prompted by & desire to avoid
regulating the specific details of delivery of medica) care,

Enclosure 3 1s o recent memorandum that discusses delegation of respon.
sibilities by authorized physician<users, An enclosure to that document

provides additional discussion of what constitutes “adequate supervision," and
may be of interest to you.

we recommend that you contact the VA, Cheyenne and the VA, Grand Junction to
€xpress our concern about their sttuation, to describe the general nature of
the comments we received from the ACMUI members and our consultants, and to
nake some suggestions for change, Enclosure 4 is suggested draft text for
letters to be sent to the licensees, 1If you deem 't appropriate, you could

combine this text with other unresolved 1ssues related 1o these two renewa)
applications,

The enclosed responses from ACMU] members and consultants should be filed in
the official docket files on License Numbers 49.15496.01 and 05-08400-02,
Please note that, although the general nature of the comments may be disclosed
to the 1icensees, comments should not be attributed to any specific ACMUI
member or consultant, If these . sponses are included with materials sent to
OCS, be sure to insert NRC Form 190B before the responses to identify them for
special randling so as to ensure that they are not available on pudblicly
accessible microfiche; see Item 10 of Enclosure 3 to Policy and Guidance
Directive FC 84.19, dated December 24, 1984,

If you or your staff have any questions on this matter, please contact me st
FTS 427-4002 or Patricia Vacca at FTS 427-4112,

/

/ / *
/ . , /
4’6/(//( &’ ,/./ s
Aandy LA Miller, Chief
Materid] Licensing Branch
Division of Fuel Cycle and
Material Safety




Kamon [. Mall

Enclosures:
1. NRC memo dtd 10/4/8%

2« ACMUI members' and consultant's comments
3¢ NRC memo w/enclosures dtd 4/14/86
&, Proposed draft letter

cc w/Enclosures 1 and 4 only:
alenn, R |
Potter, R 11
Mallett, R 111
Je Everett, R |
Thomas, R V
Nussbaumer
McElroy, N
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NUCLEAR REGULATORY COMMISSION

P i
o

faeet pcTn d '

MEMORANDUM FOR: Members, Advisory Committee on the Medical Uses
of lsotopes

Dr., Peter Almond, Consultant
CAPT William Briner, USPKS (Ret'd), Consultant

FROM: vandy L. Miller, Chief
Material Licensing Branch
Division of Fuel Cycle and Material Safety

SUBJECT: VETERANS ADMINISTRATION'S NUCLEAR MEDICINE NETWORK

o

We would like to obtain your comments and recommendations on the
continuation of the Veterans Administration's (VA's) "nuclear medicine
network," particularly as it applies to the VA, Cheyenne, Wyoming and
VA, Grand Junction, Colorado. Enclosures 1-12 are copies of pertinent
correspondence and other documents about these two licensees.

BACKGROUND

We have received requests from the VA hospitals in Cheyenne and Grand Junction
asking that we renew their respective licenses. These hospitals have 176 and
162 beds, respectively. Their licenses are similar to other group medical
licenses in many respects. However, these two 1icenses differ in that in both
cases:

0 The authorized physician-user is physically located at the VA, St. Louis,

o The “on-site" physicians at VA, Cheyenne and at VA, Grand Junction do not
meet either the Nuclear Regulatory Commission's (NRC's) minimum training
and experience criteria then in effect (Enclosure 13) or NRC's criteria
of 30 hours of training in basic radioisotope handling techniques used
for "on-site" physicians at hospitals served by mobile nuclear medicine
service operations.

o The Radiation Safety Officer is a nuclear medicine technologist trained
at VA, St. Louis;

o The staff of the VA, St. Louis visit each hospital several times a year
to conduct training and audits, It 1s not clear that all of the visits by
VA, St. Louis staff would be devoted to NRC-regulated activities; the
visits may be related to such areas as diagnostic radiology.



Multiple Addressees .- Q-

The NRC staff had expressed concern over the type of operations conducted

at VA, Cheyenne and VA, Grand Junction, We outlined what we believe are the
responsibilities of the authorized physician-user (1.e., approval of

procedures involving the administration of radiopharmaceuticals to patients;
prescription of the radiopharmaceutical, activity, and route of adminstration;
interpretation of the results of disgnostic procedures in which radiopharmacey-
ticels are administered)., We asked how these responsibilities would be carried
out at VA, Cheyenne and VA, Grand Junction, We were informed (see Enclosures

4 and 8) that an authorized physician-user 2t VA, St. Louis approves each
proposec nuclesr medicine procedure and specifies the radiopharmaceutical,
activity and route of administration for each approved study. This communication
is by telephone between the VA, St. Louis<trained nuclear medicine technologist
and the authorized physician-user at VA, St. Louis. When the study 1s completed,
the results are transmitted electronically to VA, St. Louis, where the imeges

are interpret.i by an authorized physician-user at VA, St. Louis and & hard

copy of the results are sent to VA, Cheyenne or VA, Grand Junction, as
appropriate.

Several years ago we expressed concern about the absence of a physican who met
NRC's training and experience criteria as outlined in Enclosure 13, VA personnel
indicated that they were unable to obtain the services of such a physician at

VA, Cheyenne and VA, Grand Junction; such physicians could not be recruited as
permanent VA staff nor could suitably qualified physicians in the community

act as consultants to these two VA hospitals, We offered to discuss with VA
personnel a training program for the "on-site" physicians at VA, Cheyenne and

VA, Grand Junction that would fulfill the "spirit" of the Enclosure 13 criteria
but that would recognize the previous experience of those physicians, the

distances involved, time limitations, etc. However, we never received a proposal
from VA personnel,

The current sftuation at these two VA hospituls, but especially VA, Grand
Junction, has been of concern from an inspection standpoint, Enclosure 7, the
basis on which the VA, Grand Junction's license was issued, does not make it
¢lear that the hospita) expected to participate in the VA, St. Louis' nuclear
medicine network, At that time, NRC had internal documents (see Enclosures 10
and 12) that spoke to the staff's interpretation of rdequate supeivision by an
authorized physician-user, However, these are not well-known to licensees and
are not regulations, The question of what constitutes adequate supervision

may be solved (or at least clarified) 1f the proposed revision of 10 CFR Part 35
becomes effective, Section 35.38 of the proposal (Enclosure 14) defines
supervision and, among other things, would require that the authorized
physician-user be available by telephone and be able to be physically present
within one hour. [f the proposed 10 CFR 35.38 becomes effective, it would
appear to prohibit the VA, Cheyenne and VA, Grand Junction operations in that
authorized physician-users located at VA, St. Louis could not reach Cheyenne

or Grand Junction in less that one “our. Airline schedules indicate approximately
three hours flying time between St, Louis and Cheyenne or Grand Junction with a
minimum 40 minute layover in Denver, Of course, VA, Cheyenne and VA, Grand
Junction could request an exemption from the provisions of 10 CFR 35.38.
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In agdition to our concerns about the VA, Cheyenne and the VA, Grand Junction,

we are 2150 concerned about the more generic aspects of this type of practice.

We understand that there are similar types of operations (celled "telersdiology")
that cover diagnostic rediology, ultrasound, CAT scans as well as nuclear
medicine, To what extent, 1f any, should we permit licensees other than VA
hospitals to participate in a2 "nuclear medicine network? "

SPECIFIC QUESTIONS

Please answer the following questions and explain the rationale for your answers,
For the purposes of our questions, please consider that the phrase "authorized
physician-user on site" means a physician as defined in 10 CFR 35.3(a) (see
Enclosure 15) who, as & minimum, has had training and experience as described in
Enclosure 13 or Enclosure 16 who resides and works in the community in which the
hospital 1s located and who 15 usually physically present at the hospital, If

he 15 not physically present, he can be reached by telephone and can be physically
present within one hour,

The following questions pertain to the specific cases of VA, Cheyenne and
VA, Grand Junction,

1. Do you believe that adequate controls are in place to permit their continued
participation in the VA St. Louis "nuclear medicine network" without an
authorized physician-user on site? I1f you believe the controls are
inadequate, what additional controls (other than having an authorized physician.

user on site) would be sufficient to permit continued participa®ion in the
“nuclear medicine network"?

D0 you believe that either VA hospital has adequate justification for not
having an authorized physician-user on site? If you believe their justifica-
tion 1s inadequate, what additional factors, of any, might change your view?

Our approach to these two hospitals may be to point out the provisions of
the proposed 10 CFR 35,38, explain how that would affect them, suggest that
they take steps to obtain an authorized physician-user on site and request
that they provide either a date by which they will have such a physician

or a schedule for providing appropriate training and experience to the
untrained physicians currently at each location. Do you approve of this
approach? Describe any suggestions you have about additional actions we
should take or about any alternative cpproaches we should consider.

following questions apply to other medical licensees.

If other licensees learn that NRC has permitted the VA, Cheyenne and VA,
Grand Junction to participate in a "nuclear medicine network," the other
licensees may want similar authorization. In fact, the Agreement State of
Florida has received applications for licenses from severa)l hospitals, each
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of which wi. s as an authorized user a certain properly qualified physician
who may be located as much as 50 miles from each hospital, This physician
would r L be physically present at any of the hospitals on a datly or weekly
basis, but would conduct business via telephone, computer hook-up, etc. The
Florida situation suggests the possibility for abute (€.9., economic consider-
stions leading to short cuts of “estadlis procedures" for the physician to
approve each test, etc.). Although possibilities for abuse exist in the VA
situation, there are not te same economic factors in & government hospital

as there are in a private ypractice or private hospital setting.

a. Do you believe any different considerations should cppi{ to none
governmental medical licensees vs goveramental medical 1icensees who wish
to participate in “nuclear medicine network® operations? 1f so, what
additional considerations should apply?

b. Assuming in the Florida case that the authorized physician-user is
aveileble by telephone and can get to each hospital within one hour,
expli .n any objections you may have to these proposals.

5, 1f participation is a “nuclear medicine network" with an authorized
physician-user on site is an acceptable practice, what are the key factors
necessary to approval? The VA program involves: Board-certified physiciane
user; an ostensibly "well-trained" technologist; close commynication between
the physician-user and the technologist on h patient study; regulariy-
scheduled visits of the physician-user and his staff with the sta f at
the distant hospitals, Are all the points necossar{ for approval? If some
may be nitted, which may be omitted? If some shou d be added, describe
the additioral points,

We would appreciate receiving your responses, comments and suggestions as soon as
possible but not ater thah(V . ¢ . 1f you have an{ gquestions on this matter,
1

please contact Patricia Vacca of my staff at (301) 427-4112 or FTS 427-4112.

)(./ 1 e ?'\

;,Vanay L. Miller, Chief

Material Licensing Branch

Division of Fuel Cycle and
Material Safety
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Enclosures:

W 0D N D W N

VA Cheyenne 1tr dtd 2/4/80 to NRC

VA Cheyenne 1tr dtd 2/29/80 to NRC

NRC 1tr dtd 4/10 50 to VA Cheyenne

vA Cheyenne 1tr Jtd 4/28/80 to NRC

VA Cheyer e 1tr dtd 8/26/81 to NRC

VA Cheyenne 1tr otd 5/7/84 to NRC

VA Grand Junction application

VA Grand Junction 1tr dtd 8/31/8]1 to NRC
NRC Ttr dtg 5/20/82 to VA Grand Junction

. Memo dtd 10/20/81 fm LBHigginbotham to

ViMiller

. Notes on St. Louis VA's Nuclear Network

dtd 11/16/81

. Memo dtd 11/18/81 fm ViMiller to

LBHigginbothan

. Appendix A ¢« Reg. Guide 10.8 (Rev. 1)

. Proposed revision to 10 CFR Part 3%

. Current 1(
6. 47 FR 54376

CFR Part 35
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Medical and Regiona: 2360 East Pershing Biva.
Office Center Cheyenne, WY 82001
ot \:.3
2\ Veterans
& Administration \owp )29
e . B e ".“Il~
February 4, 19860 : S ( ya "‘
United States Nuclear ' nuht'&;y" Comnisnion “. VI
Washingtom, D.C. 20555 * ,.f
%...“.~0.\

THRU: James J. Smith, M.D. (11%)
Director, Nuclear Medicine Service
Department of Medicine and Surgery
Veterans Administration Central Office
Washingtom, D.C. 20420

“oatlemen:

We are writing to request amendment of our NRC nedical by-product
material license number 49-15495-01, expiration date May 31, 1984,

The amendment should Jelete as user, Dr. Robert Nelson who has left
this hospital,

p.
Dr. Robert Donsti will replace Dr. Nelson a8 the responsible user
and medical supervisor of the laboratory. A copy of Dr. Donati's
ABNM credentials is enclosed.
Mr. Vincent Glueck will serve as Radiation Safety Officer for the

Nuclear Medicine Service at this Medical Center. A statement of
his training and experience is enclosed.

Sincerely, ‘ RECE‘VED
re8 81980

+ GRA CLEAR MEDICINE ...
Acting Center Direc - (11§)

Enclosures: ABNM Credentials
Statement of training aud experience

(“M'EY SENT T0 OFF. OF
INSPDUTION AND ENTORCEME NY WAL N
F N\ "/ 3 ’ 27 > h
4 ) Sy oy et

/ e ' . (118)

COJAMES 7. SMITH, M.

;/{)troctor. l'uv’!:ar Vedicine Sorvice o
VA Central 0ifice N7

aahy on, D'c' zo‘”
in Reply Aeter To. 442/11 it

: bOwel! 02723
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O Medical and MQM 2360 East Pershing Biva
| Otfice Center Cheyvenne, WY 1
/ﬁ///‘d.
Veterans ALk
Administration
s N ‘3 ELLTIT
- « %“
February 29, 1980 7 VAL \
:’ A} ‘ru; ’
United States Nuclear Regulatory Commission % i
Washingtonm, D.C. 20555  awiry b &
"lncl“‘.
THRU: James J. Smith, M.D. (11%5)
Director, Nuclear Medicine Service
Department of Medicine and Surgery
Veterans Administration Central Office
Washiangton, D.C. 20420
Gentlemen:

In reply to your recent inquiry comcerning physiclan coverage of
the Nuclear Medicine Laboratory of the Cheyenne VA Medical Center,
please de advised that A, 8§, Aldrich, M.D., Chief of Staff, is the
responsible physician for that service. Dr. Aldrich is available
to advise on wedical questions and handle medical emergencies that
might arise in the laboratory. In his absence, L.G. Seidl, M.D.,
Chief, Medicel Service will act in this capacity.

Or. Robert Donati and the Nuclear Network staff are responsidble for
the details of Nuclear Medicine procedures. All requests for patient
studies are revieved and approved by hin or his designee taking into
account the medical problem and working diagnosis prior to scheduling
the test. The specific procedure, radiopharmaceutical, dose, route
of administration and spezial instructions are specified. Any
questions concerning the test or its interpretation are resolved by
consultation with the referring physician., Radiation Safety avdits
are conducted four times annually by the Network staff.

We trust this information will relieve your concern regarding the
medical operation of our Nuclear Laberatory and we anticipate your
favorable action on our request for amendment.

Sincerely,

A /‘/ﬁ [

JOHN D. GRAVELEY

—
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FOLD AL APR 1 ¢ ¢80
230+091 99
(23207)

Veterans Administration Hospital
ATTH:  Jonm 2. Graveley

Acting Center Director
2360 fast Persning Soulevard
Cheyenng, WY &2001

Lentlemen:

Tats 15 in reference t0 your letter dated February 29, 150, stating that A, S,
Algricn, M,D,, Chief of Staff, or L, G, Sedd), M. 0., Chiaf, Yedical Service,
will act as an onsite physician for your 'luclear Medicine Service in the absenc
of Rovert M. Donati, M,D, Since Or. Donat! w:11 not ce »hysically »rosc ¢t in
your hospital during the serformance of nuclear nedicine orocedures, in urder t
eporove Or, Aldricn and Dr, Sefd) as onsite unysicians, we need the follraian
gdditional information:

1. Dr, Aldrich and Dr, S31d] should submit a complete descrintion of their .
traininy in basic radfological nandling technicues as requested in Item &,
Supnlement A, Form NRC-313M, As a minimum, these phvsicians should have
two aundred (230) nours of training,

Verify that Or. Robert Donati our otner pnysicians smecifically listed on
sour license will pe responsible for the Jetails of the nuclear nedicine
“roceaures as outlined in your February 23, 1200 letter,

re
-

Submit the name and training and experience of your nuclear nedicine
techiniciang who will operate your luclear “edicine Department,

¥

Je will continue our review of vour aonlication upon recefpt of this infor-
mation, Please renly in duplicata and refer to Control N0, 03227,

Sincerely,

Mchael A, Lamastra

aterial Licensine Sranch

Division of Fuel Cyele and
Matarial Safety

Std. Br. Dist. Prel 2
Enclosure: Form HRC-313M N 5
ed: Lentra) Vakerans Administration 2ffike
catss:w.si.... e — bbbl b FCMLB...
'1c‘s71“sz:°tw TIE]?;'rJ.Y.. ig\’::z g;r';ri ']‘7 ’-) m%ﬁ*mooo-ooutoooooooqp-oo oooooooooooo
zoo..o: “a. EEL LS o .QO. - oo\oo--.o:o;o.--o- .. .
.U.N.M..‘ .‘1 S *]'N s :veﬂU.. P o. mmmunu-... ---------- bosnssnenrnsnnne
4/7/80 oamep.......550i00500 .O0. . ubileodssessesssssnses ...‘.lf./.QQ .............. Sebabias et tasesnsasis
WNAC FORM 318 677 W5 GOVERNMENT PRINT NG OFF CE 879507008
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Otfice Center Cheyenne, WY \ |
Y2\ Veterans i S
N Administration g ;9
W @ i1 ALY
p “,
April 28, 1980 ! Ls‘
- v

Mr. Michee! A, Lamestra

Material Licensing Branch % /
Division of Fuel Cycle and Material Safety ", "‘ o
United States Nuclear Regulatory Commission Haoumt
Washington, D.C. 20555

Yia

Gent ) emen:
Reference your Control Number 03207.

This letter is In response to your inquiry regarding the NRC |icense
number 49-15495-01 at the Cheyenne VA Medical Center. This response
will clarify and delineate responsibilities In the operation of our
Nuclear Medicine Service.

8. Al) decisions regarding details of Nuclear Medic!ne
procedures are made by Robert M, Donatl, M.D., or his
phvsicion designee at the Nuclear Network facility at the
$t. Louls VA Medical Center. All requests for procedures
are communicated to St. Louis and ligit approval for
the test is obtained from a q...m|55 Nuclur Medicine
physician including radiopharmaceutical, dose, and any
necessary additional instructions before the procedure
Is performed.

. The Nuclear Medicine technologist, Mr. Vincent Glueck,

is responsible for all matters relative to radiation safety
on & continuing routine basis, and functions as the RSO for
the facility., He assures compliance with all regulatory
requirements and the personal safety of himself, patients and
other individuals, A summary of his training and experience
Is attached,

€. Ors. Aldrich and Seid)! have no responsibility for baslie
radiologic handling, but serve as medical support for the
Nuclear Medicine Laboratory, They are available on an
emergency basis in the event of, for example, an allergic
reaction, cardiac or pulmonary arrest.

d. Additional support for the laboratory Is derived from
visits of specialists from the St. Louls hospital four times
annually, During these visits, records and procedures are
reviewed with respect to regulatory compliance as well as

the quality of medical practice In Nuclear Medicine. Specifie

forl




2 Q
USNRC, 4/28/1%80

educational programs are conducted for technical and profess
sional staff relative to the proper and efficacious use of
nuc lear procedures.

. We belleve the procedures established to provide service

to patients at this VA Medical Center through the St. Louis
Network ensure & closer degree of supervision than that found

In many hospitals where expert advice «nd assistance are avalls
sble only on a part-time basis., Qualified physiclans, physicists,
rediopharmacists, chemists, engineers, educational speciallists,
and techniclans are available on a full=time basis to support

a1l nuclear medicine activities at this hosplital,

f. If you feel that there Is not sufficient administrative
continuity to permit continued separate specific |icensing of
this hospital, then we suggest that the Cheyenne VA be added

&5 an additional yse site to the St. Loulis VA Broad Medical
License. The precedent for this has bsen established at the
Jefferson Barracks, Merion, and Poplar Bluff VA Medical Centers.
This has proven to be & feasible and effective means of assuring
the quality of Nuclear Medicine service as your complliance staff
will verify,

Thank you for your continued interest In our program,

Attachment
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Dot TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHOBMIZED USER OR RADIATION SAFETY OFFICER i ‘wVAYCQ.‘OQC;:::gYO:V N
Cl W)
RADIATION SAFETY OFFICER

PRACTICE MEDICING
Vincent M, Glueck

SPACIALYY BOARD CATAGOAY MONTH AND V:Aﬂ cEaTIFIED
A L]

Nuclear Medlicine §/78

Nuclear Medicine §/79

& TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDL vG TECHNIQUES

TY®PE AND LENGTH OF TRAINING
LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (5) OF TRAINING LABORATORY LABORATORY
A ® COURSES EXPERIENCE
(NWours) (Mours)
(4 0

$t. Francls Mosplta)l 6/77-6/78 50 4s
. RADIATION PMYSICS AND C.p. Glnrduu. MO

INSTRUMENTATION Cochran VA Medlical Ctr 8/78 8
) 3 Jmnl‘v_&

$t. Francls Mospltal 6/77-6/78
RADIATION PROTECTION Cape Glrardesu, MO
Cochran VA Medical Ctr 8/78
Lo bouls, MO

. MATHEMATICS PERTAINING TO
THE UGS AND WMEASURSMONT $t. Francls Mospltal 6/77-6/78
OF RADIOACTIVITY Cape Glrardeau, MO

Bt. Franclis Hospital 6/77-6/78
» RABIATION 00L00V Cape Glrardesu, MO

$t, Prancls Hospltal 6/77-6/78
. RADIOPMARMACE UTICAL Cepe Glrardeau, MO

CHEMISTRY Cochran VA Medlical Ctr B8/78 16
3t., Louls, MO

B EXPERIENCE WITH RADIATION, (Actua/ voe of Rodioisoropas or Equiwiont Experience)
MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF B2

by L, I t. Francls Mospltel 6/77 -~ 6/78 Training
ape Girardeau, MO

arlon YA Medlcal Center Clinical
arton, IL 6/78 - 12/79 Nuclear Med,

t. Louis VA Medlical Ctr
t. Louis, MO 8/78 Training

FORW NAC-J1IM Supptament A
73
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Veterans
Administration

August 26, 198]
United States
Washington, D,
THRU: James J.
Director
Department
Veterans

Nuclear

Smith, M.D.
Nuclear

Administration

O

2360 East Pershing Bivg
Cheyenne, WY R0

55~/ SYoc-

b Atedical and Regi’,
-
Otfice Conter

Regulatory

LELR

commission

148
(113)

Medicine

of Medicine and

Service
Surgery
Central Office

washington, ! ¢ <0420

Gentlemen:

Reference our letter dated

E. W,
for
on nedical
in the
Chief,

Nuclear
Medical

Dr. Robert Donati
responsidle .or th

in the referenced

: \
saliCerely,

JOEN D
Center

VELEY
Director

Rideout, M.D., Chief of
our Nuclear Medi:
QuUestions and
Medicine

Service

February 20, 1980, This is to inform you
Staff, is now the responsible physician
vice. Dr. deout is available to advis
ndie medical emergencies that might ar.sc
orasary. In his absence, L. G. Seidl, M.D.,
4Ct in this capacity,

+Ne er

’ Wa s

uCLear

e details of

and the

Network staff continue to be
Nuclear Medicine procedures as outlined

RECEIVED

. " 1981

NUCLEAR MCDICING SERvICE
(116)

«etter.

e q“ sr\
a.uum

Jaues 7, urx ! D
Director. Nuclear Medioine Sarvice
VA Central 0f%ice

Washington, D.C. 20420

COPIES SENT TO OFF. OF
INCPETEBOR AND ENPURCENMENT




Medical Conter $t. Lovis MO 63126

¢

WD Ximinis
Administration

In Reply Reter Yo §57/118AJC

May 7, 1984

B4 MAY 16 P2:43
United States Nuclear Regulatory Commission
Washiogton, D.C. 20420

THRU: Medical Center Director (00)
Cheyenne VA Medcial Center

Pirector, Nuclear Medicine Service (115)
Veterans Administration Central Office

I, We are vriting to request the v val of our medical radio~
suclide by~product material licen « # 49-15495-01 which expires
May 31, 1984, We have revieved the terws, conditions and supporting
information for the existing license and wish to have the license
reseved as~is with the folloving minor changes:

4. The Capintec dose calibrator has beeun replaced with
¢ Radix of similar design, Quality control procedures
for sccuracy, linearity, geometric efficency and reproduc~
ability are performed as required,.

b, Survey irstruments are calibrated asnually at the facilicy
io the St., Louis VAMC., The military procedures for calibration |
6t Warren AFB do not meet the NRC requirements, I

¢. Licensed material in Groups I, II and II1 and Xenon~133

will be used under the supervision of James W. Fletcher,

MN.D. Dr. Fletcher is Chief, Nuclear Medicine Service,

$t. Louis VAMC asnd Medical Director of the Nuclear Medicine |
Network., Dr. Fletcher s ABNM Certification is enclosed.

2. lu all other respects the by=product materials program remaing
the same. The Cheyenne Medical Center continues to participate
in the Nuclear Medicioe Network based in S$t. Louis. St. Louis
staff visit the facility ot least four times sonually for training, |
safety inspection and participation inm Radiastion Safety Conmittee |
meetings. The ALARA program is fully implemented and effective.
|
|

3. Your comsideration of this reneval request is appreciated.
If further information is required you may contact me at~276-4359,

[< MY 25 e,
CIs K. HERBIG

rogram Director
Nuclear Medicine Network

el ey
2 n coa:r-;‘orEI:: dtdicine Servie.
\ 7 Yashingten, D.C. 20429 p
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NAME AND WAILING ADDRESS OF APPLICANT (msv woen, L STREET ADDRESSES) AT we il RADICACTIVE MATER A |
firm, glinie, phvaigion, ota) INCLUDE 210 CODE WILL BE USED 11/ evtlomn: fram 14 INCLUDE 210 2ODE

|
. |
Veterans Administration Medical Center |
2121 North Avenue Sane as 1.2,
Crand Junction, Colorado 81501

|

TELEPNONE NO. ARGA coDR( 303 242 0731
< PERSON TO CONTACT REGARDING THIS APPLICATION 3 THIE I8 AN APPLICATION FOR
Robert E. Lindsey, Jr. o B vew License ‘
Medical Center Director SRg' AMENBUSNT T LIGSNME o
YL P N RENEWAL OF LICENSE NO
TELEPMONE NG antacook 3030 268 0231

4 INDIVIDUAL VSERS iINome maiviouen who will um o imet, | { RADIATION SAFETY OFFICER (RSD) (Nanw of person Gespram
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James W, Fletcher, M.D, Timothy A. Egan

|

6a RADIOACTIVE MATERIAL FOR MEDICAL USE

f ‘ . YT - | MAXIMUM
' I OITEMS POSSERSION

|
!

RADIDACTIVE MATERIAL IRED LIMITS ‘ ADDITIONAL ITEMS | 'offu:,‘r‘s'or
LISTED IN |

“X" | fin milliguries) {in mulipyrie

| ET ) ORY T !
L\t CFR 3111 FOR IN VITRD STUDIES X 1 oi 5°,°.§':‘.;3,.‘,‘..‘.%?5l°;‘.,' e

'O CFR 38100, SCHEDULE A, GROUP | X | ASNEEDED |/ PHOSPHORUS 32 AS BOL UBLE PrOBPRATE
- FOR TREATMENT OF POLYCYTHEMIA
| | ([ VERA LEUKEMIA AND BONE METASTASES
WCFR 3100, SCHEDULE A, GROUP | } AS N ) b
d ViAo X SEEED | IPNOSPHORUS 32 A8 COLLOIBA L SRRONIT ]
| [ | | PHOSPHATE FOR INTRACAVITARY TREAT. |
TOCFR 35100, SOCHEDULE A, GROUP 11| | % 1000 mCi | LMENT OF MALIGNANT EFFUSIONS
COLD-1E8 AS COLLOID FOR INTRA

|| CAVITARY TREATMENT OF MALIGNANT
| AS NEEDED EFFUSIONS e

|
[
!
.

TOCER JE 100 SCHEDULE A, GROUP 1V

L

‘ IODINE- 131 45 IODIDE FOR TREATMENT
| ASNEEDED || OF THYROID CARCINOMA

XENON 133 AS GAS OR GAS ' SALINE FOR

[YOCFR 35,100, SCHEDULE A, GROUP v

|
'
|
[(TOCFR 36100, SCHEDULE A, GROUP v/ T | | eLo0D FLOWSTUDIES AND PULMONARY

|
| —

: 1 | LLFUNCTION STUDIES
[6b. RADIOACTIVE MATERIAL FOR USES NOT LISTED iN ITEM 6.0, Seanc sourcos up 10 3 MCi vase tor
L FOLILNLION SO 1e/rence 510NG0T1 810 BUTAOI 208 UnOe: Secton JE810) 10 CFR Par 35 ang NEED NOT BELISTED)

| CHEMICA L [MAKIMUM NUMBE R [
ELEMENT AND MASS NUMBE R ‘ AND 'OR OF MILLICURI
Bt | PHYBICRL FORM | oF ukéuc}"on'

CESCRIBL PURPOSE OF USE

None
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FOR ITEMS 7 THROUGH 23
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7. MEDICAL ISOTOPES COMMITTEE

18, GENERAL RULES FOR THE SAFE USE OF

ADIQACTIVE MATERIAL [Chect One)

b I Nemes and Specities Atteohed, and

|

Y Appendix O Rules Followed, o

% Duties & in Appendix § o

(Chect One)

Equivaient Ruim Atteched

Eouneient Dutie Aruohed

16. EMERGENCY PROCEDURES (Chock One/

B. TRAINING AND EXPERIENCE

1
y | Appendis M Progesures Followsd o

Sutniement A & § Attached 1or Eaoh Individus User .
g bee attachment

Equivaient Prooed ures Attohed

y | Supplement A Artached for RSO,

17. AREA SURVEY PROCEDURES (Oheot One/

8. INSTRUMENTATION  (Cheok One/

X Appendix | Mrocedures Followsd  or

% | Appendix C Form Atmched: of

Eouivelent Progeoures Attached

| LISt by Name and Moge! Number

16. WASTE DISPOSAL (Check One)

»

i 10, CALIBRATION OF INSTRUMENTS % |Appendix J Form Antached: o
| L 3
[ X m'::.'"s °,°°'°"“ oliowse for Survey Eoquivalent Informetion Attached
’ (Check Ome)
| : HERAPEUTIC US RADIOPHARMACEUTICALS
By
Eauvaient Proces ures Atteched; end 19, 1Chook One)
Appendix U Fromsdures Followsd for Dose
Y | Calibretor; or N4l Appendix K Procssures Followsd  or

(Chack One)
J Eouivelent Procesures Atached

Equivalent Procedures Attuched

11, FACILITIES AND EQUIPMENT

20. THERAPEUTIC USE OF SEALED SOURCES

Desaripvon end Disgram Artached

Detaiing Informetion Artached and

% /A
12. PERSONNEL TRAINING PROGRAM Appendix L Procsoures Folliowed or
[Check One)
¥ | Deseription of Tralning Artached Equivelent Procedures Artaches
RADIOACTIVE MATERIAL 2 RADIOACTIVE GASES (0.5, Xenon = 133)
¥ | Dewiieg Information Atmched y |Detaling informetion Arohed
PROCEDURES FOR SAFELY OPENING PACKAGES |22
4. CONTAINING RADIOACTIVE MATERIALS RADIOACTIVE MATERIAL IN ANIMALS
(Check One) N /Al Detaiieg Intormation Arached
ix B ; '
X | Appendix F Procedures Foliowsd; or 23 RADIOACTIVE MATER AL SPECIFIED IN ITEM 6b
Equiveient Procetures Arached N/ 4| Detalieg Information Attached
FORM NAC-31 30
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24 PERSONNEL MONITORING DEVICES
Ten SUPP LI A EXCHANGE # &L QUENCY
(Gnoch appropriam bos)

X1 v Landaver Monthly

o WHOLE
BODY e

OTwE S Bpooty/

Figw

. e Landsuver

CTYWER Spocty)

LE}
e Landaver

e

OTYHER [Sseity)

6 OTHER (Speetty)

E. FORPRIVATE PRACTICE APPLICANTS ONLY
0 HOSPITA, ACREE NG TO ACCEPT FATENTE CONTANING RADI OACTIVE MATER AL
NAME OF “OSPITAL
N/A
MAILING ADDRESS

| b ATTACH A COPY OF THE AGREEMENT LETTE A
SIGNED BY THE MOSPITAL ADNINIETY RATOR

& WHEN REQUESTING THERAPY PROCEDURES, ‘
ATTACH 4 COPY OF RADIATION SAFETY PRECAU. i
CiTy STATE [ Zir cODE TIONS TC BE TAKEN AND LIST AVAILABLE

e -

RADIATION DETECTION INSTRUMENTS

2. CERTIFICATE
[This item must be compieted by applicent)

The opplicent ane any oMl SROOUTING this cemificete on beha!! of the applicdn nEmas in | em 10 00"ty thot this aDDIIGELIDN ¥ DroDEreY in
eontormity with Tiie 10

Cooe of Fovers! Repuiotions, Parts 30 ang 36, ang thet ol INIOrMBLION GO herein, INEIUDING 87y QUPDIEMaNtS
BTISONG0 NETEID, 1 TTUe N0 DUPTOET 10 the et Of DUt ERowionpe #no bele!,

& LICENSE PEE REQUIRED
826 Socvon 170.31, 10 CFR 120)

(V) NAME (Type of Print)

Robert E, Llindsev, Jr.
(1) LCENSE FEE CATEGORY (2) TITLE

Medical Center (D;fr’ic?,d]

¢ DATE J - ”
(2) UCENSE FEE ENCLOSED § A £/, 1%
FORM NRC-31 30 1678




PRIVACY ACT STATEMENT

Pursuent 10 b USC B820(0)(3), enactes into law by section 3 of the Privecy Act of 1674 (Public Law §3.578) the foliowing
sratement it furnished 10 individusls who supply information to the Nuciesr Regulntory Commusion on Form NRC 313M.
This information i mantaned n & svstem of recorcs Sesipnated as NRC.3 ano cescribed ot 40 Feoers! Register 45334

(Ocrober 1, 18761

1.
H

AUTHORITY Sectiors BY ane 161(0) of the Aromic Energy Act of 1954, as amences (42 UEC 2111 ang 2201 (b)),

PRINCIPAL PURPOSE(S) The intormation i evelusted by the NRC stet pursusnt 10 the oriteris set forth in 10 CFR
Parts 30-36 10 ortermine whether the application mests the reguirements of the Atomic Energy Act of 1954, s amended,
ane the Commusson s tepuistions, 107 the (suance of & rediosctive mater il Lioense O Emendment thereof.

ROUTINE USES The information may be used . (8) 10 provige records 10 Stete hesith separtments 101 theit intormation
ang ust, ang (D) 10 provide information 10 Federy! State, and loce! heaith officials ang Other Persons in the evem of ingi.
oent o exposure, 1or their information, investigstion, and protection of the public hes!th and setety. The information
may S50 be disclosed 10 sppropriete Federsl, Sute. and 10chl spencies in the event thit the information ingigetes §
violstion of potentisl violstion of lew ang in the course of an SOMINIRtIEtIve OF JUGICIB! Prooeeding |n BOGILION, this in:
formation may be transferred 1o on appropriate Federsl State, of (0cal Bpency 10 the Extent relevant ang necessary for
8 NRC oecision or 10 en sppropriate Feoersl agency 10 the extent reievent sng necesssry tor thet Bpency s OeLisION about
vou. A copy of the license issued will routinely be pleces in the NRC's Public Document Room, 1717 K Sureet, KW,
Washington, D .C.

WHETHER DISCLOSURE I§ MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION  Disciosure of the raouested (nformation s voluntary. If the requested information it not furnished,
however, the applicstion 1or radiosctive mater el license, o amengment thereof, will not be processed,

SYSTEM MANAGER(S) AND ADDRESS Director, Division of Fuel Cyeie ang Materia! Safery. Otfice of Nuciesr Mate:
riel Sefety ang Seteguaras, U8 Nuciear Regulstory Commigsion. Washington, D C. 20888

FORM NRC.313M
6-78)

Poge 4



somw NRC JIINM SUPPLEMENT A VS NUCLEAR REQULATORY TOMMISSION |

®-7 TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAWE OF AUT JRIZED USER OR BADIATION SAFETY OFFICER [2 STATE OR TERRITORY i
WHICH LICENSED YO
" PRACTICE MEDICINGE
Timothy Austin Egan v !

|
3 CERTIFICATION

CATEGORY | BADNTX AND YEAR CERTIFILD
<

SFECIALTY BOARD

a } 8 ‘
|

The American Registry of Radiography | June 1974
Radiclogic Technologists Nuclear Medicine Technology June 1975

#104707

4 TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE/ | SU"EnvigEDd
FIELD OF TRAINING LOCATION AND DATEIS) OF TRAINING LABORATORY | LABORATORY

A [} COUREES EXPERIENCE
lnzml Maury)

RADIATION PHYSICS AND Crady Memorial Hospital |4 years as
INSTRUMENTATION Atlanta, Georgia 1974-1975 hour Idept. head
3 7'

. RADIATION PROTECTION ' Grady Memorial Hospital & years au

: . Atlanta, Georgia, 1974-1675 ] dept. head

MATHEMATICE PERTAINING TO Py 1 3 1
THE USE AND MEASUREMENT Grady Hospitale-Emory Univ, 4 years as
OF RADIDACTIVITY Atlanta, Georgia, 1974-19758 dept. head

. RADIATION BIOLOGY Emory University
Atlanta, Georgia, 1974-1975

1

. RADIOPHARMACEUTICAL Crady Memorial Hospital 4 vears as ]
CHEMISTRY Atlanta, Georgia, 1974-1975 | 500 hours | dept. head

B EXPERIENCE WITH RADIATION, (Actual use of Radioisocsoes or Eouivalent Experience)

ISOTOPE | MAXIMUM AMOUNY | WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENCE TYPE OF \UBE
1131 500 uCi—e_ [ybrady Hosp.~Emory Univ.

1131 300 MC4 = P Clayton General Hospital
Te99m l curie .

Inlll 50 MCi

CA67 50 MC4

1123 200 uCl
YT 10 MC4

Y90 10 Mcd

vears iagnostic
vears Therapeutic
vears Diagnostic
years Diagnostic
vears ;Diagnos:ic
years Disgnostic
vears Diagnostic
year Therapeutic

s Anwvrinrnn n

___FORM NRC-J13M Supplomen A Wit




GRAND JUNCTION VA MEDICAL CENTER

-

Iten 7 - Medical Isotope Committee

Member Function Specialty

Dorr H. Burns, M. D. Chairman Radiology

Ralph Pacini, M. D. Menber loternal Medicine

Timothy A. Egan Membe: Radiation Safety/
Hucleur Technology

Jawes W, Fletcher, M. D. Member Nuclenr Medicine

Robert E. Lindsev, Jr. Member* Medical Center DNirector

*ex-cfficio
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Item B ~ Training and Experience

le

Certification by the American Board of Nuclear Medicine is
submitted as evidence that James W, Fletcher, M.D. has had
adequate training and experience to use Groups I, Il and III.

Suprlement A is attached for Radiation Safety Officer.




THE AMERICAN BOARD OF NUCLEAR MEDICINE

INCORPORATED 1971

A CONJOINT BOARD ORGANIZED WITH THE SPONSORSHIP OF THE AMERICAN BOARD OF INTERNAL MEDICINE.
AMERICAN BOARD OF PATHOLOGY., AMERICAN DOARD OF RADIOLOGY AND THE SOCIETY OF NUCLEAR MEDICINE
HEREBY CERTIFIES THAT

Jumes Waveen Fletcher, 4.1,

HAS MET THE REQUIREMENTS OF THIS BOARD AND IS
CERTIFIED AS QUALIFIED TO PRACTICE AS A SPECIALIST IN
ALL ASPECTS OF CLINICAL AND LABORATORY

NUCLEAR MEDICINE

INCLUDING BUT NOT LIMITED TO RADIOBIOASSAY. NUCLEAR IMAGING,
IN VIVO MEASUREMENTS ANI; THERAPY WITH UNSEALED RADIONUCLIDES

>
-

LT Qo Pn9

SECRETARY

pave MAY §, 1972
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Item 9 NSTRUMENTATION

l. Survey meters

a. Manufacturer's name: Eberline Instruments

Manufacturer's model number: E~520, 177C Chanber

Number of instruments available: 1

Minimum range: 0 ar/hr to 0.2 wmr/hr

Maximum range: 0 mr/hr to 2000 wr/hr

b. Laboratory monitor

Manufacturer's name: Victoreen, Inc.
Manufacturer's model number: 808D Vamp
Number of instruments available: 1

Ranges: 1 (logarithmic)

Minimum range: 0.1 mr/hr to 100 wr/hr

Maximum range: wr/hr to wr/hr

2. Dose calibrator

Manufacturer's name: Capintec

Manufacturer's model number: CRC=30

Number of instruments available: 1




L

3

4o

Diagnostic instruments

Manufacturer's

Type of Instrument Name Model No.
large Field Gamma Canera Picker Dyna Camera 4/15
Multi{ Sample Counter Picker #630087 Compac 120
Xenon Ventilation System Pulmonex # 130-500

(Atouic Products)

Other: Physiologic Synchronizer

Medical Data Systems Acquisition/Processing Computer

Gelman Chromatogrephy System
Vial and Syringe Shields
Centrifuges

- st
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Item 10 - Calibration of Svrvey Instruments

Survey instruments and laboratory monitors will be returned to the
panufacturer annually for recalibration, adjustment and repair if
necessary. Instruments are available through loan for interim

use.



GRAND 'UNCTION VA MEDICAL CENTER 8~1-79
Item 10 - CALIBRATION OF DOSE CALIBRATOR

A, Sources Used for Linearity Test:
Check as eppropriate:
X __ First elution from new Mo=99/Tz~99%m generator
or

other* (specify)

B. Sources Used for Instrument Accuracy and Constancy Tests:

Radionuclide** Activity Accuracy
(mC1)
57 Co 1.0 52
133 Ba 0.25 52
137 Cs 0.20 =52
other
Co _X__  The procedures described in Appendix D Section 2 will be

used for calibration of the dose calibrator
or

Equivalent procedure are attached.

*Must be equivalent to the highest activity used.

**New England Nuclear, certified.




Item 1)

/

Exhaust to exterior

of building
> 200 cfm
D
V |
‘ F 6
iseToPE |
PRz ARAT ION
LAB GAMMA CAMERA
m _1 ROOH .
H
£ PATIERT WAITIikG

omAe >
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Mo-Tc Generator

Isotope storage (2" lead)
Area monitor

Dose Calibrator

-~ Sample counting
Xenon Apparatus
Gamma camera
Data system

TeoOomm
(.

GRAND JUNCTION VEIERANS ADMINISTRATION MEDICAL CENTER
NUCLEAR MEDICINE LAEORATORY
ROOMS 251, 252 & 253



GRAND JUNCTION VA MEDICAL CENTER 8~1-79

Item 12 - Personnel Traiaig&

Training for the professional and technical staff of the
Grand Junction VA Medical Center is conducted by the staff of the
St. Louis VA Nuclear Medicine Service. This is carried out in two
WaYS!:

l. Grand Junction staft members are detailed to St. Louis

for specialized training in particular areas of nuclear
wedicine. This training includes participation in conferences
and courses conducted under the auspices of the Regional
Medical Education Center at St. Louis and on-the-job training
and work experience in the medical and technical aspects of
the nuclear laboratory operations. Topics typically include:

Radiopharmacv = product preparation and quality control
Rad{impuncassay - test evaluation and quality control
Radiation Safety = survey techniques, emergency pro-
cedures, regulations
Clinical Applications = new test procedures, interpre-
tation, integration of results
Instrumentation - calibration, testing, quality control
laboratory Administration = procedures and record keeping
2+ Two members of the St. louis staff, usually one nuclear
physician and one technical or scientific staff member visit
the Crand Junction facility ¢. regular 6~8 week intervals.

These visits provide in-service training opportunities in
the topics outlined above for the technical laboratory staff,
New procedures are introduced, current techniques are
reviewed and quality control and records are critiqued in
detail. Conferences are conducted for the Grand Junction
medical staff where past cases are reviewed, current ceses
discussed and consultation provided. In-service lectures are
given for nursing and para-medical personnel relative to
patients receiving radionuclides. Procedures for receipt of
radicactive materials are reviewed with receiving clerks and
security staff.

3+ Individuals working in or frequenting the restricted area
receive specific instructions as required by 10 CFR 19,
paragraph 12. This instruction is given as part of
orientation for new employees and therealter at least
annually during ... service training.




GRAND JUNCTION VA MELICAL CENTER 8-1-79

Item 13

Ordering Radicactive Material

l. All orders for radicactive material in the Medical Center are
originated in the Nuclear Medicine Service by persons familiar
with the terms, c¢cnnditions, and restrictiors of the NRC license
relative o which radionuclides may be ordered an: possession
limits which are applicable. Supply Service which procecses
orders checks requisitions for authorized signatures.

Receipt of Radicactive Material
l+ Regular Hours (8:00 asme = 4:30 p.m., Monday = Friday)

a. The receiving clerk inspects package, in particular
noting the presence of substantial damage in transit to the
outside container and wetness of the container due to leakage
of the contents. If substantial damage or wetness is found,
the receiving clerk shall request the delivery driver to
remain and notify the Nuclear Medicine Service. A member of
the nuclear medicine technical staff will report to the
receiving area promptly, inspect and survey the package,
driver and delivery vehicle as necessary.

b. When receipt is routine (no damage noted) the receiving
clerk will promptly schedule delivery to the Nuclear Medicine
Laboratory. Shipment will not be held in the receiving and
storage area.

2+ Receipt of Material=-4:30 p.m. = £:00 a.m., Saturdays,
Sundays and Holidays

@, Carriers are instructed to make deli* ..y to the Security
Police Offlicer.

be The security officer on duty will carry out the
procedures in la above.

¢+ Following routine delivery, the security officer will
immediately take the package to the Nuclear Medicine
Leboratory, place the package on the stretcher inside the lad
and luck the door. Packages will not be held in the security
office.

3.  These procedures are adopted by the Rad{oisotope Committee
&nd promulgated as Medical Center policy by memorandum from the
Director's Office.

® i



Item 18 -~

SRAND JUNCTION VA MEDICAL CENTER 9=1-79

WASTE DIZP0SAL PROCEDURES

l+ liquid Waste will be disposed of

L

By commercial waste disposal service (See aiso No. & below)

In the sanitary scwer system in accordance with Section 20.303
of 10 CFR Part 20

Other (speuify): Held for decay as for eolid wastes below

2« Mo=99/Tc~99m generators will be:

#

3+ Other

it

4. The commerical waste disposal service used will be:

Returned to the manufacturer for disposal

Held for decay until radiation levels are measured with a low=
level survey meter and with all shiel”ing removed, have reached
background levels. All radiation labels will be removed or
obliterated and the generators disposed of as normal trash.
(Nete: This method of disposal may not be practical for
generators containing long-lived radioactive contaminants)

Disposed of by commercial waste disposal service (fee also
No. 4 below)

Other (specify):

S0lid Waste will be:

Held for decay until radiation levels as measured with a low=
level survey meter and with all shielding removed) have reached
background levels. All radiation labels will be removed or
obliterated and the waste will be disposed of in normal trash.

Disposed of by commercial waste disposal service (See also
No. 4 below)

Other (specify):

(Name) (City, State)

NRC/Agreement State License No.

“

o




GRAND JUNCTION VA MEDICAL CENTER 9-1-79

Item 2] = Use of Xenon-133 Cas

A gggntittoo

l. Patient information
a. Number of studies per waek - &
b. Average activity per patient - 10 mCi

2. Requested possession limit = 200 mCi

B Use and Scorage Areas

1. Xe=133 will be stored in shielded shipping containers in
the i{sotope storage area of the Nuclear Medicine Laboratory.
The storage location is a cave constructed with 2x4x8 inch
lead bricks. (See attached diagram)

2. Ventilation in the Nuclear Medicine lLaboratory for intake
and exhaust is shown in the attached diasgram. There is no
recirculatior to the intake system. Positive exhaust of air
to the outside is provided by a.. exhaust fan with capabilities
of moving greater than 200 cubic ft/min.

3. Intake of air from the hospital distribution system is
less then the rate of exhaust. Therefore, the laboratory will
be at & negative pressure with respect to the remainder of the
hospital. The exhaust system is operated at all times and a
light adjacent to the exhaust fan switch indicates the exhaust
is operating. Tests will be conducted quarterly and the
results recorded to assure that the room ventilation system is
working properly. The test will consist of an air velocity
measurement at the opening of a hood of known cross-section
placed over the exhaust fan.

C. Procedures for Routine Use

Xenon=133 will be stored until use as described in B.l.
Patient studies are performed using the Pulmonex system (brochure
attached). " .e systom incorporates a shielded charcoal Xe trap
which will be monitored externally at least weekly. Procedur:s
for introduction of Xe, system operation and maintenance will be
per the manufacturer's directions. Effluent from the trap will be
monitored weekly. Nose clamps will be used on patients to reduce
leakage. At the conclusion of each study room background will be
nonitored using the gamma camera.

< S




D. Emergency Procedures

In the event of a major leakage % window air concitioner
operated in exhaur' mode will supplement the continuous exhaust
system. The laboratory will be temporarily vacated. Depending on
outside temperature, windows may be opened.

E. Air Concentrations
. i:.::fctou Area:

(Assume 203 leakage)

Activity = 1 x 104 uCi x & pt. ~ 4 x 10% wed
e vee

Vols ® Activity x 0.2 = 4 x 10% x 0.2
permis. conc. 1 x 1079

® 8.0 x 10° x 105 « 8 x 108 ml/wk

Required Vent. Rate = 8 x 108 ml/wk = 3.3 x 105 ml = 12 cfm
& min/w min

The exhaust system yrovides for exhaust of air of up to 200 cfm.
2. Concentration in Non-Restricted Area
(exhaust to outside of building)
Leakege Activity = & x 10% uCi/wk x 0.2 = 8 x 103 uCi
Vol. ® 200 cf/min x 1.008 x 10% min/wk x 2.84 x 104 ml/cf
e 5.72 x 1010 m)

Conce = g x 103 unt e 1,40 x 10™7 uCi/ml
5.72 x 1040 m1

(permissible concentration 3 x 10~/ uCi/ml)




F. Xenon Disposal

Xe=133 1s absorbed on @ charcoal trap contained within the
Pulmonex delivery system.

(1) Leakage from the trap will be carried through an
attached hose to an area adjacent to the intake of the outside
exhaust fan. The 20X leakage factor used in the calzulation
of needed ventilation (see E above) includes trep leakage.

(11) The perforuance of the charcoal trap will be monitored
as follows:

8. The exhaust from the trap will be collected in a
plastic bag of known volume during a patient procedure.

b The collected exhaust will be counted in f.ont of an
uncellimated gamma camera crystal to obtain the count
rate in that volume. (cpm/ml)

€+ A standard will be vwrepared by introducing a known
quantity of Xe into anothe. bag of ejual volume. Count
rate for the standard will be dete  ined epm/uCi/ml.

de The ratio of exhaust to standard will give the
exhaust concentration in uCi/ml.

€. When the concentration exceeds 1 x 10° uCi/ml the
trap will be replaced.

f. This procedure will be carried out monthly.

(114) Saturated filters will be plugged and stored in a
shielded arza (see attached diagram) until monitoring
indicates they are at background level.
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AUTOMATIC

PULIONEX XENON SYSTEN:

AUTOMATIC

Full-function xenon delivery
system with built-in xenon
gas trap for rebreathing,
washout, perfusion and single
| breath studies on supine or
J seated patients.

F\\ g’ g% * Comple'e easy-to-use system.

» Motor-dniven circulator for resistance
free patient breathing.

* Automatically timed washout.

* Adjustable air flow control.

« Accepis any commercial form of xen:

* Rolls easily on large casters for
positioning of supine or seated patier

» Lead glass window permi‘s observati
of patient breathing bag.

* Fully shielded.

» Carbon dioxide and moisture traps
included.

T

Simple to operate « safe to use
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- Medics! Center 2121 Nomth Avenve
Grand Junction, CO 81421

Q"\ Veterans

Administration
n (- \.‘!l‘ﬁhom
August 31, 1881° e ) "
(G
U.S. Nuclear Regulatory Commission t$> \ni
Material Licensing Branch & &
Division of Fuel Cycle and Materia) Safety *sapmn ™

Washington, DC 20555
Ref: License 05-08400-02
Gentlemen:

We are writing to request the amendment of condition 15 of our Materials
License 05-08400-02. In the original application of Nevember 1879, it

was stated that visits would be made by the St. Louis VAMC Nuclear Mecdicine
staff at six to eight week intervals for the purpose of medical consultation,
supervision of laboratory management and audit of radiation safety practices
in this facility. We request that the visit freguency be ammended to re-
quire four visits per~ year, ordinarily once each cilendar quarter. he
believe th~y this : =iule is justified by the experience at the other VA
facilities suoported Ly the St. Louis staff, namely the Cheyenne, WY:
Amarilleo, TX; Py,ic= PYv®f MO and Marion, IL VA Medical Centers. In 21l
instances, fetailed 1r..ections and training conducted at that frequency

have been adequate to assure safe radiation practices. Funds for four visits
in FY B2 have been approved by the VA Centra) Office. Failure to meet the
six to eight week commitment was cause for a citation following & recent
enforcement inspection.

During the enforcement visit, the ingspector expressed concern over the fact
that the nuclear medicine facility at this medical center is part of the
nuclear network based in St. Louis. We wish to clarify this matter at this
time.

Physician coverage of the Nuclear Medicine Laboratory is provided by Dr.
Ralph Pacini, Chief of Medicine, who is available %o advise on medical
questions and handle medical emergencies that might arise in the laboratory.
Dr. W. Taft Moore, Chief of Staff, is the administrative supervisor of the
Radiology Service, including the Nuclear Medicine Laboratory.

Dr. James Fletchs' . d the nuclear network staff are responsible for the
details of nuclear medicine procedures. A1l réquests for patient stucdies
are reviewed and approved by him or his designee taking into account the
medical provliem and working diagnosis prior to scheduling the test. The
specific procedure, radiophzrmaceutical, dose, route of adrinistration end
special instructions are specified and any questions concerning the test
or its interpretation ar2 resolved by consultation with the referring
physician. As described above, sefety audits and training will be conductez
on-site four times annually.

/

Jel

—

In Reoly Reter To: §75/00
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U.S. Nuclear Regulatory Commission

Docunentation of our ALARA program is enclosed for your files., This
specifies the management and committee controls of our safety program.

If fu ther information is required, please contact us.

Sincerely yours,

A F ‘75:':'{
W, P. FREER
Medical Center Director



ALARE PROGRAM
As Low As s Reasorably Achievable)
Veterans Administration Medical Center
Grand Junction, Lolorado

Manaoement Commitment

The management of the Grand Junction VA Medical Center and its affiliated
institutions are committed to the policy of keeping individual and collective
radiation exposures ALARA, The management estab)ishes and supports the necessar.

administrative and functional elements for radiation safety and promotes the
concept of ALARE in these institutions.

An ann..' formal review of the Radiation Safety Program will be conducted
which includes operating procedures, past exposure records and inspections,
This audit wil) estab)ish that improvements have been sought 1f necessary and
\2ve been implemented where reasonable,

Modifications to operating procedures, equipment and facilities will be
mace where these will reduce exposures unless, in our Judgment, the cost is
unjutified. Where modifications were recommended but not implemented the
reasons will be documented.

2. Radiation Safety Committee

The RSC performs a thorough review of the qualifications of al applicents
propesing to use onizing radiation in the medical center to ensure that the
epplicant takes appropriate measures to maintain exposure ALARA. This review
recuires that the applicant has established and justified systematized pro-

Cedures to ensure ALARA including the use of protective equipment.

The RSC de)
Officer and sup
where actions a
the basis of th

ates enforcement authority for ALARA to the Radiation Safety

2
POrts necessary assertion of this authority. In instances
4

i

¢
0
¢ recommendations of the RSO are overruled or not supported
$ action will be documented.

The committee will require 211 users 1o review current procedures when filing
for new authorizgtiens and if necessary to develop or modify procedures to im-
Plement ALARA., The committee reviews on a quarterly basis 211 instances of

ocCupational exposure exceeding established investigation levels and decides
if action is warranted.

The committee annually reviews and evaluetes the ALARA efforte of the
radiation sefety staff, duthorized users, workers and the medical center management.




Radiation Safer

The RSO will perfc

onal elements of The
ACARA program, A

Quérte e\ conducted of vpetione!l exterral are
internal exposures ar ves _ F requires action where Investigetior
‘evels are exceeded, Fa resords are iwed quarteriy to
ensure ALARA, FKnown instances of deviation WARA practices are
als0 Investigatec to cetermine vse ano program changes,

The Rad ‘atic educational program to instruct

personnel in the ARA 0S © inform workers of the ALARA progrem
efforss,

The Rad 'ation
workers to ensure
suggestions for

perates with all users and
edures and receives and eveluates

4, Authorized

.

Prel iminary Pt New procedures using icniziag
rediation users wi cor - RS0 concerning ALARA practices for *he
proposed use and develops - a specitic ALARA guidel ines.,

Authorized users
anr ensure that super

practices and their -

TomoTe and explain the ALARA concept
' in good rediation safety
procedures and conditions.

All occupatio
iT is believed tha

eily exposed wo required To report instances where
t . re notT prometed and fol lowed,

Hands, forearms,

Skin of whole Logy




- /-

The Radiation SAfety statf reviews recerds of personnel monitoring querter|y.
The following sctions are teken 2t the stated Investigetion Levels.

Exgoggro Action
A. Less then Leve! | None
B, Greater then Level | Report exposure tTo RSC; RSC will evaluate
Less then Level || the exposure conditions and record its

action and recommendation

C. Greater than Level 11 RSO investigetes and prepares & report
for the RSC minutes including the
exposure record, causes, actions
taken and recommendetions., Copies
of minutes ere received by the
ted icel Center Director.

In situations where exposures need 1o exceed Investigetional Level | or 11,
these may be re~estedl ished et 2 higher level by ection of the committee
provided thet all ressonazble ALARA practices ere enforcesd and the
Justifice*tion for new levels Is recorded by the comittee.

i _ el
{é./ £?f;=Aﬂ CE ‘(:;‘:z P
Williem P, Freer ¢

Med ical Center Director
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FCHL :WJW
030-17159
(DCo04)
Veterais Administration “ ¢ .21 Canter
ATTN: Mr. %, P, Freer
Director
2121 Horth Avenue
Crand Junction, CO 81501
Gentlemen:

Enclosed 1s Amendment No. 01. to License 'lo, 76-00400-02. We have
amended your license to include the ALARA program. The other requested
conditions 1n ycur letter dated August 31, 198) were not considered, as
these actions are tied into the current discussions with Dr. Jim Smith
at VA Central regarding the use of VA's electronic nuclear medicine
network.

Sincerely,

William J. Walker, Jr., Ph.D.

Material Licensinrg Branch

Division of Fuel Cycle and
Material Safety

Enclosure: Amendment No. 01

DISTRIBUTION

arty ML r/f
WWalker FC Central File
NMSS r/f

FCML FCL
'"Moriarty/ss WJlWalker

5/ /82 5/ /¢ ﬁu:l q
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MEMORANDUM FOR: Vandy L. Miller, Chief, Materials Licensing Eranch, NMSS
FROM: Leo B. Higginbotham, Chief, Radiological Safety Branch, IE
SUBJECT: SUPERVISION OF DIAGNOSTIC MEDICAL PROGRAMS

The enclosed memo from vur Region IV Office points out a problem regarding
license conditions pertaining to supervision of diegnostic medical programs.
In the instant case, it is apparent also that the license condition applicable
to the Cheyenne WY and St. Louis, VA centers is in conflict with the guidance
we issued in 1979 to our Regional Offices (See enclosed guide on license
condition... "...used by or unde: the Supervision of ..."). Development of
that guidance was coordinated informally with the NMSS staff prior to its
issuance.

We understand that the license authorization similar to that for the Cheyanne
facility has also been extended to several other VA facilities as well. In
the Grand Junction case, apparently no such authorization had been sougal or
received.

We request that you review this matter. The apparent conflict between our
guidance and the "multiple facility-central control" concept of the VA hospital
situation should someway be resolved. If you are satisfied with the adequacy
of the supervisory concept authorized at the Cheyenne facility and intend to
continue the practice, we can accommodate that by a revision of our guidance.
Consider hovever, the apparent difference in agency standards or restrictions
that would be used for this aspect of regulating medical programs.

g@h am, 'ief
a

fety Branch, IE

eo B
Radiologica

Enclosure: As stated

¢cc: J. H. Joyner, RI
A. F. Gibson, RII
L. R. Greger, RIII
G. D. Brown, RIV
H. E. Book, RV




UNITED STATES
NUCLEAR REGULATORY COMMISSION

REGION IV
611 RYAN PLAZA DRIVE, SUITE 1000
ARLINGTON, TEXA. 76011

JuL 81 1981

MEMORANDUM FOR: Al Grella, Chief, Fuel Cycle and Materials Safety Section,
Radiatior Safety Branch, IE

FROM: R. J. Everett, Chicf, Materials Radiation Protection Section
SUBJECT: SUPERVISION OF DIAGNOSTIC MEDICAL PROGRAMS

We inspected the Veterans Administration Medical Center at Grand Junction, Colorado,
on July 6 and &, 1981, We found that the authorized user resides in

St. Louis, Missouri, This physician prescribes radiopharmaceuticals, amount

of dose, route of administration and reviews results of tests by phone and by
mail. He has visited the facility one time since the license was issued on
December 28, 1979. Other findings of the inspection indicated to us that

the program is not bc1n$ properly supervised. In our Enforcement Teleconference
on July 24, 1981, the 1icense: expressed dismay that we would question this

mode of operation since the issue had been previously discussed with NRC licensing
and other VA Centers in the southwest are operating in a similar manner. For

the Cheyenne, Wyoming VA facility, the licensee documente: his proposed method

of supervising use of 1icensed materials in a letter to Licensing, dated

April 28, 1980, (attached). This letter was incorporated into the Cheyenne

VA license. No such letter exists for the Grand Junction facility.

It is clear that the Cheyenne letter is in conflict with the IE interpretive
guide, dated October 1, 1979, in that the authorized user is not "sufficiently
close" to the place of use in order to provide reasonable supervision and
approval of tests is vested in physicians not specified on the license.

There are several other VA Centers in Region IV that we expect to find operating
similar to Cheyenne and Grand Junction, Therefore, we need a clear NRC position
as to what is acceptable with regard to use and supervision of diagnostic
medical programs.

Sz 2 g
R. J. Everett, Chief (

Materials Radiation Protection Section

Enclosure: As stated




v UMemi s
s a8

hrit 28, 1980

Nr. Michasl A. Lamastre

Materlal Licensing Branch ¢

Division of Fusl Cycle and Material Safety
Unlted States Nuclear Regulatory Commission
Vashington, D.C. 20555 = = ...

Gentlement ~°  *'°

ufoun:; your Contro'l Number 03207.
This letter Is In response to your Inquiry regarding the NRC 1lcense
number 43-15485-01 at the Cheysnne VA Medlcal Center. This response
will clorlf‘ and dellineate responsibliiities In the operatic. of our
Nuclear Nedlcine Service. _ -

a. All declslons regarding detalls of Nuclear Medlicine
procedures are made by Robert M. Donath, M.D., or his
physiclan designes at the Nuclear Network faclliit} «t the
St. Louls VA Nedlcal Center. All requests for procedures
are comsunicated to St. Louls and liclit approval for
the test Is obtalned from & qullfid uuciur Nedicine
physiclan Including radlopharmaceutical, dose, and any
necessary additional Instructions before the procedure

is parformed.

b. The Nuclear Nedlicine technologist, Mr. Vincent Glueck,

Is responsible for all matters relative to radlation safety
on @ continuing routine basls, and functions as the RSO for
the facllity. He assures compllance with all regulatory
requirements and the personal safety of hinself, pet lents and
other Indlviduals. A susmary of his tr. 1ling and e.perience
Is attached. ‘

c. Drs. Aldrich and Seldl have no responsibllity for basic
radlologlc handling, but serve &s wedical support for the
nuclear Aellcine Laboratory. They are avallable on an
emergency basls In the efent of, for wanple, an allergle
resction, cardlac of pulmonary arrest.

d. Additlonal support for the laboratory Is derived from
visits of speclallists from the St. Louls hospital four times
annually. Durlng thess visits, records and procecures are
reviewed with respect to regulatory compllance as well as

the quallity of medical practice In Nuclear Modicine. Spec!flc

0948

——




USKRC, 472871588 '

educatlona) proyraas are conducted for technleal and profas=
slonal 8taff relative to the proper snd efficecious use of
auclesr procedured. ; : ¢

e. . We belleve the procedures esteblished ge provide service

o patlents at this VA Hoedical Conter through the $t. Louis
Hotwork ensure 8 claser degres of suparvision than that found

in many hoopitals where espert advice and assistence are aveli-
able enly an & part=tine baslis. Qualified physlclans, phvsliclags,
rodiopharmesisgd, chemliats, engincars, odmtgm.al g waslatlises,
and tachnlclans are avallable on 8 Fuli-tica baplis to support

all muclesr wadleine ectlivicies ot this hospitsl.

f. 1€ fos) thet there I8 not sufficient sdeinlstretive
continulty to permit centinued separste specifle iicensing of
ghis hospltal, then we sugpest that the Chayenne YA be addod

a8 an additlonsl wee site O the $8. Louis VA Brood Medical
Licanse. The precadent for this has bean estabiished at the
Jefforson Barracks, Warion, and Pepler BIufl VA Medical Contars.
This has proven to ba o foaslible and offective means of sssuring
the quality of Huclest Nedicine service as your cumpliance sgaff
will verlfy.

Tharly you for your centinued Interest in our program.

Attachzsant

~1ulu8




U. §. NUCLEAR REGULATORY COMMISSiON CFR 30
OFFICE OF INSPECTION AND ENFORCEMENT ¢ Condition
supervision
INSPECTION AND ENFORCEMENT MANUAL date: 10/1/79
$:  FPMST 9320
9123
6100
INTERIRETIVE GUIDE

SUBJECT: LICENSE CONDITION,"...Used by or Under the Supervision
PURPUSE AND BACKGROUND

To provide guidance for inspecting licensees to determine the
extent and degree needed for compliance regarding supervision
over the use of licensed materials.

APPLICABILITY

This guidance applies to uall materials licensees except radiography;
The requirements for licensee supervision of radiographic operations
is defined in Part 34.

EXPLANATION

In developing the following iaterpretation with members of
NRC staff and ELD, it was concluded that it is impractical

to try to define numerical times and distances with respect
to supervision availability, because of the wide variations
in ¢ircumstances. Similarly, it is impractical to define the

frequency of verbal orders or the performance of audits by
supervision; these would depend in part on the degree of changes
in operations, equipment, persounel, etc. Therefore, for these
reasons and because the interpretation is necessarily broad,
considerable judgment by the inspector(s) in implementing the
guidance will continue to be required.

An authorized user named on an NRC license is considered to
be supervising the use of radicactive materials when he
directs personnel in the conduct of operations involving

the licensed material. This does aot imply that the autho-
rized user must be present at all times during the use of
such materia.s. However, the authorized user/supervisor is
responsible for assuring that personnel under his supervision
have been properly trained and instructed.

The authorized user/supervisor is therefore responsible for
the supervision of operations involving the use of
radicactive




190 CFR 30 .92
License Condition

re: supervision
( !u/e date: 10/1/79

materials whether he is present or ebsent., When adbsent, the
authorized user should be available for consultation (by
telephone) in a reasonable amount of time commensurate with
the need for consultation, based on the adeguacy of the
training of those personnel under the user's supervision.

o For medical programs, the supervising physician should be
located sufficiently close to the hospital in the event he
is needed to personally supervise a procedure or interpret
the results of & procedure. "Sufficiently close" cannot be
defined for the reasons stated above; but the supervisor -
should be in the same city as the activity or close to the
city (if it is a small city or town) so that he can get to
the facility in a reasonable period of time. (Many physicians
use a "bell boy" beeper so that they can be alerted to call
a hospital if needed.) A supervisor that goes on vacation or
caunot be reached is not considered to be supervising. Further,
for physicians licensed to supervise, it is necessary that
they be available to interpret the results of a medical :
procedure, such as scans, whether or not they actually
perform the scans, give injections, etc.

D. COURDINATION (

This guidance has the concurrence of ELD (Joannz Becker), NNSS (Patricia
Vacca).

E. REFERENCES
None

) SUPERSESSION

None
G.  CONTACT
.
FFMSI contact; J. R. Metzger
gginDTlham

Leo B, Mi
Assistant Dircctor
Division of Fuel Facility and
tiaterials Safety Inspection
Office of Inspection and Euforcement

Date: .__‘_91!1_11



Notes on St. Louis VA's Nuclear Network

As per November 5, 198 telephone conversation with Helen Malaskiewicz,
VA Central Office, St. Louis VA's "nuclear network" includes the following
facilities:

Amarillo, Texas VA

Grand Junction, Coloradc VA

Cheyenne, Wyoming VA

The facilities 1isted on St. Louis' license (1.e., Jefferson Barracks;

Marion, IL; Poplar Bluff, MO)
| reviewed the
with the
follows:

licenses to determine what we understood from correspondence
licensee regarding how each program operated. The resylts are as

Amarillo VA

a. Original application received February 15, 1979 states that person
to contact re: lication is F. Herbig. (Merbig is RSO at St. Louis

The physician-users, Drs. Kalus and Dr. Epley, are physically located
in Texas and, as far as we know, at the Amarillo facility.
Item 12 of received February 15, 1879 indicates that

St. Louis . vide training:

- »~ t ;isd <
be detailed to St. Louis for training

St. Louis staff (MD + technical or
Amarillo every 6-8 weeks t0 conduc

~ WiV ™

a
-
medical procedures, radiation sa

<

scientific person) 3
B

in-service training
fety).

o0 Vi
.‘E

1979 letter indicates funding for training from
80 onl)

2R
“N
Fy

connection with VA St. Louis; "nuclear network: might be
- 1v ’ - 4. " ~ I A
primarily for consultaktion on "difficult”cases.

CMIS

) U Yy
{fferent from any other medical license.

lar to Amarillo situation up t0 most recent
amendment reques

- e
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~

Application reces ‘ed November 23, 1979 1ists Medica) Center
Director as person to contact.

Application 1ists Dr. James Fletcher as user.- No indication that
he is not physically locatea 2t Grand Junction. (However, he is
at St. Louis VA,)

Item 12 of application is similar to the Amarillo application,--
f.e., St. Louis VA do provide training to Grand Junction staff.

CONCLUSION: At this time nc different from any other medical license.
NOTE: Have amendment request dated August 31, 1981 to:

(1) Change frequency of visits by St. Louis VA staff for training
purposes.

(2) "Clarify" that they are part of nuclear network.

As of November 6, 1981, no action taken on this regquest.

Cheyenne (Wyoming) VA

.O
b.

Up to Feb-March 1980 the license appeared to be normal medical license
with Dr. Robert Nelson as authorized user.
By letter dated February 2, 1980, )icensee advised us that:

(1) Dr. Nelson had left hospital
(2) Dr. Donati who is certified by ABNM would be new user.

(3) Vincent Glueck would be new Radiation Safety Officer. (Glueck
is "certified" technologist, had training at St. Louis VA and
worked for 1) years at Marion, IL. VA, an authorized place of
use on St. Louis VA's license.)

Amendment 06 issued March 5, 1980 named Dr. Donati as user in
condition 12 and added February 4, 1980 letter to tie-down condition,

Licensee's letter dated February 29, 1980 indicated that NRC had
questioned Dr. Donati as the user and begins describing how
"nuclear network" would work between St. Louis VA and Cheyenne VA.

By letter dated April 10, 1980 NRC (Mike Lamastra) asked for
additional information and licensee responded with more details
in letter dated April 28, 1980.

Amendment 07 issued June 24, 1980 amended tie-down condition to
add licensee's February 29, 1980 and April 28, 1980 letters.



Amendment 08 issued October 27, 188) amended tie-down conditien
t0 add licensee's August 26, 1981 letter regarding chenge in
on-site physician,

Louis YA

Until 1974 the license authorized af'at the John Cochran Division,
915 North Grand Boulevard, St. 'ou*s

By letter dated April 5, 1974 licensee asked that authorized
place of use be expanded t0 include Jeffe~son Barracks which
became a division of the St, Louis VA, Condition 10 wes amended
on July 11, 1974

icensee applied for renewal on June 20, 1974, Record indicates that
there was a meeting between NRC staff (Leo Wade was One person) and
VA staff re: adding Marion, IL VA and Poplar Bluff, MO VA Hospitals
as ayuthorized p.efes of use, March 26, 1975 letter says that the
attachment to the letter provided information in response tO a
deficiency letter and information on activities at other two
facilities. These attachments were missing from file and have been
located; they include description of "nuclear network" and some
procedures to be followed.

Renewed license was issued July 3, 1875 and authorized use at
Jefferson Barracks, Poplar Bluff and Marion facilities.

Most recent inspection (1979) Twdentified items of non-compliance at
satellite facilities.

Lo

of April 9, 1981 do not ‘rcxca.e that act v*’*e= at satellite f

are any different from those at a typical nuclear medicine facility.
Renewed license was issued June ) 1981.

The more recent renewal application of SecemCer 23, 19880 and 1
*
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MESORANDUM FOR: Leo £, Higginbotham, Chief
Rzdiological Safety Dranch
Civision of Safeguards & Radiological Safety, IE

FROM: Vandy L. Miller, Chief
Haterial Licensing Branch
Division of Fuel Cycle and Material Safety, 'MSS

SUBJECT: AUTHORIZED USERS' SUPERVISION OF MEODICAL PROGRAMS

In accordance with my October 26, 1981 telephone conversation with Mr, Grella

and other members of your staff, we agreed to answer your Cctober 20, 1901

cenorandum by considering two guestions:

1. The specific question r:garding the Veterans Administration's (VA)
‘nuclear network® involving their facilitfes at St. Louis, Hissourt,
Cheyenne, Uyoming and Grend Junction, Colorado.

2. The general question of our Branch's understanding of the two authorized

user conditions (1.e., ®Licensed material shall be used by * and
"Licensed material shall be used by, or under the supervision of, *)

05 they are used in redical licenses. Please note that our discussicn of
the more seneral question should be viewed as an {nterim response. We
believe that the correct may to clarify NRC's position on this matter and
to notify 1icensees of HiC's position 15 to define the meaning of these
two license conditions in 10 CFR Part 25. Dr. Yilliam Walker, Leader of
tne Task Force vorking on the revision of 10 CFR Part 25, intends to
{nclude these definitions in the revised regulations,

Veterans Administraticn's *Muclear Network®

To determine the extent of the VA's so-called “nuclzar network", we contacted
the VA Cantral Office in Mashington, D.C. We learnad that the “nuclear

network® includes the following VA facilities: frarillo, Texas; Grand Junction,
Colorado; Cheyenne, Wyowing and those 1isted on the license fssued to the

St. Louis VA, Ne have found that as of !lovember 12, 1821, only one

specific Ticense of linited scope (Cheyenne, Wyoming VA) differs from the

normal nuclear medicine license,



act as authorizoed user (even though he 1s Tocated in St, Louis) with the under-
standing that the facility has a qualified on-site radiation sufety officer
(Mr. Glueck) and that certain procecures will be followed. Condition 16, of
the license approves Mr. Glueck and requires that the licensee follow the
procedures set forth in his correspondence with us.

In the case of the Cheyenre, vyoming VA license, we approved Or. Donat! to

We believe that the licensee's correspondence clearly describes such matters

as how patients will be selected, how doses will be prescribed, how test data
will be evaluated and how the staff at the Cheyenne, Myoeming VA will interact
with physicians at St. Louis YA, Ve recognize that this situation 1s different
from other nuclear medicine facilities; howover, we beliove that the license
contains sufficient cormitiients for proper inspection,

In the case of the VA hospital at Grand Junction, Colorado the existing license
does not have Specfal provisions simflar to those contained in the license for
the VA at Cheyenne, We have an amendment request from the licensee at Crand
Junction that sesks to *Clarify" the licensee's participation 1n the “nuclear
network. We have not acted on the licensee's request, As result of your
mamerancun we are reexamining our position 1n this matter and plan to confer

with ¥A staff before proceeding, He will keep you informed of our decision
in this matter,

The Ticense for the VA Hospita) at Ararillo seems to be similar to othepr
nuclear medicine licenses. We nave no reason to believe that the authorized
physicians are not physically located at the Avarillo facility. From NRC's
standroint there do2s not apoear to be any need for Anarillo to be connected

10 tire "nuclear network™., The connection rmay be for consultation on ynusual
cases.

The Type A License of Broad Scope for the VA Mosuital at
21 ba

t St. Louls was renewed

in June 12 :d on an application dated December 23, 1330 and a letter

cated April 9, 1231, Frowm the information contained §n these documents it
appears that the Jefierson Darracks, Poplar Dluff (M0) and HMarion (IL) facilities
are additional pluces of use that are staffed with authorized users, paramedical
personnel, etc. and that operate in the same rannar as the main St. Louls
facility (f.e., 1n the same renner as any uther nuclear medicine licensee).

\

It should be noted, though, that attacaments te the licensee's 1975
correspondence did provide information perteining to the "nuclear network*
and precedures to be followed, The most recent inspection of this 1{cense
in 1979 revealed itons of non-cempliance associated with tha licensee's
activitics at thess satellite fecilities.
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General Discussion of Authorized User Conditions 25 Lsed cn Medice) Licenses

-

A person named @s an aythorized yser on an MRC Vicense {s resporsible for
ensuring that radiouctive materfals are handled and used safely and in accor-
dance with [IRC reculations and the terms and conditfons of the }RC license, For
activities invelving human use of licersed raterial, the person must be a
physician (s2e 10 CFR 35.3).

As stated in Enclosure 1, the Cormission recognizes the unigueness of the

medical licensee, specifies certain duties (see tha proposed 10 CFR 25,32(bd))
that the authorized physician-user rust efther perform himself or may delegate
only to another physician and 11sts other activities (sce the proposed 10 CFR
35,32 (¢)) that the authorized physician-user may delegate to properly trained
raranedical personnel, lote that, in the information preceding the proposed

rule 14 Enclosure 1, the Comission states that it still considers the authorized
physician-user Lo be the “user of radioisotopes" ¢ven thoush he may have
dalesated cortain activities to pareredical personnel, We Lelieve in the
continued validity of the nosition expreised in Enclosure 1.

If we wore %0 take the position thet paramecical personnel should be considered
as authorized users (1.e., for those activities listed in the proposed 10

CFR 35.32 (¢)), then wa would have to review the training and experience of
these personnel, However, in the medical policy statement published in
February 1979 (£nclosure 3) the Cormissiorn decided not to beceme involved

in deternining the adequacy of traininn of paramedical nersonnel,

A. "Licensed material sihall be useu by i

This condision 1s used on privats practice licenses (f.e., those {ssued
rursuant to 12 CFR 35.12). The authorized physician-user has 2li of the
resionsibilities of an authorized user on any !'RC license. In addition,
in his special position 2s a physician he has the respensibilities listed
in th2 propesed 10 CFR 35,32(L). Also, as indicated in Enclosure 1, he
may delegate certafn activities to properly trained peramedical personnel.
(In Reguletory Suide 10.8 (Revision 1) and the draft teletherapy nuide
being prepared by M. Wangler, RES, we have usaed the word "directs" to
describe how the authorized user interacts with technologists or othar
varanedical personnel.)

L¢3

“Licensed material shall be used by, or under the supervision of, d

This condition 15 used primarily on institutional licerses (f.e.,
licenses {ssued pursuant $o 12 CFR 25,11), As explained in Enclosure
1, this condition provides a means whereby nonaperoved physicians
under the suparvision of an authorized physician~user can obtain
training (prirarily clinical training) that ray cnable them to qualify
as authorized usars.



»

Cn licenses with this condition, the authorized physician-user has all
of the duties and responsibiiities outlined in A, abova. In addition
he ay previde clinfcal tratning for nonapproved physicians and vy

delecate to them the activities listed 1a the proposad 10 CFR 23,32(D).

In ceneral, we believe that physicians working “under the supervision

of" an authorized physician-user should be physicians-in-tratning,
However, for ralatively short periods of tine a physician mey work

‘under the supervision of" an authorized user while the license is being
enended to add his nene as an authorized user. We believe that any othep
physicians involved with the use of radioactive naterials should be cdded

» - -
10 the Yicense.

What constitutes direction of technologists and/or supervision of nonapproved
physicians?

We agree with yoor Interpretive Cuide that the wide varfety of circumstances
found 1n medical proarams makes 1t fupractical to define supervisice or
direction in tarms of numerical times and distances, frequancy of wwitten

or oral orders, performance of audits, ete. We also anree that inspectors

>

must excercise considerable Judament in implementing quidelines on this

matter., Sone factors that should be cansidered are as follows:
1. The autherizad puysician-user has the same responsibilities as an
cutharized user on a nonermedical licenss, e.0., ensuring thet radic-
active ; tals are hundled and used safely and in accordance vith hiiin
resulacd nd terms of the LAC ldcense; ersuring that personnel such
25 tachnologists and physizian-trainees have aypropriata training and
{nstruction

The autherized physfician-user is axpected 1O manzne the redical pregram
authorized by the licensa, to set up the ~liniecal paraneters to be used
by the noneprroved physiclans he suoupyisss with resgara te patient sclection,
do3e selection, clinfcal interpretation 2nd, at a minfuun, to review
closely the rodfation safety procedures used Ly, and the diagnostic and/or
therapeutic procedures performed by, the supervicsed physician trainee,

zuthorized physictan-users should Le preseat on the M{zons
or on=go0ing and reasgnable perfods of time. Tor exarple, 1§

accertatie for the physiclan-usar sicply to come in alone at nisht
cans; he pust have more involvensnt with the nprocram,

ex's
>
-

IT none of the authorized users is physically present on the promises
whare racioactive materials are uscd, then one of the users should be
avaiiable ty tolephone and should be able to gat to the licensee's
facility within a short time to handle any cieroancy.,




Authorized physiclun-users who are 111, on vacation, or otherwise unable
to fulfill the responsibilities outlined in [tam 1 above and {n the
proposed 10 CFR 35.32(b) should not be consilered as supervising or
directing other persennel. The “visiting physician” condition ?[nclcsure
2) has been added to instituticnal licenses to assist in these situations,
Licensees who do not have this condition or whose proposed "visiting
ohysician™ does not meet all of the requirements spacified in Enclosure

2

2 should have their licenses amenced to add the new user(s),

we have recoreended to licensees that a physician (rot necessarily one
of the authorized users) be readily accessible when radioisotopes are
administered (e.y., to treat anaphylactic shock). This recormendation
{s in accordance with the proposed 10 CFR 25.32 (g): sce Enclosure 1,

e hope thut these comments will be helpful to you. Ve will keep you {nforned
of our future decisions regarding the VA's “nuclear network®™ and expect that
one or more 1E staff werking with the Part 35 Rivisfon Task Force will be
involved in clarifying these license conditions in the revised regulation,

vendy L. M1ler, Chief

raterial Licensing Branch

Sivision of Fuel Cycle and
Haterial Safety

Enclosures:

1. 1873 Propesed Rule Chanys

2. “"Visiting Physician* Conditfion
3. 1873 tedice) Policy Statement

cc: John Cook
William J. Walker, Jr. Ph.D.
Join Glenn, Ph.D.
Oruce Hallett Ph.D.
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APPENDIX A

ACCEPTABLE TRAINING AND EXPERIENCE FOR
MEDICAL USES OF BYPRODUCT MATERIAL®

General Criteria

Any human use of hyproduct material (i.e., the internal
o external administration of byproduct matenal, ot
the radiation therefrom. to human beings) must he
carried out by or under the supervision of a physician
As defined in paragraph 35 3(b) of 10 CFR Part 15 4
phynician means an individual licensed by a State or
terntory of the United States, the District of Columbia
¢r the Commonwealth of Puerto Rico to dispense diugs
in the practice of medicine

Paragiaph 35 11(d) of 10 CFR Part 3§ provides that the
Commission will approve a license application by an
institution for medical use of byproduct matenal if it
determines, among other things, that the physiciun
designated as the individual user is adequately trained
and experienced in (a) dasic radiowsotope handling
techniques and (b) the clinical management of
patients to whom radiopharmaceuticals have been
adminustered. Similar criteria are established in para-
graph 35 12(a)4) of 10 CFR Part 35 for the approval of
licenses for medical use of radiopharmaceuticals by
individual physicians. Qutlined below are training and
experience criteria that the Commussion, with the
assitance of its Advisory Committee on the Medical
Uses of Isotopes (ACMUI. has found acceptable (or
physicians who use radiopharmaceuticals.

This training and experience must have been obtained
within 1 S-year period preceding the date of the licease
application or must be supplemented by continuing
education orexperience. Also, the onginal training and
experience should have been received in a formal resi-
dency program in an accredited medical institution
Each physician's training and experience are examined
On & case-by-case basis. Il a physician wishes to use radio-
pharmaceuticals but does not have the training and
experience described, he may submit an application
listing his specific qualifications andg these will he
reviewed by the Commussion with the assistance of
the ACMUI

Traininp for Routine Diagnostic Procedures (Groups
(B}

To qualify as adequately trained to use or directly
supervise the use of hyproduct material listed in
Groups 1 11 and/or Il in §35 100 of 10 CFR Part 38
2 physician should have

Trowning 1n hasic radiosotone
handling techmiques apphicable
to the use of unsealed sources

his training should consist of
lectures, lahoratory sessions
Jiscussion gmups, or supervised
experience 1n 3 nucicar medicine
laboratory 1ie., on-theqob
training 1n a formalized training
program) in the lollowing areas

(200 hours **

(1)  Rudwation physics and
instrumentation

(100 hours)

Radiation protection (J0 hours)
Mathematics pertaining to
the use and measurement
of radivactivity

(20 hours)

Radiation biology (20 hours)

(5) Radiopharmaceutical chemustry (30 hours)

(The hours listed next to each of the live subjects
above are suggested values and should not be
interpreted Js specific requirements )

Fxpenence with the types and quantities of
Lyproduct material for which the application s
being made, or equivalent (500 hours). For author-
ization for Group M (generators and reagent kits),
this experience should include personal partici
mation in five srocedures to elute Te-%m, including
testing of ¢luate, and five procedures to prepare
radiopharmaceuticuls from Group i1l reagent kits

Supervised clinical Iraining in an institutional
nuclear medicine program (500 hours). The clini-
cal truining should cover all appropriate types of
diagnostic procedures and sho.ld include

(1) Supervised examination of ptients to deter-
mine the suitability for radioisotope diag-

nosis and recommendation on dosage 10 be
preseribed,

Collahoration in calibration of the Jose and
the actual administration of the dose to the
patier toincluding culeulation of the radia

tion Jose, related measurement. and plot-
ting Jata

——————eeem

.

Changes in these requirements are anticipated in the near future
(after pubbicatinn of the guide) and will he published in 3 reviuon
10 this guide

.
The hours are in termy of hours of clam, ladoeutory . oe clinical
eApenence rather (han semester hours

10.8-15 ﬂj_’{ IS
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Followup of nutients when required

Study and discussion with precentor of case
histories to establish most appropriate diag:
nosnic procedures, Limitation, contraindica
Lhion, el

Note A

The requirements specified in Sections 2u. b, and ¢ may
be sutislied concurrently ina 3«-month training program
IF all three arcas are integrated into the program

Note B

For each physician named in Item 4 of Form NRC-313M.
complete Supplements A (Training and Experience)
and B (Precepror Statement) of Form NRC-313M. For
each subject covered in basic training, state where the
training was obtained, the dates, total number of hours,
and type of training. Hours of traling should be broken
down into lecture or laboratory hours or on-the«ob
training (OJT). OJT must have been obtained in a
formalized training program. Be sure that individual
hours of training can be traced to the institution
where the training was received. Each hour of training
should be listed under only one subject category (i.e.,
the most applicable subject category)

Alternatives

Certification by (a) the Amencan Board of Nuclear Med-
icine, or (b) the Amencan Board of Radiology in Diag-
nostic Radiology with Special Competence in Nuclear
Radiology will be accepted as evidence that a physician
has had adequate training and experience 1o use Groups
1, 11, and (1

Training for Specific Diagnostic Procedures

A physician who wishes to be authorized for only one
or two specific diagnostic procedures should have train-
Ing in basiy radiowsotope handling techniques and clini-
cal procedures commensurate with the proceduresand
quantities of byproduct material being requested. Such
requests will be examined on a case-by-case basis by
the Commission with the assistance of the ACMUI

Training for Therapy Procedures Involving Radio-
pharmaceuticals

To qualify as adequately trained to use or directly
supervise the use of byproduct material listed in

Groups IV and/or V in §35 100 of 10 CFR Part 35, a
physician should have

Training in basic radioisotope
rundling techniques applicable
1o the use of unsealed sources
for therupy procedures, includ-
Ing

(80 hours)

(1) Rapdiation physics and
instrumentation

(25 hours)

Radiation protection (25 hours!
Mathematics pertaining
10 the use and meusure
ment of radioactivity

(10 hours)

(4)  Radiation biology (20 hours)

(These requirements are in lieu of, not in addition
to, those specified in Section 22 above.)

Clinical training in specific therapy procedures
For Group IV

I-131 1ot treatment of hyperthyroidism
and/or cardiac conditions

Clinical experience in the diagnosis of
thyroid function and active participation

in the treatment of ten parients

Soluble P-32 for treatment of polycythe-
mia vera, leukemia, and/or bone metastases

Active participation in the treatment of
three patients with any combination of
these three conditions

Colloidal P-32 forintracavitary treatment

Active participation in the treatment of
three patients

For Group V

(1) 1-131 for treatment of thyroid carcinoma

Clinical expenence in diagnosis of thyroid
function, personal participation in the treat.
ment of ten patients with hyperthyroidism
and/or cardiac dysfunction, and active par-
ticipation in the treatment of rthree patients
with thyroid carcinoma,

Colloidal Au-198 for intracavitary treat-
ment:

Active participation in the treatment of
three patients

Training for Therapy Procedures Involving Sealed
Sources

To qualify as adequately trained to use or directly super-
vise the use of byproduct matenal listed in Group Viin
£135.100 of 10 CFR Part 35, a physician should have

Training in basic radiosotope (00 hours)
handling techniques applhicable




to the use of sealed sources f(or
therapy procedures, consisting
of lectures, laboratory sessions
discussIOn groups, or superyised
experience in the following
are)s

(1) Radiation physics and (110 hours)
instrumentation

(2) Radiation protestion (40 hours)
Mathematics pertaining (25 hours)
to the use and measure-
ment of radicactivity

(4) Radiation bdiology (25 hours)

(The hours listed next to each of the four subjects

above are suggested values and should not be

interpreted as specific requirements.)

Experience with the tyresand quantities of radio-

active material for which the application is made,

or equivalent (500 hours)

Clinical training in Group VI procedures

Active practice in therapeutic radiology with a
minimum of 3 years experience of which at least
| year should have been spent in a flormal training

program accredited by the Residency Review
Committee of Radiology and the Liaison Com-
mittee on Giraduate Medical Education.

As evidence of the foregoing training and exper-
ence, the applicant should compiete Supple:
ments A and B of Form NRC-311IM. Supple-
ment B should be completed and signed by each
preceptor-physician under whom the applicant-
physician gained experience or training. Submis-
sion of letters of evaluation from each preceptor
physician on behall of the applicant-physician
should be included with the application. These
letters of evsiuation should describe the scope
and extent of the applicant-physician’s training
and expenience and should include an appraisal
of the applicant-physician’s competency Lo use
Group VI sources independently for therapy
procedures.

Note

Evidence of certification by the American Board of
Radiology in Radiology or Therapeutic Radiology
certification as a Brntish “Fellow of the Faculty of
Radiology (FFR) or “Fellow of the Royal College of
Radiology” (FRCR) or Canadian certification from
the Royal College of Physicians and Surgeons (RCPS)
in therapeutic radiology may be submitted in lieu of
the information requested in Sections Sa through ¢

above Physicians certified by the FFR or FRCR must
also submit evidence of specialzation in radiotherapy.
Evidence of previous approval by the NRC or an Agree-
ment State muy also he submitted in licu of the infor-
mation requested above In this cuse, the apphicent
should specify the number of the NRC license or submit
3 copy of the Agreement State license on which the

applicant-physician was specifically listed 45 an author-
ized user,

Training for Physicians Wishing to Use $r.90 Ophthal.
mic Eye Applicstors Only

To qualify as udequately trained to use or supervise

the use of an 5r-90 cyc spplicator only, 3 physician
should submit

Evidence of certification by the American Board

of Radiology in radiology or therapeutic radiol-
ogy, or

Evidence of

(1) Active practice in therapeutic radiology or
ophthaimology. and

Training in basi¢ radio- (24 hours)
1sotope handling tech-
niques. including

(a) Radiation physics and (6 hours)
instrumentation

Radiation protection (6 hours)

Mathematics pertain- (4 hours)
ing to the use and

measurement of

radioactivity

(d) Radigtion hiology (¥ hours)

This information may be submitted on
Supplement A of Form NRC-313M. The
hours listed next to each of the four sub-
jects are suggested minimum values and

should not be interpreied us specific
requirements

Evidence of active participation in the treat-
ment of five patients (Lo be submitted on

Supplement B (P'receptor Statement) ot
Form NRC-J13M)

"Active rarticipation’ should include super-
vised examination of ratients, collabaration
and caleulations concerning the dose to be
used, administration of the dosc to the

patient, ond tollowup and study of patient
case histories
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NRC PROPOSES TO SIMPLIFY MEDICAL LICENSING PROCEDURES

The Nuclear Regulatory Commission s proposing to revise its regulations
to simplify ane make more efficient the regulatory process for the medical
uses of radioisotopes.

The NRC issues licenses to medica) facilities and individual physicians
for the use of recioactive materials to diagnose and to treat patients,
Specific licenses are 1ssued for one or more of six groups of medical uses
or?anized in ascending orcer of radiation hazarg potential, each containing
related alagnostic or therapeutic procedures. A separate license is 1ssued
for teletherapy units. Applicants for specific licenses must submit a
substantial amount of information to show that al) radfation safety
requirements will be met, including & description of the procedures used in
meeting the requirements. The Commission's radiatior safety review covers
three gereral areas: radiological -health and safety procedures; personne!
training and experience; and facilities and equipment,

Due to the rapid evolution in the medical use of radioisotopes over the last
thirty years, current requirements are found throughout the regulations,
regulatory guides, standard licerse conditions and other sources. Therefore,
the primary purpose of the proposed revision is to consolidate the require-
ments. Under the proposal, all requirements would be clarified and published in
one place, Part 35 of NRC regulations, which would serve to regulate the
day-to-day uses of medica) radiofsotopes. The revised regulation would give

both Ticensees and NRC siaff a ¢learer basis for licensing, operation, and
inspection activities.

A draft regulatory Quide for medical programs has been prepared. It
contains a mode! procedure acceptable to NRC for meeting each of the medical
use requirements. L{icensees could use the mode! procedure for meeting the
requirements or could prepare their own procedures,

If applicants submit their own radiation safety procedures, the NRC staf¢
will continue to review them to determine whether they are adequate to meet the
requirements of the regulations. However, to permit licersees to make prompt
use of new safety methods and %o adjust their radiofsotope programs to meet new
needs caused by changes 1n demand for patient care cervices or patient loag,




licensees would be able to mogify their procedures without NRC review proviced
the regulations are met. Modifications would recuire approva) of the
licensee's Radiation Safety Officer, and at a hospital, ‘ts Radiation

Safety Committee,

Some t{pu of program changes which would stil) require a formel NRC
review and license amendment include new Shysician user, new medica) use, and
new location of use,

The proposed revisfon to Part 35 of NRC regulations is being published
for oublfc comment in the Federal Register on July 19, 1885, Comments should
be submitted within 120 days (by November 18) to the Office c¢f the Secretary,
Nuciear Regulatory Commission, Washington, D, C. 20885, Attention:

Docketing and Service Branch.
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30616 Federal Register / V
NUCLEAR REGULATORY
COMMISSION

10 CFR Parts 30, 31, 32, 36, and &0

Medical Use of Byproduct Material

AGENCY: Nuciear Regulstory
Commission.

achon Proposed rule.

SuMMARY: The Nuciear Kegulaiory
Commission (NRC) is proposing lo
revise n: nlpuhuou 1o modify the
process lor licensing and regulating the
medical use of redicsctive byproduc
material The revision would
primarily affect hospitals, clinics. and
individual physiciana.

By clarifying and consolidating all the
essential radiation safety requirements
that are now contained in the
reguiations, license conditions.
regulatory guides. and steff positions.
the proposed regulation provides a
single source of requirements related
specifically 1o medical use of byproduct
materials. The proposed regulation also
provides Nexibility for licensees to
update their day-to-dey redistion safety
procedures. The revision of the

lations would provide & more
efficient method for regulating the
medical uses of byproduct material

OATE Comment period expires
November 18 1888, Comments recetved
after this date will be considered if it ie
practical 10 do so. but sssurance of
considerstion cannot be given except as

to comments filed on or before this date.

ADORESIERE Sabmit written comments
and suggestions to the Secretary of tne
Commission, U.S. Nuclear R atory
Commission, Washington. DC 20858,
Attention: Docketing and Service

Copies of the preliminary regulutory
analysis and the comments received
may be examined at the Commission's
Public Document Room at 1797 H Street
NW.. Washington. DC. Single copies of
. the preliminary regulatory analysis and
environmental impact assessment are
svailable from Norman L. McElroy,
Office of Nuciear Material Sufety an
Safeguard, U.S. Nuclear R-&s:mory
Commission. Washington. DC 208¢
Telephone: (301) 4274108

FOR PURTHER INFORMA TION CO» ACT:
Norman L. McElroy, Office of ruclear
Material Safety and Safeguards. U.S.
Nuclear Ragulatory Commussion,
Washington. DC 20858, Telephone: (301)
4274108,

SUPPLEMENTARY INFORMA TIO N
ByProduct Mswnasl in Medicine
Use for Potient Care

Radioactive meterisls are used in
drugs in the field of nuclesr medicine.
Drugs labeled with radioisolopes are
known &s rediophermecevticals. In
diagnostic nuclear medicine. patients
receive these matenals by injection.
inhelation, or oral sdministration
Physiciens use radistion detection
equipment to visualize the distribution
of & radiosctive drug within the patient.
Using this technoiogy. it is possible o
locate tumors. assess organ function. or
monitor the effectiveness of & trestment.
In therapeutic nuclear medicine. larger
quantities of radiopharmeceuticals are
edminsiererd (0 treat hyperactive
thyroid conditions and certain forms of
cancer. An estimated 15 to 20
nucliear medicine are ‘
performed in this country anaually.

Sealed radioactive sources that
produce high radiation fields are used in
radiation therapy to treat cancer. A
radioactive source in a teletherapy
machine can be adjusted to direct &
radiation beam to the part of the
patient's body to be treated. Ap
estimated 2 million teletherapy
treatments are performed annually by
NRC licensees. Smaller, less radioactive
sealed sources are designed to be
implanted directly into & tamor ares or
applied on the sarface of an ares (0 be
treated. This procedure is known as
brachytherapy. NRC licensees perform
approxunately 10.000 brachytherapy
trestments annually.

Sealed radioactive sources can also
be wed in machines that are used for
diagnostic purposes. The source
provides a beam of radiation thet is
projected through the patient. A device
on the other side of the patient detects
the amount or spatial distribution of
radiation that through the patient.
This can information sbout
tissues within the patient. This is &
relatively new development in the fisid
of medicine and the NRC has no
estimate of the number of these
diugnostic procedures performed
annuully.

State and Federal Regulction

Twenty-seven states. known. as
Agreement Statas, have assumed
responaibility for ting certain
radioactive b:m.by within their -
respective sgreement wi
the NRC. (This kind of agreement (s
suthorized by the Atomic Energy Act.)
They issue licenses for the medical use
of byproduct material. In non-
Agreement States. the NRC issues
licenses to medical institutions (mostly
hospitals and clinics) and to individual

physiciuns These licenses suthorizes
Ceriein QIsgnosic and therapeutic nses
of rudiosctive materuls

NRC's Regulstory Program

Policy Regarding the Medical Use of
Byproduct Materal

In @ policy statement published in
1979 (44 FR 8242). the NRC noted that it
reguistes the medical use of byproduct
malerial ks necessary 1o provide for the
radintion safety of workers and the
generel public. regulates the rudiation
safety of patients where justified by the
Fisk 10 patients, and minimizes ity
intrusion into medical judements
wlfecting patients. and inlo other urons
traditionslly considered 10 be the
nlcuu ol medicine. The NRC does

ve the authority 10 regulate the
medicial use of byproduct material 1o

tect the heulth and selety of patients.

14t also recognizes that physicians have
the primary responsibility for the
protection of their patients. NRC
reguiations are predicated on the
assumption that properly trained and
adequately informed physicians will
make decisions in the best interest of
their patients.

This revision retains NRC's current
bulance between adequate controls and
evoidance of undue interference in
medical judgments. Too much regulation
could result in poorer health care
delivery to patients, InsuNicient
regulation could result in the
unwarranted or unsafe use of radistion.

Current Licensing Practice

The curreat regulations in 10 CFR Part
35. “Human Uses of Byproduct
Material," provide for genersl and
specific licenses for medicai use.

The general licanse in current § 35.31
authorzes physicians to use small

ntities of prepackaged. individual
Flg... of bypvodl uct b:aumh.
ysicians simply submit a tration
Form NRC-482 1o NRC. A vulnt'd‘:!od
copy with & registration number is
returned to the applicant.

Most medical institutions and
physicians who use byproduct material
need more byproduct maierial than can
be permitted under the general license
program. A specific license, which
authorizes o larger inventory of
brnmdw material and a wider variety
of uses, may "¢ issued for one or more
of six types of medical use, defined as
Groups (=V1 in the current § 35.100. Each
zwp s comprised of a number of

© or therapeutic procedures
lh:m been grouped together
because they requirv similar physician
{raining and radiation safety



precavtions for sale use A separvte
specilic license mey also be ssued for
use of & ‘eletherapy wnit Applications
for & specific License are much more
detuiled than o general license
spplication and actuslly contain the
spplicant’s step-by-step radietion sulety
procedures, which are reviewed and
rpproved individually by NRC

he NRC has issued 650 general
licenses. and (n 1983 received seventeen
new applications. NRC currently has
ebou! 2500 specific medical licensees
(2200 hospitals and 300 physicians in
pravele prectice). In 1983. the NRC
received 143 new applications for
specific licenses. 847 license renewr |
spplications. and 1.772 license
emendment requests for s ol of 2562
licensing actions.

To help licensees design their
radiation salety ms. the NRC has
published many reports and
requlatory guides that cantain radiation
sa.ety gwdance. These publications
address three general aress: radiological
health and salety, personne! training
and experience, and facilities und
equipment. Experience has shown that if
licensees {ollow the guidance in the
publications, the medical use of
byproduct material generally poses no
hazard to workers and the public.

Probiems with Current Proctice

The General License. The general
license program is based on the fact that
the quantities and forms of matesial that
are authonized by s general license
Lrncm & very low health risk. The NRC

lieves it is no longer efficient to issue
medical general licenses. The tests
authorized under § 35.21 have been
superraded by newer procedures with
greater diagnostic accuracy. These
developments have been rellected by a
significant decresse in applications for
general licenses. As noled above,
although NRC has on [ile 850 in-vivo
generul licenses under § 35.01, only
seventeen new applications were
recetved by NRC in 1983,

To determine the status of genersl
license use, the stafl perfurmed a
telephone survey of 10 percent of the
current registrants. The survey results
indicated that less than 9 percent of all
the current registrants still use material
under @ general license: many are now
using byproduct material under a
specific license. Because of the low level
of use of the general license, the NRC
hes concluded that it no longer serves &
uselul role in licensing the medical use
of hyproduct material.

Specific License. Because of the
potentisl radiation hazurd to workers
and the public. the specific license
prograim incorporutes three regulatory

S em—————— o ———

leatures case by case review of
applicetions. on-sile inspections. &nd
penodic license renewals.

A mejor problem with the current
licensing program s that radiation
protection requirements we nol located
in one document. Requirements are
scallered in the regulations, lnspection
end Enforcement (IE) orders tha! modily
4 license or group of licenses, and in
conditions sttached to individual

licenses. § tions for good practce
are contained in NRC alory guides
ond technical reports ( G's). For

example, Regulatory Guide 10.8. "Guide
for the Preparation of Applications for
Medical Programs.” and NUREG-0287,
"Principles and Practices for Keeping
Occupational Radiation Exposure et
Medical Institutions As Low As
Reasonsbly Achievabie.” contain many
recommendstions thet the NRC believes
are important for the safe use of
byproduct material. The revision of Part
35 incorporetes those recommendations,
and also corrects the piecemeal fashion
in which the regulations have been
emended over the years to address
specific problems.

When ing @ specific license
application for review under the current
licensing program. the applicant must
include sufficient information to assure
NRC reviewers that byproduct material
will be used salely. Applicants include,
as an integral part of the application
gachn. copies of their proposed nor

y-step radiation safety procedures. [n
many cases. the procedures are edited
versions af ures described in
Reguhloq' uide 10.8

When NRC receives the application. o
licensing reviewer evaluates the
epplicant’s training and experience.
lacility, equipment and rediation safety
procdures in detail. If the application is
found 10 be incompiete or inadequete. &
“deficiency Ietter" is sent to the
applicant expleining what additional
information is needed. Review of the
epplication is not resumed until o
writien response [rom the applicant has
been received. Stail studies indicate that
about 40 percent of all applicants
receive either a deficiency letier or a
phone call for additional information.
The need for deficiency letters stems
from two sources. Guidance oo what is
neeced 10 get a license is uncizar and
sce'tered in various documents.
Application review practice must be
conservative because the application
end license comprise the basis for
regulatory control. Deficiency letters are
costly for the NRC and the spplicant
and greatly increase the time nseded to
compiete licenaing actions.

When the application. including any
additional submitted information. is

approved. the NRC issues o specific
lcense that grants the svthority for
medical use of byproduct meteral in
sccordance with the program described
in the application. Requirements in
eddition to those contained in the
regulations are frequently incorporsted
in the license as conditions of use Since
the licensee must comply with
conditions specified in the license, the
license. ruther than the regulations. iy
frequently used to late radiation
sufely in the day-to-dey use of
byproduct material.

The mﬂm license is valid for five

ears. license must be amended

fore methods of use or procedures

may be added or changed. or belore
permitting additienal physicians o use
materials. Amendmants 10 & specific
license involve an application. review.
and approval similer to that for
new licanses. Renewais are treated in
the same manner as new license
applications.

This regulatory process was
appropriate during the evolution of the
use of byproduct material in medicine.
Radiation safety problems were not weil
defined, reguistory requirements had not
caught up with developing technoiogy.
mam training curmicula had net
fi S — for ocl:
ormal training programs for n r
medicine technologists. Therefore. it
was necessary to regulate by reviewing
each individual rediation safety program
1o ensure that the applicant had
adequate personnel. facilities, and
equipment.

Proposed Revision of the Regulatory
Program

Overview

NRC intends 1o modify its reguiation
of the medical use of byproduct
material. The Commission plans to
revise the regulations to provide e single
source of requirements specifically
related to medical use of byproduct
materials, and within the boundaries set
by the regulations. allow medical
licensees to modify their radiation
safety procedures, lacilitias, and
equipment so they can make prompt use
of new safety methods and also meet
new needs caused by changes in
demand for various palfent care services
or in pa lent load. The revision
ol 10 CFR Part 35 is consistent with the
C.inmesion’s genersi policy on medical
use of byproduct material issued
February 6, 1979 (44 PR 6242). It states
“NRC will continue 1o regulate the
medical uses of radioisotopes. ae
necassary, o provide lor the radiation



selety of workers and the genera!
public.”

Codification of Requirements in the

wotions
NKC pro 0 simplify regulation
of medical by incorporeting all

medical use requirements in 10 CFR
35. These regulations would become the
mvznumoln'uh the medical
use of byproduct material General
safety requirements for worker
mmmvuiuuh!y.‘
noncompliance reports, and meteriale
licans that are in Parts 18, 20, 21, and
nvulunmununcwlyuhﬂu
licensees. The current license

] muonpmmllbomnn’(
epplcant prepares & compiete Porm

reduces the amount of time NRC must

spend procedures ) The

applicant mails the completed

spplicauon. with application fee, 1o the
C office identified on the form.

The NRC staff will continue 10 review
the application 1o determine whether the
epplicant’s radistion safety program is
[ {0 meet the requirements of
the regulations. ARer completing the
review. if the applicant's program
. Incompiete or inadequate, NRC

issue o letter that
describes the apparent s n
the applicant's program and requests
dan:uuu or mﬁo&. Uf the
applicant's response to deflciency
letter is sa (or il no
letter was mm the I-u:.vw
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Officers. but would be & new
requirement for qualified eletherapy
calibration experts, whase credentials
6re currently reviewed by the licenses.
The staff will review thore Wdividuals'
treining and experience against the
standards (n the regulation before
aulhiorizing them 10 work under the
license. (Also connistent with current
practice. any individual who does not
meet the siandards may ask for an
exemption from the tre and
experience requirements. NRC staft
will review the individua.'s trelning and
experience with the assistance of its
Advisory Commities on the Medical Use
of Isotopes. and may iseue the
exemption as & lcense condition.)

Enforcement

Under this tory schemae. o
licensee will be cited for failure 10 meet
the requirements of the regulstions or
license conditions (which would list. for
example. authorized users, locations of
use. authortzed methods of use,
suthorized byproduct materal and
inventory Uimits, and other si
limitations), failure to have o: bw the
written procedures required
procedures

efficiency. not allowin en instrument
cmuﬁuutom.-uln
unsubstantiated \n
calculations). Use of material can be
cuWﬂMbyuumnbym
dmemmu
without authorization would be o
violation of the regulations and the Act, -
which wor id subject the user 10 an
action.

procedures
application. The h;lc
receives requests {or permission to
modify day-to-day radiation salety
procedures. Because the regulstions will
Bow contain sufficient presariptive and
performance criteria oo which to base
enforcement actions. the NRC would
uuwallmnmehuunbmm
sefety procedurss without preparing »
formal amendment request, pa an
amendment fes, and swaiting NR
approval. This would not relieve the
licensee from the regulatory requirement
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10 comply with the regulsuons in Part 38
ot ip other parts of 10 IR Chapter |

Fow types of m changes will
still require formal license amendimenis
m:n New Mud The NRC -:‘u n:.nu

reiung sxperience of es
g:opoud suthorad user, Radiation

(ety Officer. and qualified \eletherapy
cailbration expert as described above
belore lislng the individual on & Lcense.

(leow:ygaluu. A licensee s
nquu:.w ny:olun(lu s
example. adding rediopharmaceu
therepy to & license that suthorizes

new applicstion. The suthorized user's
treining and will be
;.mm for " “m respec! :'

new use. procedures that
must be tied in of the
request will be for
completeness and adequacy with
respect Lo the new type of use before the
amendment is (ssued

(3) New method of use. Two

dovo‘ao{p-ouu may oceur but only one
type of license amendment will be

(a) If & new radicactive material

o el el b L s
safe or Its sufe use
m&auﬂm&m
established for an already esta

and suthorized use (for example. & new
lmaging agent administered by
intravenous injection), no license
amendment will be required. Instesd.
the new material will be added by
rulemaking to the lst of materials in the
eppropriate use specified in the
regulations. The will mail to
licensees a notice that says these who
are authorized tommht:mluthn ‘
group mey begin using the new materia
on the effective date of the final rule
thut adde the new matertal to the

submittod and NRC has not reviewsd,
two actions will be taken
(I)'hnwzmlwﬂlho“dby
rulem to the appropriste use group
umﬁ-muumm‘u
it he limited to pereons who
were licensed alter it was added (o the
use group and who have submitted the
mu::.duohm-uhv

[} tion packages. .

\l) NRC will mail to current licensess
& notice that says may apply lor
suthorization to use the new material.

With that notice, NRC will also supply & |

model procedure, which would becoma
amor&hWaMWh
10 & [or the new material. Those

ter / Vol. 50, No. 144 / Priday,

licensees who want 10 use the new
material will heve 10 submit 8 request
for amendment which includes s

proposed ure (hat will be
reviewed by NRC lor completencss and
sdequacy.

(4] New locotion of use. Two types of
amendment may be needed

(6) A requast W lesve one locstion of
use and begin warking (o & new
location, for example when moving &
privele practice uuw“olmq.uwn
moving wio o new hospital bulding, wil
Mvmhuwoﬂdbnmahuuw
up tion

&l Some ﬂ'-'-":: recaive packages,
prepare radiopharmaceuticals. and
peckage waste at & central lacility, but
actually use the matenal at
satellite locations. wight be o
mobile nuclvar medicine servi o that
rvvvidu tic services o clients’
acilities such as clinics, amall hospitals,
or nureing homes. or (t may be s licensee
thet has a {acility and outlying
clinics. If the licensee has been
approved to offer service xt satellite
locations. & request to add another
satellite location will only have to

application must completely describe
the entire rediation safety program just
48 & new application does. If &
submitted rediation safety
procedure, facility description. or

July 26 1965 / Proposed Rules
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CORLOUE L0 review user raining and
experience. The NRC will review site-
specific radistion salety procedures lor
compleleness and adequacy and wsue
deficiency letiars U necessary, bu! will
allow licensees 1o change procedures
thet were submitied in support of the
ep tion after conducting an inlernal
radiation safety umw change.
Howevar, the ngb! o procedures
does not relieve the Loensee from the
requirement (o comply with the
regulations. Amandment requests will
generally be reviewed just as new
spplications are reviewed. bul they mey
incorporate by relerence the original
applicstion and any previous
emendments.

Notes

Word Usage

In preparing the proposed revision of
Part 35, one gosl was 10 'emove
language that might be misinierpreted.
The | words used in the revision
may require clanification.

1. Licenses. The p::n (lndeu’ul.

artnership, corpore or agency

ﬂm on the license as the “licensee” is
responsible for compliance with
regulations and license conditions. The
licensee may effect compliance through
full-time or part-ttme empioyees,
contracts with consultants or servi
organzations, or other business
arrangements. The word “licensee” s
used throughout the regulation to stress
the fact that no matter which method is

i
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feceiving packages. Sometimey it 19 used
0 indicate & type of medical -
examination ur trestment. for example o
thyroid uptake study or & cesium
‘mplant therapy. without indicating the
amount of byproduct material \:3 or
the specific steps taken in handling it
T'howovdu,clubouuwmu
the number of patients cared for over s
period of time, for example an average
workioad of fiftesn procedures each
day In order o0 avoid confusion. the
phrase "method of use" eppeare in the
proposed revision. Each type of use is
comprised of several methods of use.
Eech method of use should identity,
explicitly ar by context, the
radionuclide, its chemical and physical
form. method of administration. and
PWD“:‘“ or therapy).

') and dosage In pharmacy. the
word “dose” is used tu indicate the
amount of chemucal adminustered: tn
radistion biology it is used to Indicate
the amount of energy ebsorbed
per unit mass: and in radiation safety it
18 used as o shorthand term 10 indicate 8
worker s exposure 10 rediation. ln order
'0 avoid confusion, the word “dosage” (s
used in the proposed revision o te
quantities of redioactivity that ure
measured with the base unit Curie. The
word dose is used to (ndicate quanities
of rediation sbsorbed dose or doss
eGuivalent that are measured with the
base unit red or rem.

5. Record and report. A recard s o
user-retrievable notation or ‘
document. It may consist of something
a8 small as & check-mark on a form or
something as extensive as o survey of o
newly installed teletherapy unit with
appended calculations to demonstrate
compliance with the lmits on exposure
in uncontrolled areas. A report s &

of information which might be
made face 10 face. by teiephone.

concept
complete examinatiou (s referred to as o
“test.” During field use it is common
practice to subject & piecr of equipmaent
10 & quick examination to detennine
who&ullhmmm
does not examine all parameters of
mmnﬁmhhm

revision this concept of perfunctory
examuination is referred 10 a0 8 “check”

7. Location of use. fo.dity. and aree of
use. The phrave “locetion of use" is used
o dombo the uh“.‘:‘t‘," or buildings
(typically iden Y & single street
sddrees) where uct material le
used. The word “facility” connotes &
room or contiguous rooms where
byproduct matenial (s used. such as &
nuclear medicine clinic comprised of an
office. an imaging room. and o dosage
mmm and waste storage room.

phrase “area of use" connotes the

space used by worker when

radiopharmaceutical other than the one
received from the authorized distributor.
Deletion of thie word in the

“dedicated” source) must be used every
uynmtmummtmm
10 expect from the instrument The
source may also be used for other
purposes.

11. Operab/e. The word “opersbie” (s
not used in the proposed regulation
because every piece of equipment must

C e e a ————

be operable. If & piece of equipment s
not operable or reliable. whether due to
old or sbsent betieries. incomplete or
improper maintenance. damage,
inappropriate use, or improper use. it
cannot be used 10 meet s regulstory
reyuirement because there is no
assurance that it accomplished the task
for which it was used.

12 lmplement. This vert (s used with
It ordinary definition. which is “1o
m sccomplish. or ensure
fulfi toi"

13. Promptly. This word s used with
its ordinary definition. which ls
“performed readily or immediately.”

Record Retenuon

The
liconsees make and retain records as
evidence of compliance with regulations
and uuzu tions. A m ‘:l
records during nspections ast
burdensome wey that the Commission
may be assured that the licensee has
developed and implemented & radiation
safety program. However, permanent
retertion of all required records, or
retention between (nspections, would be
unreasonable and would run counter to
recent guidance to regulatory urw.
that was mu.:‘ by the Ol!ﬂ? S
Management Budget. Therefore
Commission has. (o the yroposed
revision, generally adhered to the
ollowing policy

f 1
1. For Mm'm“n
Greated on a duily or example
cnd-oldcyolvz:uﬂowmm
recurring. sporadic. or periodic records.
such as Individual patient dosage
measurements or sw instrument
calibrations, the on has made
4 judgment that records retention for
two years provides adequate evidence
of compliance with requirementa.
2 lo a foew cases & record is only
created once or the Commission
Mdua:fh llll::ﬁmlﬂ
comp
that. if not followed. might cause an
immediate discernible impact on a
worker or member of the public /ur

example, requirements for the try
tml.!acdmnuhnuud

teletherapy dosimetry equipment
calibration. respectively). In those cases
the Commission hn'::du Ju

that retentian for the duration of use of
the equipment or of the license is

necessary.
Effect on Broad Licensees

In addition to the more common
“group” licenses whirh the NRC (ssues
that authorize by product meterial for
uses described (o the the NRC
has also issued about 300 d licenses
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under Part 33 thet include medical use
They are issued 104 medical/
scademic institutions that have had
several years experience using
radioactive matenals.

About 50 of the medical use broad
licenses that have been issued vest in
each insutution's Radietion Safety
Commutiee the suthority to permit
medical practitioners (o use byproduct
material for both patient care and
medical research, to permit individuals
10 use byproduct material for research in
lest tubes and animals, and to review
the facilities and radiation safety
procedures that these individuale will
use. Before NRC issues # broad license
it reviews the applicant's administrative

management procedures it will use
when reviewing permit requests. This
type of license is needed to allow for the
orderly evolution of the medical
sciences. The NRC will continue to
review Committee member
Qualifications on e case-by-case basis
because the size and individuality of
each broad um:,. program preciudes
the mnuu generic prescriptive
- \m: ply with the m‘dl -
req to comply
mﬂpun and performance criteria of
38, but would be exempted fro'n the
training and experience requirements of
Subpart | and the authorized materials
and authorized use restricuons in
proposed §§ 35.49, 35." 0. 35.200, 35.300,
35.400, and 35.500.

The other 50 medical broad licenses
thet have been issued are similar to the
license described above, except that the
Committee only has the authority to
permit individuals to use material in test
tube and arumal research. and only
authorizes medical use in accordance
with the groups in current § 35.100. The
NRC would continue to review the
training and experience of medical
practitioners before allowing them to
use material for medical use. Because
control of medical use in these cases is
the same as the! exerciscd over the
more common group licensees, the basis
for a determination of compliance will
be the same as tha! described below for
group licensees.

Because, whether at a group or broad
license facility, teletherapy is separstely
licensed “for treatment of hwnans” and
bucause the NRC reviews qualifications
of proposed users and salety
procedures, no significant
inconaistencies with current teletherapy
programs or new teletherapy frograms
are expected.
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Transition Policy for General Licensees

The general license in current § 25.31
hes been eliminated from the proposed
regulations. In the future, all medical use
will be specifically licensed. Current
general licensees. all of whom are
rhyuuuu. will receive & specific
icense that will be incorporsted into
NRC's [iling systam for keeping treck of
specific licensees. However. they will be
limited to the methods of use described
in the current § 35.21, and relieved, by
licanse condition on a pre-printed

continue to have an NRC license that is
limited to the methods of use authorized
by the current general license.

The on proposes, under
§ 170.11(b), to continue to exempt these
licensees from application and renewal
fses a0 as their programs are
limited to the material uses described in
current § 35.31. Under the new specific
licensing system. former general
licensees that want to make any
changes (n their programs, amend their
licenses, or transfer them to other
physicians, will have to apply under the
new licensing scheme and will be
subject to all the fees that apply to other
specific licensees.

The Commission proposes to waive
fees 1o former general licensees for the
following reasons. General licensees do
not now pe fees. About 90% of the 600
or so genersl licensees are inactive.
Each year NRC receives only s very few
requests for general licenses under
§ 35.21. There would be no NRC review
time needed and only & minor NRC
administrative cost (o process these
licenses. It would be unfair to charge
these licensees the fees lis'ed in 10 CFR
Part 170, and it would be more costly for
NRC to alier that fee structure than to
grant the exemption.

The current Part 38 also grants a
general license for in vitro work
described in § 31.11 to licensees
without requiring that submit an in
vitro registration form. Under the

regulation. applicants would

ve to specifically request this

authorization as a line item on their
applications. Part 31 will be amended to
continue the in vitro authorization for
current medical licensees until their
licenses are renewed. In either case, the
use of § 31.11 materials within the
inventory Lmits of that section will only
be subject to the requirements of § 31.11.
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Tr.nsition Policy for Specific Licensees

Under the current regulatory program,
the license document with the appended
spplication is used to regulate each
individual licenses. Because the
requirements in the proposed revision
were taken from commonly used topical
license conditions and regulatory
guidance that most licensees have
incorporeted into their applications, the
Commission does not expect any
significant inconsistencies between
current llo:::u 3&.“0;:.!0"
programs radiation safety programs
of applicants that apply after the
effective date of the propsed stions.
oty b e g ot s

al not comply
with the new reyulations. However,
because each current licensee's
radiation safety program was review ed
individually and license conditions we.2
tallored to meet the licensee's individual
needs. there may be an occasional
inconsistency between a license
condition and the regulation (for
example. & license may require survey
instrument calibration biennially, but
the proposed regulation would require
calibration annually). There is no health
and safety reason to undo these licenses
;o effect muuu with the muon.

o impose the regulation in o
or in Lieu of the license conditions would
not provide for significant additional
health and safety. The Commiosiun
therefore proposes to resolve possible
temporary inconsistencies between
Uotaz”mdlg.m and the regulation by

Vi in the regulation s transition
o od between the effective date of the

rule and the expiration date of
each license. During this transition
od. if there is an inconsistency
tween & provision in a license (issued
prior to the regulation) and the

regulation, the tion
mmlhlubm“ tion would
take precedence over the regulation.

reviewed from the perspective of overall
salety and approved by the NRC. the
inconsistency would not result in an
increased risk to warkers or the public.
In addition to the topical license
conditions mentioned above (for
example, sealed source leak test
requirements. spacial bioassay
requirements, radioactive patient
surveys and releane limits, or waste
disposal restrictioas). each specific
license has an encompassing license
condition that requires each licenses to
possess and use licensed material in
cmmmmmxlunmnu.
representations, procedures
contained in the license application and
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in letters of clanficauon Despite thie
encompassing conditign licensees
would be allowed 10 make changes in
their radiation safety programs:
permissibilo che would be restricted
10 those identified in § 35.38, and the
licensee would bave 10 conduct the
inlemal review required by that section.
In the case of record retention, the
regulation will generally take
precedence because, in the past. the
Commission has not offared much
:mwm on this topic. Many applicants
ave either nol specified & period of
retention or have incorporated & singie.
&li encompassing record retention
prirase “until ‘he Commission suthorizes
their dispossl.” rather than sLoudering
the burden of justifying to NRC s shorter
period. U & record (s substantively the
same as & record described in the
proposed regulation and the licansee
has not stated a retention penod for that
specific record, licensees could adopt
the retention period stated in the final
rulemaking. However, licensees would
still heve to comply with any record
retention period sequired by a topical
license condition or another Part (for
example Part 20) of the regulations. (For
example, surveys that provide the basis
for occupstional dose records or
messurements of effluent reisass are
governed by Part 20.)
NRC does aot cwn:ll{ review
qualified teletherapy calibration expert
credentials. and does not identify the
Samu&n“ Safety OMmN.cm womuldu“m'
nder proposal.
'0 review their credentials and ldm
both of them just as it does now for
authorized users. To add current
licensees 0 this new scheme. licensees
would be required to submit their
credentials for review and approvai
when the next amendment or renewal
request is required. These individuals
would be identified on the next license
amendment.

The NRC pa roquests public
comment on this transition policy and
would like to know if licensees envision
problems of int tation or
complience that the staff might not
[oresae.

Discusaion of Proposed Regulations
The primary purpose in initiating this
revision to the regulations is to simplify
the regulatory process by providing
licensees with a single aource of
requirements for the medical use of
byproduct meterial. Radiatioa
protection standards oow oo::hd in.
several existing regulations. lnspection
and Enforcement arders thet modily &
single license or group of licenses,
technical reports (NURECs), standard
conditions of licenses, and regulatory
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guides would be consolidated into o
concise set of regulations. The
roquirements that apply to al! licensees
appear first, followed by the specific
requirements for each of the six tasic
types of use.

in the proposed regulation. items of
general information,
sdministrative requirements. and
general technical requirements are
addressed firet in Subparts A through C.
respectively. Subparts D through !
conteia the additional technical
requirements that apply to licensees for
each of the six bew types of use.
Subpart | lists the treining and
expanence requirements and Subpart K
lists the penaitias for violations of the

nﬂhw to maintain

among the vanous parts of NRC's
regulations. conforming amendments
have been made 10 the affected sections
of Parts 30, 31, 32, and 40. These
conforming amendments can be lound
immediately after the revised Part 45 A
section-by-section discussion of the
proposed revision of Part 38 follows.

Title

The utle of Part 35 has been changed
from “Human Uses of Byproduct
Material” to “Medical Use of Byproduct
Material” to better reflect the scope of
the part.

Authority

This listing prowdes notice of the
statutory basis for the regulations. It
also provides notice that the NRC may
initia.¢ criminal ;' nsecution of persans
who knowingly and willfully do not
comply with the prescriptive
nq:mmonmu under section 101b
or the reco and reporting
requirements under section 1610,

Subpart A~General Information
Section 3.1  Purpose and scope.

The regulations (n this part apply to
sl parsons licensed by the Coramission
to intentionaily administer
material or the rediation from b
material to humans. and to individuals
working under thetr supervision.
Section 382 License required.

"t his section requires that persons
have o licanse issued by the
Commission or an Agreement State
before they handle b material
for medical use. The ‘ uses
the specific Licensing process o limit the
use of byproduct materal 1o persons
who have the equipment. facilities,
Uaiung and expariencs needed to
ensure ita safe use. Individuals who are
waorking under the supervision of an
authorized user do not need a licanse
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document. but this does not relieve the 4
of the requirement to conduet thewr vork
in accordance with requirements of the
license and the regulations of .ais
chapter. The licensee rems’ @
responsible ‘or the noncoiapliance of
such agents or employees. and may be
subject 1o sanctions for thewr failure 1o
comply.

Section 35.8 Information collection
requirements: OMS Approva/.

of};hu om- provides aou'w« h‘::
ce t and

reviewed and spproved the information
collection requirements contained (o this
part.

Secuion 38.18 Definitions.

The term “Agreement Sitate” spplies
10 those states that have entered into an
u'nm::u \m:u NRC 0 m "
responsibility for regulat use
byproduct matenal within their borders.

The word “ALARA" was added ton
identify the acronym for the phrase “as
low as ressonably achievable.”

The term “ares of use” was added to
identify a place in which byproduct
matenals are received. used. ur stored.
The term is used in § 36.20 to authorize
licensees to use byproduct matenials in
rooms. suites. or building wings not
identified in the application.

The term “suthorised user’” was
added to identify individuals who are
identified by name on s license and who
are authorized by the ' or an
Agreement State to administer
byproduct material. or the radiation
therefrom, to humans for medicai care,
and suparvise its use by others.

that NRC recognizes that States :l‘y
have different difinitions of medi
practice or different levels of control
and that licensees should not interpret
that NRC license as o pre-emption of
State medical regulations or an attempt
to direct the States' regulation of
medical practice.



The word “medical institution” wae
edded to identify otganizations in which
the redistion safety program depends on
the cooperstion of individuals lrom
several different departments.

The word “mansgement” was added
10 identify ti.e individual responsible for
defining the licensee s policies and
ulloceting personnel. budget. and space
resources.

The word “misadministretion” was
included to define those instances in
which & mistake has been made in the
medical use of byproduct material. The
definitions are the same as those in the
current § 35.41.

The term “mobile nuclear medicine
service” v: added w0 describe z&o
transport material
purpose of offering di tic nuclear
medicine services at a other
than the principal business sddress of
the licenses.

The word “output” was added to
describe the amount of radiation in e
teietheiapy beam.

The word “physician” was included to
identify (ndividuals licensed by the
o S e v
t eligible to use
oy

The word “podiatrist” was added to
identify a group of practitioners licensed
by the States who might use byproduct
materials in their practice.

The term “qualified teletherspy
calibration expert” was included to
replace the term “qualified expert”
which is used in the current § 35.2¢. The
new term better reflects the tra
experience, and responsibilities of the
individual who is responsible for
calibrating a licensee s teletherapy unit.

The term “Radiation Safety Officer”
was added to identify the individual
named en a license and who is
responsibie for managing the licansee's
rediation safety program.

The term “sealed source” was
included to identify byproduct material
that is specially encapsulated 1o prevent
leakage or escape during use and
sisrage. It is the same definition as use
in § 304

The term “visiting authorized user”
was added to identify individuals listed
as authorized users on one licanse who,
while working for another licensee on &
temporary or occasivnal basis, use
byproduct meterial under the
restrictions of the temporary empioyer's
license, which doos not identify the
visitor as an authorized user. This
authorization is based on a frequently
used topical license condition.
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Section 3516 Application for license,
amendment. or renewa/

At an institution, only management
may epply for & license: individua!
rhyumm would be listed on that
icense as suthurized users. An
individual physician mey not spply for
use within & medical institution (an
organization thet provides various
medical services) This requirement
reflects the need for coordination with
other employees who may not be under
the administrative control of the
authorized user. For use sited oulside o
medical institution. such as for private
prectice or mobile service. any person
lu; apply. An application must be filed
on Form NRC-313 because it el.cits
information in an ~rderly manner that
will allow for uniformity in application
review '

Teletherapy applications must be
submitted retely becaunse the scope
and nature of information needed is
much different than that needed for the
other types of medical use. This
requirement does not imply that the
applicant should have two separate
safety programs.

This section alse reflects the
Commission's decision to delegate to

nal tors some licensing

functions which. until recently. were
conducted in the varters. This

wgy described in Federal

notices published May 27, 1962
(47 FR 23138}, April 14, 1983 (48 FR
16030). May ©, 1984 (40 FR 19630), and
April 18, 1085 (50 FR 14002).

Section 35.17 License amendments.

The Commission requires that the
licensee obtain an amendment for any
changes in the byproduct material
program that might increase the
potential .l:‘ radiation exposure l0

changes are potentially signiticant for
the following reasons and thus will
require an amendment:
. mmhm must Nmund.t::l the
censee has adequate training
experience and lcdm‘l.ut::lm
authorizing a change type or
method of medical use or amount of
byproduct material used. Such s change
might also indicate a need for increased

inspection

(2) The une of byproduct material st
an address not idantified on the licensa
would make it impossible for the
Conmission to make unannounced

of this part, the phrase “location of use"
relers 1o & building (Moving from one
room 10 another within & building would
not constitute & change in location of
use )

(3) The Commission must be assured
tha! the training and experience of
Radiation Safety Officers. suthorized
users. and qualified \eletherepy
calibration experts is sufficient 1o sssure
tiat they are able o understand and
follow regulations for the safe use of
byproduct metenal.

Section 38.18 Notifications.

A notification requirement was added
1o require the licensee 10 notify the
Commission if an authorized user,
Redistion Salety Officer or qualified
telet calibration expert is no
longer affiliated with the licensee s
byproduct material program. Without
this notice the NRC would not have
assurance that the collective training
and experience of the licensee s
remaining personnel is adequate to
ensure the safe use of byproduct
material for all the types of use
authorized by the license. The
Commission has made a judgment that
notification within 30 days is sufficient
because technicians who have worked
under the supervision of the authorized
user can adequately ensure the sale
receipt and proper storage of byproduct
material. However, absence of an
individual tb oversee & byproduct
material prorram may incresse the
probability of an sccumulation of
unused byproduct material or
unauthorized use of matenai. This

resents an unacceptable potential
azard.

Section 35.28 License issuance.

The Commission has selected a
license term of five years. A shorter
term would not benefit the public health
and safety because past experience
: .l“ :h.n'uo tly “t::
general'y signi over that
period uf time. A shorter term may
unduly interfere in patient care because
the licensee would spend an inordinate
amount of time requesting renewals. A
longer term may occasionally result in
unintentional abandonment of the
license.

The applicant must use Form NRC~
313 to provide for an orderly safety
review of the applizant's program. The
Commission will apply certain
vtandards when reviewing an
application so as to ensure that the
screty of workers and the pubiic will not
be compromised if the license is granted.
The stafl must be assured thet the
epplicant’s proposed equipment and
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[atilities are adegquate 1o protect health
end minumuse danger 10 (il or Broperty
§ 30.33(61(2)), and that the svthorized

ubere aro quaklied by travung and
expenance 1o use the matensl lor the
Purpesas lieled in tho application i
such & menunes a0 to protect haaith end
minimise danger 1o life or propart
(9 30.33(a)(3)), and tha! spplicant hao
eslablished adequate 10
§ssure et sale uae of byproduct
matenal

Concarning fees. Congress hag
directed that agancy services. such as
licensing and ingpaction. must be salf-
Suslaining o the extent poasible.
Section 35.29 Specific exempuians

As part of an application o7
amendmont requact. a mu may
request an exomption eny
requirement of this pert. The NRC
occasionally recpives requests for
exemptions from procedural, equipment,
Or fraining standards. The Commission
may sllow the exemption (f the
applicant can show that it will not
compromice the heaith and safety of
workers and the public.

Subpart BesGenara/ Administrative
Requirements

Section 3830 ALARA progrom.

An ALARA program ie » management
tool necded te asaure that sll resconable
efforts are made to assure thet safe uag
of byproduet matemsl. (See
‘Managemaent Crganization and
Administration for ALARA' by Kathrom,
Health Physics. Vol. 42. No. 2. February
1982, p. 119=131. and ‘Radiation Safery
\n & Nuclear Medicine Department. by
Candsman et al. Mea/th Physics, Vol.
J38. No. 3, March 1980, p. J69-408.) In an
institution many workars from differant
departmants might be occasionsily
exposed to byproduct material. The
Commisaion has made a judgment that a
lormal ALARA program io the only
Mmanegamant (0ol that can sasure o
coopsrative aflon 0 reduce individual
&nd collective does and eneure regular
safety rewewr Specific requirementy
usuully considerad par of an ALARA
program are required by §§ 38.31 amd
35.02

The ermual briefing of mansgement by
the Radistion Safety Ofcsr on the
byproduct material program is intended
10 assura that licaneas managemsat
knows what kinds of byproduct material
87e ussy i which 2. which
workar are invetved, it oaq, the
regulatory requiramants that govem ity
use. and current and polentie! radiation
safaty problems. Manragerent nsedo thig
information to enaure thet its decwions
do not inadvartently rosut ie activilies
contrary to tha regule tione o2 loenss
conditions.

In thio proposed rulerasking the
Commisaion has not required non-
natitutional licans®as, swch a9 ane or @
few physiciane in privaie prectica, \o
have a lormal ALARA program becausa,
for those licensees the physician
suthorized uaer 1o uaually slso the
Radiation Safety Officer, managemant,
and the line manages. Hence, any formal
ALARA repost requirement would
congigt of the physician reporting to
himsell. Howavar, the Commussion
would appreciate commeats as to
whether a// madical licansses should
hovulomtAMMmu U so,
should small licansees conduct ap
intarnal ancual review or should that
review be conducted by somacne who (s
not aseeciated with the licanses o
mu o day-te~day beaio?

1Gre are st the
exhortetion in 10 CFR 20.1(¢) to make
avery rescanable effor to maintain .
radiation exposuses and relcases of
radioactive materals ALARA applies (o
medical licansees.

Secuion 3831 Radiotion Saefety OMicer

The Radiation Safety Officar is an
Individual with spacial expertisa who is
:»duumm uthuulouuo!“

ypreduct matanial in accordansa wi

liconae end e Commiseisna o

Section 38.38 Raciation Safety
Commitizs.

The propeesd Part 38 requires
Institutional licensecs 1o estabdliah a
Radiation Safety Committee 1o oversee
the use of byproduct material. The
commines o required bacouge. in en
insticution. radiation safety for a//
\;orku;u (users und ammliury staff) cndd
the public depante on couperation
omp&oyso: trom odnm&mawliy“
82Darate departmenia. Withaut
banafit of commitize dorveeicn,
authorized usare @ey not be oware of
redistion safecy oceeide thote
own depariment that are causad by thair
patiente, pack ar wapte. The
Committee's deliberations will provide
mansgemant and authorzed vesre with
informetion that iv needed 1o optimize
allocation of resourcss available foe
radiation eafety. A Commitiee & not
required for licancoes that are no?
medical inatitutions becsuse such
orgaiuzations gangrally do not heve the
multi-armed. multi-tiemd mansgament
structure typical of medical mstvtutions.
In no.-tn::mm the suthorinsd .::sr o
likaly 10 be part of manageEmaent e
line supavvicer (or anaillery wortore:
therelore a formal committee oeoture
would serve no ucaful purpees. A
similer reguiremant weg pabdiiched g9 o
proposed rula on April 9. 1979 (44 FR

21029). end ae a final rule on September
101962 (47 FR 0149

Commitiee membership must include
& phvsician identified on the
Insticution s license as an authorized
user or byproduct matenal lor eech lype
of use parmitted by the licenss. the
inslitution ¢« Rediation Safety Officar. o
represantative of the institution s
Mmanagement. and & reprecentative of the
nureing servica

Insututions the: only request & licanse
for diagnostic seelod sources will b
exempted (rom this requiramant by
license condition bacarae the rediation
salety program wouid not depend on the
co,(':porou:n of mmwdm “wuld
differant departmants. wo
amiva infraquaaitly, thars woud be no
chanca of conteminating &n entire reom
or suite. no redioactive westa, no
radiosctive patients. and little chance of
089 of materal.

To assure the safety of workers and
the public in light of site-specific
exigencies. the Committee muat review
on the bawis of safety: (1) The
qualifications of ogch Individual 10 be
listed ao an authorized ucar. and 2)
each proposed method of use. In ite
reviews. the Cornmittee should conaider
compliance with NRC regulations,
special phyaical o7 chemical
contaiamant probiems, the emount of
byproduct matarial thes will ba upad,
and the relative bazasd of the mztenal.
all gn light of the licenssa's focility and
staff,

The Commities must review
occupational exposures Quarterly. A
more {requent review would
Inéppropriately emphasize normal and
expacted statigtical variations in
exposure date. A leas frequant roview
would not provide for timely notica of
unneceseary or unnaecesearly high
doses.

el w“d
by two levelo for
doeea. The lowar leval would be o
minimum leval below which no
nead be taken Above the minimus
level. the cource of expesure should ba
determined and considermtion gieen o
Methods of reducing the expocare rete.
The higher leval shouild
immediate intervention by the Radiation
Safety Officar to reduce the n.:em
The commuttes should review
appropriatances and completarsss of the
Intervent.on. and shouid devalop s
permaneat solution to maintain dosss at
& lowar leval.

The annual review of the salaty
program is neaded to determir s Ite
adequacy in light of the curre .* and
projected use of all byproduct naterial.
In the Commiseion o judgment. & review
at least once each year i3 adequate to




ERRure thiel erposures remein ALARA
compidering (e few pragrem

SOIUB NS (Ypicai) maae Swdg ey
Fngie yek!t More Lie beiween reviews
MEhE Dol Fermi e Gommiiee Lo make
mely recommaondetiom (or reduring
URRECEERRrY worke! public. of Lauenl
exporure by for exampie changing
spece kiloceion purchasing new
Squipment ar shenging proced wes

Section 3830 Reruireeen! for
outhowrty ong siaimmend of
responsmbiiives

To enwure that matens! (s used salely.
the Redistion Salety OMoer end
Fudiauon Safery Commities need »
Clear stetement of thewr duties from

manegement v the
Lvihonty. responsibilty and

\ shout
ty. and
uredichion do not keep these
individuals from scting

Seciior 38.34  Visiiing avtharaed uer.

The urunterrupied provison of
medical care socasionslly reguires o
visiting suthoraed user 'o work for o
host Lioaneee

copy of another lioensee 3 NRC |icense
thet listed the visitar &5 &n suthoriaed

recuest
scope of bas been
expended to allow NRC licansees o
empioy Agreement Siate suthomrey
users. Because the visiting suthorved
user s treining and experience hes been

pose an undue risk 10 public heaith and
salety. The

| ONE where the LcaRSEe 10 IEN oI
Ve Clear and GIreal oonirs) over
persounel. laovkites, or eguipment The
Commussion will sontinue. on « oase by
CAbe Lesa W suthonse proviser of low
level radopharmascevucsl thers py by

peraussion from the
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meteriel or wfferent kunds of meteras
Uen perauiied by ihe heense
Delore uning meieral of locelions nol
Lisied on the Licanse. Thets ere iajor
Change: o o hoeneee o redisuon salery
progrem for which 8 Loanse stuendmen
would still be required (see | 3817)
Under this proposs sl oiher changes

fguIpment
quelity sssurance procedure) would be
Minor Ghanges.

The Commission would sppreciate
COMIBOD 0L Lt IN0)O, Bnon @ viding
line of Ureshoid o U dvidung e
Gaar and ! Are Whare other



Section 3808 Supervision

The suthoraes user i sllowed 10 une
Lyproguct metensl in the orectice of
medicine Freguently ap.

However (1
mruzt & qualified individusl
Instruet o oversee thewr work on ¢
frequent basis. and be evailable o
prompuy respond in unusual or

measure o range of quantities. The

economy snd the NRC unes
voluntary netions) stenderds on ity
repulelony progrem of they provide
soeQuate snsurance of selfety | The
scuvity levels of the scowrecy check
POURCEN ware chosen beceuse & lower
“etieity would invelidete the scoursry
tent dur 10 expecied statistical

i
4
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2
§

|
i
f,

before it ie
mnonmmm.
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record of the ansey maulits This
TEQUIred L0 ensure thet the patient
TeCEIver the imtended dosepe The time
¢ which the messurement must be

made hae been purposelully orited 1o
ellow for fexibility in lioanses o
procedures

A wimilar requirement wes published

uoo‘nmm. .
(46 FR 43040). The comment period on

Section 38.59
on — mz
brachytherapy sources.

T\:’“uuwhnnm»
manulecturer's instructions use
my»whu-mbm

b rediaties s o o o
Projection repory %
o ’
- : l-q“ Pubitce iome
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Seclan 30580 NLOmmBENGs § Tutumum
deteciobie imit of 0.008 microocnes lor
CQUIPMEnt used 10 mespure fead ep!
samples Thip level is slee oomisten
b the reguirements of other pams of
the current regulstions (see. for
evample B 515 and 2425, and u anly
Sligbl) dugher than the munurmun
Ueteciabile scuvily extuteind by
;n{.muw ovailabie 10 Iansaen

(1) ble reciation
ot e o 1 g i
redistion survey assures

s;gt? ti
‘egiglfl.
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WaVduel hangling & vl of byprodeet
melerel

Section 3562 Syminge lobels ond
£ 3560 Vio/ shiele lobels

Some misdmunsUsLans heve been
chused by socidentally mn‘r‘.? viels
or syminges. The proper tabelling
conteiners will help 10 svoid this type of
mitake.

Section 3870 Surveys Jor

contaminelion and amb.ent redotion

EAPOSUTS rOle

Mw: ﬂuu:h"\b
ootl, (| Le

F)TAGE O 0ame radioactive weste mie)

be musied This would resul! in

sttenton of 'ﬂ\.‘.? The weekly

exposure rete survey of wasie storage
areas will ensure thet exposure retes in

A patien! whase body contsins
byproduct msienai is ¢ soures of
extarnal racis ion and can be &
of redicactive can taminetion. The
potiant shouwld! ot e reisssed troms Whe
clinic or hosptal wotil une ressdual
rediosctvity in the patiant i at an
scceptable The Commasine
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measurs of safety for e genersl pubil ¢
ond Waet fumher reguctions o public
CEPORUre 1% DO ressonkbly sChievatile
Consoering (e ouel aDO poien el for
detonmentsl eBeet from an
unnecessardy lang hoepital seafinement

Section 3580 Mobie nucleor medicine
rervie technical requirements

The Commisaos hes imited
rhdiopharmecestic .| transporistion by
theee licensees 10 urvi dosage and muil)-
dose viels of prepared

The Commwnion did no! suthorie
rensporisuon of genereiary hece use
they are neeoad by pereomns wte do no!

Mvoddl;u-u-zd
rediopharmecevtionis tock of
sccess would e eantrery to the

r::“‘“' promnuty required by

The service must remove ol
rediosctive werie genereted during the
use of bypraduct metens st s chent
locsuon of uee bece use the Commission
has N0 asswrmnce et the cient @
equipped 10 salely receive and process
rediosctive waste. Because there i no
sosurance thel the Ucensee can Gontrol
CCoens 10 areas of use while warking
& fucility that & under another person o

malenal hos
been removed from the ciient locetion of
use. The mobile neciear medicine
service must carry & calibrated survey
meter to moniior exposure and
Contamination (b case of any sccadent
the! mey result . o ressase of byproduct
uu-n{
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primarily st longer helf ived matensl,
bre not necersary lor shor hill lived
radiophermeceuiionl wesie Therefore.
short hell-lived waste can be erempled
{rom the requirements of § 20301 A
secey period of ten hall-lives was
chosen beceuse || represents &
thousend fold reduction in rediosctivity,
This enew o1 that, in most cases.
byproduct mutenal will have dece ‘od 10
vels below those in § 3071 which are
Guentities thet under certain ordingry
conditions. are exempt from o
requirement for o specific license. The
reguistion would only allow decay-in-
slorage for radiosctive metensl with )
hall-lite of 68 days or less becsuse
slorage for the required ten hall-lives
would be in excess of 680 deys end
more sppropristely considered
permanent storage. (Consistent with
curren' practice. the Commission will
consider on & case-by-case banis,
requests (o decay longer-lived material
or 10 decey for fewer “ives.) Waste
Ukl be monitored 10 assure thet

lved waste was not sccidentally mixed
with short-lived waste and that no
waste has been added 10 the container
Since it was sealed. When the waste is
monilored. neither the waste nor the
Survey instrument may have any
radistion shieiding because it might hide
the presence of long-(ived uot
matenal in the waste. The requiremant
o remove or obliterste redistion labels
0§ 20.206(M(4) and i included here
for completeness. Genersior columne
must be individuslly monitored because
they coniained larger amounts of
rodiucﬂvn{ and also mey have small
emounts of long-lived contaminants

Subpart Deptake. Diluon. and
Excretion

Section 38100 Use of
rod for uptake,
dilvon and excretion studies. and
o T ey
fenerctors, reapent kits |
and locelizovon studies (§ 38.200 1 alse
discussed loter).
Dmopmlchnnuubyh
FDA have & label or nsert that
specifies the FDA-¢ yproved use.
physical form. route of sdministration,
and dosage ranse. NRC relies primanly
on FDA's determinstion of & radicsctive
j effectiveness

{ Vol 80. No. 144

/ Frday, Jul

The Commission notes thal the FDA o
COnsIdering & change in (18 regulshony
for reviewing the salety of
nvestigationsl new drugs end new uses
of epproved drugs (see 48 FR 26720,
published June & 1083). The Commission
Mey revise ity reguletions
investigationsl new druge end new uses
of spproved drugs afier reviewing FDA o
final rulemening

The FDA also suthoraes the
Radiosctive Drug Research Commiitee
(RDRC) ot an institution 1o mview and

u--uu.aumqum

listed n § 38.200 were taken from

0 o 0! ) o e
was not in

revision because the Commussion

:&wuu&umm

T —— ——————
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Subpart E—imoging end Loce/wotion

Section 38.200 Use of
rodiophormoceviicols. yeneroiors ond
reageni ki for .meging and localizoton
slvaies

Xenon 133 as o ges or e saline
solutiun hes been sdded 10 this group
Manulacrurers are currently distmbuting
Pt s Rt i
pursuant to revision is
sdopted by the Commission these
manulacturers would heve 10 apply for &
lloense amendment 10 distribule xenon
pursvant 1o § 3272

Gortinuing medical research,
m be lound for

spproved re

new uses. mey require ¢ different
dossge. route of sdmunisvetion ar
physical form. may not appear on the
manufecturer's label or package insert
instructions. It wes uﬁ:‘c :;ng'uu that
resulted in & petition - George
V. Teplin (Docket No. PRM-38-1)
requesting an exempion for To-20m




The Commission believes thet s .
system that \
o sontrol)

/ Vol 80. No. 184 / Fridey. July 26 1988 / Pro

m?«a:mm uu'd (e) The
ln: ve approved for medical
use by the FDA
Section 38.3)0 Sofety inetruction and
§ 38 420 Sofety inseruction

In the houpital setting the use of
byproduct matenal

their relesse 10 unrestricied aress mey
result in potentislly lethel redistion
exposure 10 members of the peblic The
Commission hes made o judgment e
umnmntdqunptcm
patient is necessary 1o ensure public
sefety. Section 38 604 requires the! the
licensee prevent the patient from lesvirg
the hospital o clinic until all temporery
implant sources have been remcved
The records required by this section
=ky be ameigameted with the records
required by § 35408 there is no need o

The licensee needs a high level survey
instrument o measure exposure rates \n
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Secuon 820 A vorlobiinty of survey
retrument :

The Lcensee needs & survey
FRFUmEnt 1o messure the exposure
reles around o sesied source
(hal was just received or that s 1o be
relumed 1o the manulscrurer and 0
survey for contaminstion in case of an
scuident that heve sompromised
;:n mw.t.y: sesled source

owever, LBE 0 BOUNGE ExChETIpe 19
AN infreguent and scheduied event and
Deceuse o harardous scciaent would be
& very rare oocurrence. the Comumission
believes that it i sufficient. for safety
Purposes. 1o require the licensee o
MK AITRNgEments 10 borrow of rent an
Insirument or contrect with ¢
MESIWEMEn! service whap
Messwrements are necessary.

Subpart J— Teletheropy

Seciion 35.800 Use of 0 secied source
N o teletharopy unit

This s s new t of use group
eslablished W with & well
estabiisbed type of use. Salety messwes
that now apply to s} Licensees withia
this group have been used over the
yeurs and are reflected in these
proposed regulations.

Secuon 38.608 Maintonance and repaw
resiricuons, and § 38.645 Five-year
nEpection (§ 38.048 s 0ls0 discussed
loter).

These sections provide notice that
only specially licensed persons may
mantein adjust or repair teletherapy
units because this of work requires
special training and equipment i order
10 be done safely This work i licensed
under Part 30 of the Commission's
regulations.

Section 35.600 Amendments.

mumum-'“':o( m‘::.n )
| L} L]
change described in Wiese

increase in recliation ievels  excess of
untmumwmnmm
service of o qualified tele

‘l.c“ "3-.:. of
element in uwe of o
tele macn-u-ho
that only o individual

liconse. -

Section 38.800 Safety instvetions.
Emergency instructions must be

posted (o remind individuals of the

proper stepe to be taken in cose of an

emergency and 10 identify individuels to

Federsl Register / Vol 50 No. 144 / Friday.

be notified wn an emerpency The
Commission believes this s #is0 an
CPProprisie piace 'o remind workery
el umportant o enewe et only
e peuent o e reom belare (uming
he wnil on The reminder w neor sary
becouse it 9 possible thet when two
wOrkers are stetioned an ane
eletherapy unil oue warker mey
inedvertenty turn the unil on whes the
other worker 0 still in the vestment

olwmh-uuMQMM
body o matier of minutes J the
source were not used safely.

Section 38.818 Doom, interiocks. and
woming sysiems

NCRP Report No. 87, “instrurantstios
and Monitonng Methods for Reistion

Protection” on 42 states thal o
survey of o new

e ——

Section 38.621 Rediotion monioring
device

assure
hob.. -01‘. equipment
requirements are the a8 the
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Federsl

compared 1o the response of the other
syviems i ench sypiem messures the
SRMe retinlion dose inTads thiy
Provides sspurance thai esch sysiem n
working properly Note thet when
instruments of o/ Mewni mevological
Gueiity are exposed 10 the same
redintion dose. 1 0 referred to o0 &
COmpareon relher 1!{:» an N
wiercomparison ) This suggestion hes
been incorpore1ed into these proposed
reguistions. The petitioner also esked
that the Licensee

PURRELION Decaube
110 not sware of any scentific study
m& shows thet such checks. when mede
with owrently sveilabile *quipment. are
B hian hanpess calbre
o tion.
erefore. the Commission has no basis
10 sevume that penodic constency
checks would necessarily provide
incressed sssurance of proper operation

Section 38.832  Pull colibretion
meosuremenis

gi
i

i
gégggét
2 aigif
§§§ gtl

EXPOBUre rele i uncontro
w80 been added. The
lo perform all
chlibreted

:
i
fig

Hal
i
i

i
;
§
:

¥,
3
£
§
1

[ Vol 50. No. 164 / Pnda

due 1o source redionctive decey To
ENBUTE BeCurele dose Oelivery (he
FERULELOn reguites hat Licensens
methemaichily tehe this inlo sosount in
Ghloulating patient doses The reguistion
reQuIres thet the licansee use time
periods ol not longer than one month

what meking decey chiculetions This
will ensure that the sctusl dose doms not
dilfer from the calcuieied dose by more
then one peroent due 10 this decay emor

Section 38.833  Periodic spot-checks.
ond § 35.042 Sefety checks for
teietherapy fociliies

on-uff ervar. The sccurecy of

localization devices hae been sdded.
Error in vither may rescit in incomect
sdministration of radistion The
Guslified wietherapy calibration expen
must review the results of the spot-
check measurements within filteen days.

BOUrGE lebage radintion levels for
SEVETRL YRR B0 License cOnditions
They ere consistent with guisance brom
the NCRP in 11 Report No. 33 Medicsl
X-rey and COMN‘-"'O\’ zﬂoﬂlon for
Energies up 10 10 ' Bguipment
Design and Use.” Section 4.2.2 The
Commission hes mace & wdgment thy
they wre sufficiently restmetive 1o keep
EXPOBUres &0 low 8) reasonably
ieveble. The required locetion of the
colimators dunng the head leabape
survey 6 6 new speciflicetion 1t i besed
on the faet thet. for individuals who
receive most of their redistion dose from
working sround & source in the “off"
::amu the collimators will normally
o the setting used for the lest
Urestment

Section 38.645  Modificotion of
teietherapy unit or room before
beginning o treotment program

The section is needed 1o reguire that
Leensees tehe prompt sction 1o reduce
EXposure retes in unoontrolled arees
thel may be ceused by errors 10 design
or construction of the eletherapy
fucility.

Section 35.644  Repors of teletheropy
surveys. checks. tesis. ond
meosurements

Given the potenisl for high
10 workers and the public from

Many licensess replace teietherapy
sources &t five &:‘u intervals. Requinng
¢ mechanical ot five year
mhluuu\:v‘.m the seurce
mﬂm“hc‘w




Svbpan j=Treining ane Experice Sections 35 M bl 38001 38 820D ),
Reou remen .

A combinaton of theare tical and 8000 b). and 23000110/ and
Precuesl veining and experence
NeGEssery 10 sesuwre the sefe use of The critems identified in these
byproduct metenal The ariters in

this mmb—d’d the staf?
subpar were developed by the sall with the ssssiance OMUT over
with the sdvice of the Advinary

Commutios on the Medical Use of bes mede o judgment bt for sech type

of use. the veunung and svpenence
sotopes (ACMUT) The reguirements for
the Radistion Safety Officar have not desaribed 10 necessary 1o ensure the

similar 1o those required of o quelifed

Cxpert pursuant 1o the current § 38 24 nsutution under an s uthoraed user
Consistent with curent practics. preceplor because usually only such an
ndividusis do not maet the and  Individual b 0 leach the
txpenence standards the VRC tlinical use of byproduct metenal and
review theit credentials with regard o 1 1be expenence were uot received ot
the metensls requesied and these ‘IMNMNM“.&““‘“
tlandards and make suthortmations on ¢ E8y 10 receive axpenence with all the
cane-by-cone basis methods of use commanly used or all
The Commission has received and is probiems sseocis e
wilh the safe hancling of byprocuet
nmmlt“dm -l
review 0 being handled as o separete Sections 38.810¢) and 38.920r¢)

Sections 38.%000), 38.91000). 3888000 ), w\o m‘m -::? 'le:n
that

I580N0 ) 38.04000). X8.041(0). 38.980/0), Commission has made o judgment
J5. 98 ¢), and 38.081(e),
- Goncerning iIndividuals who have successhully

cery
mwn

The Commussion has made o judgment have received traiting

the! b some cases. certifice o by an ® e ma taral

spproprste professional board provides

proof of sdequate reining and Sections 38.801 and 38.9°0 Curvent

rxperience because the criterts which Radiotian Safety Officers and

mahwhmmhh::o Authorized vsers.

more stringent training

*xpenence required by the Commission. M:‘m"‘"“l -

Rodiouon Safety Oicer. listod a0 o Radistion Safery Officar or
svthortzed Furtber review of the
reining and sxperience required :Mdzmh

use Thereiore, suthartaed users are CRORpLion.

qualified 10 overses the safe ase of In sddition 10 the ACCME. the
bypraduct msienal ihet they are Amenicas Board of . the
uw:umum mn:c:o-mn o
conditions of the lasnse. w.“_ A—n:‘m

e t— v ———— o ——

NUCIEer medione rhining progreme for
physicians These thewe boaras
ndependenty srrved ot the ool usion
het while currently socepteble. o three
monh weining progrem may not sllow
sulficient tume o the urure 10 provide
he raining and experence needed 1o
develop o satnlactory ievel of expertine
W nucear medicing, ing! redistion
selety Al thrwe boards and the ACOME
heve therefore extended tha Teuing

ctHHIEH
| 'E;]'Eifgi
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i’i gi;rtif
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Canforming Amengmen:

Secuon 3110 Generd! License for use
of byproduct metersal for certain n
Ve clmical ar laborotwry esiing

Meny medicel we Loensees now wae
byproduct meterial for @ vitre wors
under ibe provisiors of owrvent §§ 91 11
and 38 140c) The
smendmen! ganale
Nuture. new and renewal spplicants wil
heve 1o speaifically regquest perauneion
0 use § F109 meterials oo o "
line item on et spplicetions use
of matenels listed in § 2100 witl | | the
inveniony limite of thet secr.  » ./ only
be Jubieet 10 the requirements of | et
SOCLON consistent with current

n:bu_huduunhhdu
§ 3091 willl not b subject 1o the

requirements of Parte 10, 20 21, and 40

except for the Moak lodine 128 dispossl

l.ou or t'I’nlL und notficetion cleuse of
nan.

Derivetion Table

The following derivetion wble
identifies the omgin of each section of
the proposed regulstons. Sources of the

regulations include 10 CFR

8 16 30 and 35 Federal
Notices (PR}, frequenty used licanse
conditions. Licansing . cwrent
regulstory guides MG). Ofce of
Inspection and Enforcement bulleting,
the United States any
new lext prepared by statl
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Finding of No Significont Environmental
Impace .:' vailobulity

T\OMDMD
completely revise the regy \s tiane



boverming the medicel use of byproduct
metenal The Commission has
:.:‘ \MMN:. of 1ne
Vironmen ey Aot .
emended end the Commission s
regulstions i Subpart A of 10 CFR Par
51 thet prom ton of this reguistion
08 e Mlmmh”dm
umwm Gue
vironment and theref

EHVIramentel impact stetement i not
required The radistion levels and
:mudm-nuw»w
y Proposed revision are consisie: t
wuuhhm.u'uﬁnmm
end iniemetionally acoepied standards
Most redisiion expery thal leveis
and relosces et wre within these
m slandards will not heve
. on the quality of tw
human environment The sssessment
enalyses the possible ol reiease
of redioactve patients,
iraneporstion of byproduct metersl for
medical use storege and control of
Mummndﬁwby
dechy-w storage. and dose raies ouinide
'eletherapy rooms. The environmen sl

This proposed rule amends
informe tion collection requirements that
are subjeot 1o the Pe Red
Acrof 1080 (¢4 U S

Regulatory Plexibility Certification

Based on the information svaileble st
Muydhmm

N sctordance with section 808(b) of the
Regulatary Plexibility Act of 3080, the
Mummumum
rule J promuigeied will not have ¢
umummmnc
%_huw:\:ndmw“xlmm
WRC has issued spprosums

medical loenses under 10 CPR Pam 38
OF hese. spproximately S200 are held
by (natitutions. and 0
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‘mpaet should nouly the Commussion of
e n e comment that indicates

(1) The linenses s sine in termas of
annusl muu-.v’m numiber of
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IR mtermaton colmetion
Teaurements Cwl approves .

o) The Commussion hes submitieg the
informeton collection reouwrementy
contained i this part 1o the Office of
Management and Budge! (OMB) for
SPProval es required by the Py
Reduction Act of 1980 (44 USC 380 ot
00 ) OMB has spprovedihe
information collection requirements in
hie part under conurol number 3150

'b) The spproved informetion
collection requirements conteined in this
Part sppear in | 3518 3817, 3518
S8.30(c). 36.31(b), 38.32(s). 36.33(0),
A8.04(c) 38.35(b), 38,00, 38570 d),
A5.MNe) 38.51(0), 30.83(c) 30.86 (d). (o),
gﬂ" and (1), 35,62, 35.09, 38, 38401

bl 36.208(c) 38.00 L
S5 60(h) 35408, 38 4200h). 35008 38670,
b.621 (), 35.600(c), S8.800(5) 35652 (0,
and (/) 35.041(¢c), 35.042(c), 35.040(c),
J5 644 and 35.045(¢).

§ 3618 Definitions.

“Agreement Siate” means any Siate
with which the Comumission or the
Alomic Bnergy 100 haw entered
110 an effective sgreement under
suuu'cuoa &74b of the Alomic Energy
Act of 1954, &0 amended

“ALARA" means as low &
nnomb:, schievable.

“Ares of use” means & portion of o
physical strugture that has been set
aside for the p of receiving. using.
or stonng b uet materal

"Authonzed user” means & physician,
dentist of podiatrist who s identified s
&n suthorzed user on & Commission or
Agreement Siate license that suthorizes
the medical use of byproduct material.

“Denust” means an individusl
licensed by & Stete or Territory of the
United States. the District of
or the Commotwealth of

discyl uumm
. use’ means the intenstional
internal or external sdministration of

byproduct metenal ar the radiation

“Missdministration” means the .

() A rediopharmacetical or
redistion by & route of édministration
other than (hat intended by the
presanbing physician

4] A diegnostic of s
toal from (he
prescribed dossge by more than %
percent.
(5] A therapevtic ol
rediopharmacevtical from the

presanbod dosage by more than 10
t

percent or
(6) A therepeutic radistion dose from

o sealed source such thet vrrors in the

source calibration time of exposwe. end

dose rete. or & quantity reiated in &
known manner 1o these rates from o
‘eletherapy unit for o specified set of
exposwre conditions.

“Physician means & medical doctor
or doctor of osteopathy licensed by &
State or Termitory of the United States.
the District of Columbia,
Commonwes!

() Far use sited in o medical
astitution. only the institution s
may apply. For use not

siled i & medical institution. any person
me ucly.

({) application for & license for
medical use of me .-
described in §§

instructions in Regulatory Guide 10.8
Revision 2 “Cuide lur the Preparstion of
Applications for Medical Programs ' A
request for o License smendment or
renewsl may be submitted ae an orgingl
and one vopy in letter format.

(€) An spplication for o License for
medics! use of byproduct mutensl s
described in | 35800 of this part must be
mede by flling en and ane copy
of Form NRC-313 For guidance in
completing the form refer 10 the
Instructions contained in Reguletory
Guide 10 “Guide for the tion
of Applications for Teletherapy
Programs.” A request for & lLicense
.ub-mu Y m.o‘u"“

. a8 an one copy
letiei format

(d) An spplicant shall mail the
completed request as direcied beiow

(1) 1 the applicant » « Federsl agency
in Region | or 1 loceted in Connectiout.
the Distnet of Columbis, Deleware,
Muine. Massachusetts. New Jersey.
Pennsylvenia. or Vermont. it shall mail
ot deliver the compleied spplication
form 10 US Nuclear Regulat
Commission. Region |, Maten

Luce! 631 Park Avenue, King of
Mmbvw 19608

(2) f the wpplicant is ¢ Pederal agency
mlomalluuhumuvumu
West Virginia. Puerto Rica, or Virgin
Islends, it shall mail or deliver the
eo:rmu epplication form 1o U 8.
Nuclear tory Region
L Material L', ensing Section, 101
Marietts Street. Suite 2000, Atlanta,

30323

(3) U the applicant is o Federal agency
in Region 1L or is located in Lilinois,
Indiana, lowa, Michigan. Minnesota.

Ohio, or W it shadl
mail or deliver the completed
spplication form to U.S. Nuclear

Regulatory i
S

Roosevelt Road.
anar

(4) If the applicant is & Federsl agency
in Region IV or i located in Oklshoma.
Montana. South Dakota, or Wyoming, it
muw-mm;mu
spplication form to U.S N

" R ur‘-tv.
anm“mm 1 Ryan

Plazs Drive. Suite 1000, Arlington, Texas
om0

(8117 the spplicant s & Federsl agency
in Region V or s located in Alaska,
Hewei or Guem 1 shall mail or deliver
the completed application form to U.S.



Fedoral

() I the applicant is located in o
Stete, temiory. or mu:la ‘I:m i not
mentioned in nnr (d) (1) through
(8) of this section, m

(1) Mail the completed application
o 8 st Off f Nucow

. ty '
Nuclear mw
Washington, DC , o

(2) Doliver e completed applicetion
form to the Commission offices st
Dg) 1717 H Street NW.. Washington,

or

(1) 98 Eastern Avenue, Silver
Spring. Maryland

13817 Lense amenenems.

A licensee shall epply for and must
receive o license amendment:

(o) Before it uses metarial
for & method of type of medical use not
permitied by the license \ssued under
his part;

(b) Belore it permits anyone. except o
visiting suthonzed user described in
1 35.54. 10 work as an suthorized user
under the license:

(c) Before it changes Radiation Salety
Officers or Quaiified Teletherapy
Calibretion Experts;

(d) Before it receives byproduct
matenal in excess of the amount
sulborized on the license: and

(¢) Defore it adds 10 or changes the
‘ocation or locations of use or mailing
eadress (dentified on the license.

138010 motostions

A licensee shall notify the
Commussion by letter within thurty days
when an authorized user. Radiation
Salety Officer. or Qualified Teletherapy
Calibration Expert, permanently
discontinues performance of duties
under the license. It shall mail the report
;c al:. appropriste address identified n

e

1 3830  Liconse meusnce.

The Commission shall issue & license
for the medical use of b
material for o term of five years it
(8) The spplicant has filed Form NRC-
913 "Applicstion for Materials License”
t.n sccordance with the instructions in
IR S
(b) The epplicent has paid any
applicabie fee a8 provided in Part 170 of
this chapter,
(¢) The Commission finds the
licant equipped and committed to
¢ the safety standards
established by the Commission for the
proteciion of the public hea.th and
salety; and
[d) The applicant meets the
requirements of Par 30 of this chapter.

e e —— - ——
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12829 Spocifu erempliona

The Comumission may upon
epplication of any wieresied person or
upon its own uutative. gran! such
exeiaptions from the regulstions in thie

) Tose the requirement of
mm':lﬂ-m

1) lu:r--\ the Radistion Sefety
O;ﬂm. all suthorized users must
participate in the establishment,

13637 Racietion Satery Oicer
(8] A licensee shall sppoint o

Redistion Safety Officer responaible or
R et
m- Safery m‘mm
that redistion safety sctivities are beung
performed l:“ mw with approves

rocedwes requirementy
: the daily operstion :'1. licensee s

byproduct metenal
(b) The Redietion u’w Officer shall

procedures
(i) Avihorizing the purchase of
() Mt.ﬂ.u and peckages of
\ opening
byproduct metenal:

() byproduct materisl;
(Iv) Kmm an inventory record of
ne "

tenelk
(v) Using byproduct material safely:
(vi) Taking emergency action i
control of byproduct metenal is lost.
(vil) Performing penodic redistion

surveys;

(vili) Performing checks of survey
instrumente and other safery equipment;
(ix) Disposing of matensl.
e e ™
areas uct

materia, is used or stored:
of all records «nd
Commussio

an authorized user of esch type of use

AV o m—— . — ——



Federal

permitied by the Licemse the Radtetion
Selety Offiaer o represenisvve of the
UrsIng service. and & representalive of
menegement who 4 neilher a8
Suthoraed user nor & Redietan Selery
Officat Other membery mey be included
ur he lioenaee deema sppropriste

(2) The Commitiee must maeet & Jeast
quariery. .

(3] To establion & quorum amd w
conduct business. one-hall of ‘he
Commuties s membership must be
present including the Radauon Safety
Officer and the mansgetuent §
‘epresentative
: ['ol ﬂ&mnum of esch Radistion

wlet maruiies meelng must nclude:

2.)"\. date of the -ﬁn‘

1) Members present

(11l) Members sbsent:

(1v) Summary of deliberations snd
discussions

(v) Recommended actions and the
numencal reswts of all ballots; end

(V1) ALARA progrem reviews
described in § 35.20(bN2).

(5] The Committee must provide esch
member with & copy of the meeting
minutes. and retain one copy for the
duration of the license.

(0] To oversee the use of Hoensed
matenal e Committee must:

(1] Be rewponsibie for monitonng the
INSLLLLIONG| program 10 maintain
ndividusl and collective doses as low
8 reasonably schievadle

(2] Review. on the basw of safety and
with regard 10 the tra ang
experience standards in Subpart | of this
part. and approve or disapprove any
ngividusl who s 1o be listed as an
euthorzed user. the Radicton Safety
Officer. or Quaified Teletherepy
Calibration Expert before submitting &
license application of request far
smendment or renewal

(3) Review on the banis of safety and
#pprove ar disa
method of use of
(4] Review on the

(5) Review quarterly, with the
essistance of the Radiation Salety
Officer occupational radistion expasure
records of all personnel working with
byproduct material

(6) Review quarterly, with the
assistance of the Radietion Salety
Officer. all incidents involving
byproduct material with respect to
cause and subsequent actions laken:

(™) Review snnually, with the
assisiance af the Raciation Safety
O’ﬂw“ . the byproduct matenal program:
L]

() Establish o table of tranal
leveis for ssoupstionsl dose thet when
exceeded will mitiate wves igetions

(0] A licenses shall provide the
Redistion Safety Officer and ot o
medical institution the Redistion Salety
Cormitiee, sutharity and
organizational freedom o

1) ldenufy rediation safety problems:

(2) Iniuate. recommend. or provide

(3

(b) A licanses shall establisb i
epohib e e et ey
sctivities of the Radistion Salety
Officer. and ot & medical insttution the
Redianon Safety Commuttes.

13634 Visiting authortzed user.

(8) A licenses may permut any visi
euthored user 10 use licansed ma
for medical use under the terms of the
zuu»:uhunulunlyun“
YOur .

(1) The visiting sutharized user has
the prior writien permussion of the
licensee s and. U the use
oceurs on of an (nstitution, the
insttution s Redlation Safety
Committes: * -

(2) The licensee bas & copy of &
Commismon or Agreemant State Licanse
that (dentifies the visiting autharized
user by name as &b authorized uset for
"'“?u“ﬂ:‘mmm

(3) Only
the visiung suthorzed user is

reguirements. ‘

(8) The Commiseion will only license
mobile cuciear hedicune semnce n
accordance with Subparts D, E and N of
this part and § 31.11 of this chapter to
&m.'wmm

smon or .
for the materials listed in those
Subparts.

BT S ——

U1 Mobile nuciesr medicune seryice
lioensees shell metuin for the duretion of
service o letier signed by the
management of sech location where
FEMVIGES wre rendered the! suthorizes
use of byproduct matenal

136,30 Radustion ssfety pregran
changes.

(8] A Lcensee may change ue
redietion safety procedures and
equipment thal sre used .l:.‘n‘ohﬂ
regulktory requirements ol were
descrbed ur the spplicauon for Loense.
renewal or amenament The licenses
may also receive, use. and siore Licensed
metenal (except sowces) in
areas of use ihat ware vl idenufied
the epplication for license. renewal or
smengment

(b) A licensee shall retan for the
duration of the Jicense o record of esch
change. The record must include the
effective date of ihe change. & copy of
the old and new radistion selety
procedures. equipment descriptions ar
ares floor plans, the .1‘0:: for |:a:‘.
changs. & summary slion ty
Mmuttery ::l were u&uuu bd:r‘om
making the change. the signature
Redistion Salety Officer. and the
signatures of the affected authorzed
users and of torinae
medical institution. the Raciatian Safety
Committee's chairman and the
management representative.

1 38.37  Aecoroe ane reports et
MIssaAmINISTEhONS.

() When s misadministration
involves any therapy procedure. the
licensee shall now'y by telephone the
eppropriste NRC Regronal Office listed
mArdeMldmumpm.
The licenses shall also notity the
mmum&u
patient and the patient or ¢
relative (or guardian), unless the &
M-m»mmuuu-n
patient or believes, based on medical
judgment. that telling the patient or the
patient's responsible relative (or
guardian) wouald be harmful to one or
the other. respectively. These
notifications must be made within 24
hours alter the licensee discovers the
misadministration. Uf the ref
phnm:.“ n'::m. or the patient's
responsi tive or guardian cannot
be reached within 24 hours, the licensee
shall notify them e soon a9 ble.
The licensee is not required 1o notrty
petient or the patient's responsitie
rdu:;ouw without firet
consulting the referming paysician:
however, the licensee » not delay
mmdlulun!w!honnutbmwd
.

%



() Within 18 deye aher an initial

therepy misadministswtion report 1o

NRC. the licenses shall report. in

writing, 1o the NRC ::.m Office

initially telephoned 10 the referning

physician. and furmish o copy of the
repor 1o the petient or the patient's
responsibile relative (or guardian) if
either was previoualy notfied by the
licensee g‘\:u paregraph (a) of m -
section writlen repon must
;h; ml&mu'o name. &'d re o

y s hame desunplion
the event the effect on the patient: the
ction taken to preven! recurrence:
whetber the licenses infarmed the
patient or the patient's le
relative (or guardian), and if not, why
u:'f:o report must not include tboh
patient's name or other informeon the!
could lead to identification of the
petient.

[€) When & misadminustration
involves & diagnostic procedura, the
hc‘mu o’l:l.u notity, in ;.mug. the
relerming physicien and the sppropriste
NRC Regional Office Listed in Appendix
D of Part 20 of tus chapter. Licensee
repory of diagnosiic missdministretions
are due within 10 deys after the end of
the calendar quariers (defined by
March, Juns. September and December)

.in which they oocur. These written
reports ':ul uua»m licenses s
name. the referring physician s name: o
description of the event the effect on
the patient: and the action taken to
prevent recurrence. The report should
not include the petient s name or other
information that could lead 1o
identification of the patient.

(d) Each Licensee shall retain for ten
years & record of esch

istration. The record must
contain the names of all individuale
involved in the event (inciuding the
physician. allied health personnel, the
patient. and the patient s referring
'Iyl::ll. the patient's uu:l‘ :my
number, o description event
tb: effect on the patient. and the sction
taken 10 prevent recurrence.

() Aside from the notification
requiremant. no in this section shall
affect any rights or duties of licensees
and physicians in relation to each other,
patients. or responsible reletives (or
guardians).

' licensee

A who permits the receipt,
possession. use, of trensfer of
material by an individual under
tupervision of en suthorized user as
allowed by § 25.2(b) shall:

(8)(1) Instruct the supervised
individual in the principles of radiation
salety appropriate 10 that individual's
use of byproduct material:

L e ——— e ———- -

(2) Review the supervised indiviausl s
use of byproduct matersl and the
records kept 1o reflect this use.

(3) M‘:‘m the cunw:'nd user 1o he
ummediaiely svailabie by teiephone 1o
the individus . and

4) Require the suthorized user 10 be
tbile 1o be ph present and
supeivised individual

umbn‘ouuu.m-mm’
uw“mdlu:"’.?um ot
me A

(1) Follow the instructions of the
suthorized user
TR

Radistion and
"(31 with the tions of this
tions with

and the Ucense
mmlutMuudmumal.

136,60 Supphors.
-‘,Almmomyuuknmduu
Yy

(4] Byproduct material manulectured
lsbeled. packaged. and distributed in
scoordance with e license issved
:::u:mhhncdamuhnu

(¢) Teletheravy sources manufsctured
and distributed in sccordance with »
license ssued pursuant 1o Part 30 of this
che or the equivalent regulations of
an State.

Sutpart C—Genersl Technwm

30649

(%) Test ench dose culibrator for
soourecy upon inscalletion and ot leayt
ennuelly therealier by assaying o1 leas
'Wo stkied sources conieining different
redionuclides whose sctivity the
manulacturer has determined within §
percent of its stated setivity, whose
Setivity i at leest 10 microcuries for
redium-226 and %0 microcuries for any
other photonemitting radionuclide. ey
ot least one of which has & principel
Ehston energy between 100 keV end 50

LA

(8) Test eack dose calibrator for
linearity upon instellation and &t less!
Guarterly thereafter over the renge of 1y
use between the highest dosage that w il
" Mudd:: :». -

4) tor
geometry dependence upon installetion
over the range of volumes and volume
€0 tons for which it will be used
The licensee shall lo:, 8 record of this
test for the duretion of the use of the
dose calibretor,

(¢) A licerwee shall a.s0 perform
eppropriate checks and \ests required
by thus secuon following adjustmani or
repair of the dose calibrator.

(d) A licensee shall mathematically
comect readings for any

metry or Lineanty error tha! exceeds
0 percent if the dosage s grester than
10 microcuries and shall repair or
replace the dose calibretor if the
SOCUrecy or constancy error exceeds 10
percent.

(0] A licensee shall retain o record of
each check and \est required by this
section for two years unless direcied
otherwise. The records required in
paragrapks (b)(1) through (b)(4) of this
section must include

(1) For ph (L)1), the mode!
and mm the dose calibrator,
the identity of the redionuclice

contained in the check source, the date
of the check. m.o:u“wu.md

3) For ph (b)(3), the model
and mr”‘m'ru J‘ dose calibretor,
the calculated activities. the measured
activities, the date of the test. and the
ooi ture o‘l the Rediation Safety

an

(4) For rmuvh b)(4), the mode|
and serial number of the dose calibraior,
W“. of the source

the activity measured for



chth volume messwed e dete of the
feat and the wignature of the Redlsvon
Salety Olfiome.

§ e ~ oHIrutNn Bng chect of Burewy
e trunents.

(0] A lloonsee shall calibrate the
’ instruments sed to show
compliance with thip before Aret
use annuslly and following repasr.

(%) To satinty the requirements of
poragraph (o) of this section, the
- Ce .:.nm ]

(1) Colibrate ol scale up to
1000 mulliroenigens per m e
redinuon source,

(2) Callbrete two readings on esch
scale thet must be calibreted. and

(%) w~ note on the
instrument exXposure rete
frow o dedicated check source as
determined &t the time of calibretion
and the dete of calibretion.

(€] To satisly the requirements of
paragraph (b) of this section, the
Hcensee shall

(1) Consider & point as calibrated i
the indicated exposure rete differs (rom
(he caloulsted exposure rete by not
more than 10 percent and

(2] Consider & point s calibreted if
the indicated exposure rete differs from
the calouisier exposwre rele by not
mory than 20 percent f & correction
chart or graph 1 conspicuously stteched
10 the inptrument.

(d) A licemsee shall check sach survey
instrument for operstion with the
dedicated
eoch use. The licensee 18 not required to
heep records of these checks.

(¢) The licensee shall retain & record
of each calibration required in
paregraph (a) of this section for twe
years. To satisfy the requirements of this
parsgreph, the record must include

A du::un of the cplibretion

(2) A desaription of the source wed

oy e b
. y use
acuvity of each rediopharmaceuticel
dosage that contains more than 10
microouries of 8 pholop-emitting
radionuclide:

(b) Assay before medics! use the
sclvity of each re crutical
dosage with o sativity of 20
microcunes or less of 8 photon-emitting

. — L ——— O ——— ————

/ Vol. 80,

redionucade W verty Wal Uw dosepe
does ol enceed 10 mIGrocunes

(¢) Retain o record of the
MOASWEImenis required b&“\ho section
for two yeurs. To sausly

) Gonm:'n:t rede neme. o
sbrevisuon rediopharmecevucal
18 Lol number, and erpiravon dates and
the redionuclide

(2) Patient's name and \denuficston
number Jf one has beeo s igued

(3) Presaribed dosage and scuvity of
the dosape st the time of messuwrement
or & notation that the total sctivity u
less than 10
n(:l Deate and ume of the messurvment

(8) Initials of the individual whe made
the measurement
13680 Autherizston for ceiltrstion s
reterencs sewves.

m»mm» § 282 for
we of byproduct materal wey
receive. possess. and use the following
b matenal for check
calibration. and reference use:

(0) Sealed sowoes manulactured and
distributed by & person Licensed
pwwuant 1o § 32.7¢ of this chapter or
*quivaient Agresment State regulations

Any byproduct material Lsted o
4 53,200 or 38.200 with & half-life not
langer than 10V days (o indvidusl

microcunes each and
(#) Technetum-98m i individual
Amounts not o axceed 50 mullicures

Na 18 / Fridey. July 26 1888 / Proposed Rules

o) To satinly the lonk tom
requiremenis of Wus section the Licenses
must

(1) Take & wipe swmple from he
seaivd sowrce of frem e swfsces of the
device in which the sealed source
mounted or slored on which redioacuve
Conlamine Lan mught be expected o
socumuiate or wash the source in
small volume of dewargent solution and
reat the enture volume es the semple

(2) Take the teletheraphy source 'est
sempie when the source s in the “off*
pesivon: ond

(3) Measure the semple s0 that the
leshage test can detect the presence of
0.008 microcunes of rediosctive mstensl
on the sample.

(d) A licenses shal retain leshuge 10t
records for two years. The records must
contein the model number, and sernal
number «f assigned of ench sowrce
tested. the identity of esch source
radivnuciide and it estimated activity,
the measured acuvity of sach test
sample expressed in microouries. &
description of the mathod used
messure each test sample, the dete of
the test. and the urm of the
Reciation Safety Officer.

(o) U \h:‘ leakage tost reveals the

source from use and store it in
sccordance with the
Pwnunuodlhu e
(2) File & report within Hve the
leakage test with the eppropriste

Regional Office listed in Appemctix D of
Part 20 of this chapter. with & copy 10
Directar of lospection and Enforcament.
U.S Nuclear tory Comumission,
s avolved, the test hd
::.:n-
‘A A licenses nemd not pertorm o
loﬁm-mMm
(1 conte byproduct
:.mum.w'-ﬂ'mun
ye
(2) Sources con
“..”m.)ym
(3) Sources contaning 200 microcuries
or less of bets or gammae-mitting
metenal or 10 microcuries or lesy of
alpha emutting matesial
(4] Sources stered and not being used.
- humua&:"‘.
source use
umuhnhulluhnwm
tested within sux manths before the dae
of use or ransfer and
(8) Seeds of iIndium-192 encesed ia
nylen nbbon.

YT
pler. and



Federal

B A Licensee i possession of &
sealed source o brechgiherspy source
shall cunduct & quarterly physical
mventory of sl such sources i i
possession The Loonsee shall relain
ehch inventory record lor five years. The
(nveniory records must contan the
model number of esch source. and senal
number if ane bas been assigoed. the
denuity of sach source redionuciide end
(e esumated acuvity, the location of
eoch source. and the signetwre of the
Redistion Salety Officer

h) A licenses in possession of o
o:olln source u.hruimhmvy source
shall survey with o low ]
meler guarterly all uu:.:znm
sources are slored. This does not apply
10 leletherapy sources in \wietheraphy
unite or ..J.'a SOurces w dingnostic

devices.

(1) A licensee shall retain & record of
vach survey required in paragreph (h) of
this section for two years. The record
must include the dete of the swvey, &
plan of esch ares that wes surveyed. the
messured exposure rete ot peversl
poinis o ench aree expressed in
millirem per hout. the model number
end serial number of the survey
INstrument used 1o make the survey, and
the signature of the Radistion Salety

oer.

13560 Syrmge srweras

(8] A Licenses shall keep syringes that
SERIZUR LI v waibiial w0
admuinisterod in « rediation shield.

(b) A licenses shall require each
individusl who prepares &
rediopharmaceutioal kit 1o use & ymnge
radintion shield and shall require each
individusl who administers &
rediopharmaceutical by injection to use
& syminge radiation shieid unless the use
of the shield s contraindicated for that
injection.

13607 Vial stweida

A licensee shall require each
individusl prepanng or handling o vial
that containe & redi rmaceutical to
keep the vial in & visl redistion shield

13562 Syringe isben.

A licensee shall conspicuousty labal
each syringe, or syringe recistion shieid
thet containg a syringe with &
radiopharmeceuticsl. with the
nd:mm. - 2.001'0 obhmmuu or
wil type egnostic or
therapy procedure 1o be performed.

13663 Vial ahinio lanole.

A 'icansee shall conepicuously label
each viai redistion shield thet contains
o vial of & rediopharmecevtioal with the
rediopharmeceutical name or itg

uon.
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13670 Surveys tor conamination ang
SMBEN rEtaUGn SEPOSTe BIe

0] A Licensee shell survey with o low
Tange survey meter &t the end of each
duy of use all aress where
reciopharmacevticals ure rovtinely
prepared for use or sdministered

(b) A licensee shall survey with & low
TRNge survey meter ot leas! onoe sech
week all aress where

tioals or

rediophermeceu
recdiopharmecevticsl waste s stored

(€] A licensee shal conduet the
surveys required by paregraphs (a) and
() of this section s0 a8 10 be able 10
MERIUre eXpPOsUre rates eo low e 01
milliroenigen per bour

(d) A licensee shall establisk redistion
eXposure rate uu; levels for u‘.’ aut
surveys required paragrephs (o
(b) of this section and shal require that
the incuvidusl performing the survey
immed stely noufy the Radistion Sufety
Officer Jf an exposwre rete exceeds an
ection level

(¢) A Lcensee shal survey 'or
removeble contaminston once sach
week all aress where
“ediopharmaceuticals are routinely
prepared for use. sdministered, or
slored.

(N A licenses shall conduct the
urveys required by paregraph (e) of this
Section 30 as 1o be able 0 deteat
contamination on esch wipe sample of
200 disintegretions per minute.

(8) A licensee shall esteblish
removable contaminstion action levels
for the surveys required by paregraph
(] of this section and shel require that
the individual performing the survey
immediately noufy the Rediation Sefety
Officer f contaminstion exceads the
sction level,

(h) A licensee shall retain o record of
esch mlu 'wo years. The record

rete ot peversl
ares expresped in
hour or disintegrations per
model number of the
mmcuﬁuu&ommu
analyze the and the tny of
the individusl who performed the
survey.

nr
¢ hl-od-.h.m
mpiante.

(8) A licensee may not avthorize
release from confinement for medical
care any patient sdministered »
rediopharmaceutical until erther

(1) The exposwre rate from the patient
is lesa than ¢ milliroentgens per hour st
o distance of one meter or

26, 1065 / Proposed Rules

(£ e meuvity e patient i less
than X millicumes.

() A licensee may not suthorae
relesse bom confinement for mecical
care of any patient sdmitustered o
permanent unplant until the « xposwre
tete from the patient is less than 6
milliroentgens per hour et @ distance of
one meter,

(3880 Wobhe nucee medicine service
1SCTIGE reQUIrements.

A licensee mobile nuclenr
mwedicing service
Jo)?nwmdhomdm

y syringes or contauning
prepared

surveillance and immediste control &ll
vyproduct maetenial when in transit or st
o locstion of uee:

(d) Check survey instruments and
dose calibrators as described in § ) 38.50
MMt‘.“MMcll'o&u
ransporied og t far proper
Mouumwmmotud
lmnudn:nh“

(e) Carry o metes in
oubnhubhwhlm.:‘

e byproduct material
ors 1o o client location of use,
A, huhmmudm:d
use with s TAnge survey meter
ensure that all ticals

(1) Retain o record of esch survey
ph (¢) of this section
for two years, record must include
the date of the survey, & plen of each
ares that

(1) Holds byproduct matesial for
decay o mintmum of ten hall-lives;



Feders|

& Moniom byproduc! metemal of the
contuiner surfece before daposel ae
ordinary tresh and determines thet e
FOdionclivity cannot be d
from the radiation level
with & low range survey meter set on s
MOkl sebitive scale and with no
inierposed -mm:

(3) Removes or obiiterstes sl
rediation labels and

(4) Separetes and monitors ench
Broersior column individuslly with sl
':‘n.lt:: lz:l:l m“ ‘od 10 ensure
thet it hae 10 beckground
radistion level &v O?uu

(5) For paragraph (a) of this section.
he licenses shal retain o record of esch
i far two years. The record must

ude the dete of the cisposal the date

on which the byproduct maters) was
placed in storage, the model number of
the survey instrument used. . he
background rediation exposure rate. the
redisuon exposure rete messwred ot the
surlace of esch wasie container and the
name of the individusl who

the disposal

Subpant O—Uptake. Divtion, ang
Ercretion

135100 Use of rediephe nessutions tor
SO LMG. GRUBON BN O OrTIION Studies.

(8] A licensee may use the following
prepared rediopharmaceuticals for
CAagnostic studies i alving the
messwrement of uptake. dilution. or
exaretion:

(1) lodine-131 a0 sodium iodide.
‘odinated humen serum o bumin ([MSA),
labeled rose bengal or sodium
odohippurete:

(2) lodine-128 as sodium iodide or
wdineted human serum albumin (IMSA )

(3) Cobait-56 as labeled
cyanocobslemuy

(4) Cobalt-60 as labeled
oy .

(5) Chromuwm-81 as sodium chromsie
or lsbeled human serum albumin:

g; lr"'“ ;o citrate:

echnetium-98m as pertechnetate:

(8) Any byproduct materal in o

rediopharmaceutical and for ¢

(b)Aumm“u
(o)o!lhuml-ow
procedure other than one specified in
the product label or insert
(netructions for use shall comply with
the product label or package insert

/ Vol 50. No. 144 /

Instructions regarging physical form,
rovie of sgministration ond dossge
renge.

130120 Posssssion of survey insirument

A licensee suthorzed 10 use
byproduct matenal for uptake. dilution
and excretion studies shall have in 1
possession & poreble low level
radistion instrument whose most
sensitive scele han o full scele deflection
:lwmthul milliroenigen per

our

Subpant E-—~imeging ane Locaiastion
m‘ “-: MG (or imaging
u-—-:ﬂ

(6] A lcensee mey use the

genersiors. &
u:rm kite for imeging end localisstion
studies

(1) Molybdenum 98/ technetium-#om
generstors for the eigtion or extrection
of technetium-90m as pertechnetste.

(2) Technetum-#0m es pertechnetsle
(3) Prepared rediopharmeceviicals
and reagent kits for the preparation of

the technetium-99m labeled

radiol toaln
() Sulhe suioie
(1) Pentetate sodium
(1) Human serum aibumin

(i) Relyphbephete
.‘(tl Macrosggrege ted human serum

(vi) Etidronate sodium;
:vnl'll‘mu pyrophosphate:
v

(Ix) Medronate sodium;
(x) Gluceptate sodium
(xi) Oxidronate sodium;
(xil) Disofenin and
(Iﬂﬂ M- v
(¢) lodine-131 as sodium iodide,
lodinated human serum

tod iodinated buman
sorum tibumia, colloidal

{ ted) iodinated human
‘un- - rose bengal or sodium
" (5) lc Yine-128 &s sodium iodide or

8) wm-51 as human serum
bumin:

4p et oy L
197 m

(9 mm 78 a0 e

(10) Strontium-48 as nitrete:

(11) Yoterbium-160 as pentetate
sodium;

12) Xenon-139 &s & gas or saline

ulion

(13) Any byproduct meterial in s
diagnostic ndu.hu:r’:m! or any
penersior or reagent preparation
and diagnostic use of & redio-

— -
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pharmacevtical containing by product
material for which ithe Food and Drug
Administration hes sccepred 8 Notice

of Claimed Investugetionsl Exem; uon
for & New Drug  (IND) or approved o
“New Drug Applicstion (NDA)

(b1 A licensee using the
rediopharmeceuticals (sed in
peregreph () of this section for clinical
procedures other then those specifieg n
the product label or packege insert shall
comply with the product label or
PRChage nsert regerding physioal form
route of sdminstretion. end dosege
’.M.

L) A Lcernsee .M“h elule genersiorn
nd prepare resgent kits in sccordance
with the menufscturer s instructions.

(d) The followang redio-
pharmaceuticals. when used for the
listed clinical procedures. are not
subject 10 the restrictions in peregraph
(b) of this section

(1) Technetium-#8m pentetate as on
serosol for lung function studies

| 38,204 Pormissibie molybosnum- v
concentration

(8, A licensee muy not sdminister to
humens « rediopharmaceuticsl
conteining more than 018 microcure of
molybdenum-# per millicume of
technetium-#om.

() A licensee preparing ‘echnetium-
9om rediopharmaceuticals fron
molybdenum -9/ technetium-9om
generaiors shall messure the
maolybdenum-99 concentration in each
eluate or extract.

(€) A licensee who mus! messure
molybdenum concentration shall retsin
& record of each messurement for two
years. The record 'aust include. for each
tlution or extraction of technetium-9om.
the messured sct vity of the technetium
expressed in millicuries, the measured
sctivity of the molybdenum expressed in
microcuries. the ratio of the measures
expressed as microcuries of
molybdenum per millicurie of
technetium, the date of the test, and the
i:moh of the mdividusl whe performed
the test.

135208 Contrei of serosnis ane press

(0) A licensee who sdministers
tadionctive serosols or gases shall do so
with & system that will keep sirbome
concentrations within the limits
prescribed by §§ 20.103 and 20108 of
this chapter.

() The system must either be directly
vented 10 the stmos through en air
exhaust or provide for collection and
decay or d of the serosol or ges
in & shielded container.

(€] A licensee shall only administer
radioactive serosols and Boases in ronms



F ederal

el are ol negelive pressure sompared
tolwzm‘ rooms,
(6) Belore meoriving ubing of sloring o
redinactive .ouhl‘nu:: shall
chicuiate the amount of tme peeded
slier o opill 10 reduce the concentration
in the sres of we 10 the vonal
lmit Listed i Appendix B 1o 0 of
a;‘mpm?nmm:wh
on ghest scuvity of gas
handled o s contaumner and the
messured svaileble air exheust rete.
(€] A Lcensee shall post the celowsted
time ot the ares of use and require thet.
in case of & ges spill individusle
evaouste the room until the posted time
hes elapeed
() A lcenser shall check the
operstion of collecuon and ventils tos
systems each six monthe

138220 Posssemen o ewrvey
riruments

A Licensee suthorizsed 1o use
byproduct meterl for imaging and
localisation stucies shal have i ite
POSKERAIOD 8 pOribie low level
rediation survey nstrument whose most
sensitive scale hae o hull-euaie deflection
n'umm&nlnlmnnn-n
hour and & portable lon chamber
redisuion survey nstrument thet bas o
woale with o hull-scale deflection of 1
roentgen per hour.

Subpan F—Rediophe: meceuticals for
Therapy

{ <5200 Use of isdoBnermaceyiuMe ey
therapy

A iconsee may use e following
prepered

(6] lodine-131 as i0dide for treatment
of b yrowdism. cardiac dysfunction,
&nd thyroid carcinoma;

\ntrecavilary trestment of malignant
ffusions;

.
(¢) Any byproduct material in &
radiopharmsceutical and for o
therapeutic use for which the Pood and
Drug Administration has scoepted o
-mdwww
Exemption for & New Drug” (IND). or
mm.mnmmuuu-"
( )
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instruction must desarbe the Lcensee s
procedures for

(1) Pstien! saptrol

(2) Visitor sontrol:

(3] Contamination sontrol

(4) Werte control end

(8) Notihcation of the Redistion
:oh‘hnmn“du»n»n
veth or mecical emergency

(L) A Lcensee shal keep for two years
ot b ponpe o

pe . section

§ Gosuiptts of Ge owasten ot Con
of insvructon and the name of e
individual who geve the instruction

138210 Betety precautons.
(0) A liceiseo shall provide esch

3064 3

N poseession ¢ porable low level
retietion purve: nerument whose most
senbitive seale o lull-acale deflection
of not more than 1 milliroenigen per
hour and & pomebie lon chember
rediation » instrument tha! has ¢
sonle with & full scale delection of 1
Roenigen per howr.

Subpen G—Bources ‘or
Brechytherapy

L e e

A licenses shull use the following
SOUrCES Ih BCLOTGANCE Wilh the
manulscturer s redistion safety and
handling instructions:

.l:LC“w &0 0 sebled source 'n

and applicator cells for topicsl
interstitial, and ntrece vitary trestment
of cancer

(b) Cobalt 40 s & sesled source in
needles and vpplicetor cells for topical
interstitial and intrecevitary trestmen!
of cancer.

() Gold- 198 a0 & sesled source in
seeds for interstitial treatment of cancer
(d) Indium- 192 ue seeds encased n
nylon nbbon for interstuel restment of

cancer

(¢) Srontiam-90 as ¢ sesled sowe
&0 applicstor for trestment of superficial
eye conditions: and

(1) lodine-125 & & sealed source in
seeds for interstitial trestment of cancer

| 36 604 Retase of patients Vesies wrtn
tomparery sngama

(b) A lcansee shall make & record of

Wmmwhm-w



11 The nemes of the individusle
permitied 10 handle the sources.

2 The number and sotivity of sources
removed from siorege. the reom number
of ube of patient s name. the time and
Gaie they were removed from storege.
he number and scuvity of the sources
o vtorege alter the removel and the
nitiale of the individual who removed
he sources from siorage.

13) The number and scuvity of sources
returned Lo slorege. the room number of
VAR OF patient's name. the time and date
hey were retumed 1o storage, the
number and sctvity of sources i
tlorege afier the return. and the iitiale
of the individual who retumed the
"l6) immediotely sher roiaruag

9 e
Sourves in o patient the lcenses
make o redistion survey of the patient
wnd the :m O:.:. 10 confirm 5‘1 no
sources have W
leensee shall make & record of each
survey

() A licensee shall retain the records
required i paragraphs (b) and (¢) of this
section for two years.

138470 Satety instruction

(8] The licensee shall provide oal and
writlen radistion sefety instruction 1o el
personnel am?‘:u the patient
undergoing implant therapy. To satisty
this requirement, the instruction must
describe:

(1) Size #nd appenrance of the
brechytherapy sources:

'2) Safe handling and shielding
Instructions in case of & dislodged
source:

(3) Procedures fur patient control:

(4] Procedures for visitor control and

(8] Procedures for notification of the
luuu:n Safety Om.m if the patient
dies or has & medica emergency.

(b) A licenses shall retain for tewo
years & record of w';um md
instruction required by parsgraph (a)
this section & desciiption of the
(nstruction. the date of instructicn. and
the name of the individual who gove the
instruction.

135415 Batety precounons.

(@) The licensee sha! o
private room to esch individual
hositaiized for implant thereapy

(b) The licensee shall notify the
Radiation Safety Officer immediately if
the patient dies or has & medical
emergency.

(€) A licensee shall post the patient's
door with & “Radioactive Materials”

Sign and note in the patient's chart
wnd how long visitors may stay in
the patient's room,

(d) The authorized user and Rediation
Salety Officer must specifically

Suthonze visie by individusle under ege
Thon o case by-case ban

130420 Possmmmon of s rey Instrument

A licensee suthoraed 10 use
byproduct matenal for umplant ¥
shall have in (0 possession ¢ porieb
lon chamber ridiation survey instrument
that han o scule with o tull scale

defection of 1 Roentgen per how

Subpart H— Sealed Sources
Disgnosts

138004 Use 0! soniod sowroes tor
Geyrues

(€) lodine-128 a0 & senled source in &
portable device for umeging
§ 3.0 Aveusbity of eurvey netrumen
A licensee suthorized 10 use
zm::w.umo:‘m
dignostic purposes ve
svailabie for use & portable ow level
redistion

Subpant 1—Teetnerapy

w-ﬁuuu-ho

Tha \stions and provisions of this
ﬂm”:mhud
units for medical use thet contain
following

sources.
(0) Cobalt-80 es & senled source: and
(b) Cestum-137 as o sesled source.

138008 Mortorance ene repar
- restictions.

omy.mm-nywn
the Commussion or an Agreement State
1o pedosm teletherapy unit malatenance
and repair shal relocate. or
remove & teletherapy sealed source or o
teletherupy unit that containg a seeled
source or maintain. udjust. or repair the
source drewer, the shutier or other
mechaniem of & teletherapy unit that
could expose the source. reduce the
shielding around the source. or result in
increased radiation levels.

50. No. 164 / Prday, July 26 1988 / Pro

13060 amenaments

A Lcensee shall apply for snd must
TeCOIVe & License emenament belore

(0] Making any change in the
Uratment room shielding

[b) Making eny change n the locetion
of the teletherapy unit within the
restment rooam

(€) Using the teletherspy unit in o
maaner et could result i incressed
reciation levels in aress ouiside the
teletherapy trestment room

() Relocating the \eletherapy unit or

(¢) Allowing and individual not lListed
on the licensee s License 10 perform e
dul o0 of the qualified wietherapy
calibration expert

1310 Bavery istrucnon

[0) A licensee shall post writien
instructions et the teletherapy wit
conaole. To satisty this reguirement.
these instructions muet inform the
operstor of.

(1) The procedure 1o be followed to
ensure thet only the patient is in the
restment room before hrning the
primary beam of rediation on 1o begin »
trestment or after o door interlock
unterruption:

(2) The procedure to be followed it

() The operstor s unable 1o tur the
primary beam of radistion off with
conuols oulside the tres tment room oy
w other abnormal operstion oocurs.

(1) The names and telephone numbers
of the authorzed users and Radisiion
Salety Officer 10 be ummeaistely
sontacted U the teletherapy urit or
console operates abnormally.

®) A Licensee shall provide
instruction in the topics idnufied in
paragraph (a) of this section to all
wummwuumw

L

(¢) A Ucensee shall retain for two
years a record of Lidividuale

this section. & description of the
instruction, the dete of instruction, and
mmdmmamwmunm
nstruchion

3580 Doors. re woora, eng werrwy
systoma.

(0) A lNeensee shall control sccess to
the teietherapy room by & door st each
ontrance.

(b) A licensee shall equip esch
entrance ‘o the teletherapy room with
an electrical interlock system that will:

(1) Prevent the opersior from
tummboudndum:m‘wm
mumut room entrance door is



() Tum the primary beam of redietion
off immediaiely when sn envance door
» opened ang

(3) Prevent the primary beam of
redisnion from being tumed on following
an interioch interruption until all
fresiment room entrence doors are
closed and the beam on-off control is
resel &l he console

(€] A Lioensee shall equip sach
ENUANGE 10 \he telethersp)y room with &
beam condition ingicetor ight

§30020  Possension of survey instrument

A licensee authoraed (o use
byproduct material in o leletherapy unit
ehall have in i possession oither &
poriable low level redistion survey
NG ument whose most sensitive scale
has o full-scale dellecuon of not mare
then 1 milliroenigen per hour or &
porteble ion chamber redistion surve
instrument that has & scale with & M’
scale deflection of 1 Roenigen per hour,

130621 Ravution moanttanng aevice

(8] A licenser shall install in each
telotherapy room & permanent redistion
monilor capeble of continuously
monitonng beam sietus

(b] Eech redistion monitor must be
capabie of providing visible notice of o
\sletherapy unit maifunction that resuits
nan ex or partially exposed
source. The visible indicator of hi
redietion levels must be observable by
&n individusl entenng the eletherapy
room.

fc) Esch radiation monitor must be
equipped with &n emergency power
Supply separate from the power supply
to the teletherapy unit. This emergency
power supply may be & battery sysiem.

(d) Each rediation monitor must be
checked for proper operstion each day
before the teletherapy unit (s used for
treatment of patients.
ol':n'oA licensee shall ;wmua u’v:u:n

the check required by Nﬂg (d)
of this section for two years record
must include the date of the check,
notation that the monitor indicates when
the source is and is not ex and the
initiale of the individual who performed
the check.

(N If & radiation monitor s inoperehle
for any reason. the Licenses shall eQuire
any individual entering the teletherapy
rOOm 10 use 8 instrument or
sudible slarm personsl dosimeter to
manitor for any malfunction of the
source exposure mechanism that may
result in an exposed or partially
exposed source. The instrument or
dosimeter must be checked for proper
ormwn 8t the beginning of each day
of use.

(B A Lcensee shell prompily repair or
repiace the redistion monitor f it
inopersble

138822 Viewing system

A licensee shall construct or eguip
ehch teletherspy room l:ruml
continuous observetion of the patient
from the teletherepy unit console dumng
irradistion

136630 Dosimetry squipment
(8) A licensee shall have & colibrated
dosimetry system svailabie for use To
lml.'ym“ .wm.. d:'
ollo wo must be met.
ik the Nol:d"x of
Y
or by & calibrstion leborstory
sccredited h'.‘. W
of Physicists in Medicine
calibration must heve been performed
within the previous two years snd sfier
any thet may have affected
system calibration: or
(2) The system must have been
colibrated withun the previous fowr
years; eighteen 1o thirty months after
thet calibration, the system must have
been intercompared st an

teletherapy units, the licenses shall use
s teletherapy unit with @ cesium-137

source.
) (b) m‘.lm shall hv'c.ovuhhh
or use & rystem te
choch Dosswemons T sonel oo
requirement. the system may be
compared with a system thet has been
calibrated in sccordance with

(8) of this section. This comparison must

S u‘cﬁcu‘i‘.
previous

Bty Koty s e
calibrauon The spot-check system mey
be the same system used 1o meet the
requirement in paragraph (o) of this
section.

'¢) The Lioensee shall retain o recore
of sauh celibretion INErComMparison
and comparson for the duretion of the
license For each calibretion,
INroemparson. of comperison. the
record must include ihe dete. the moael
numbers and sersl numbers of the
nsiruments thet were .Mh‘nu .
intergompared. or 1d o0 require
by paragrephs (s) :::E:vl this section
the comection lacior were
deduced. the names of the dividuals
who performed the calibrevion, e

of companson
evidence thet the intercom rson

meeling wes senctuoned by & celibration
leboretory or rediologic center
sccredited by AAPM.

{30630 Pul calitvotion messwements
(8] A licensee suthomzed (0 use &
W&uﬂummuw
perform full calibretion messurements
on eech teletherapy unit:

(1) Befare the first medical use of the
wnit: and

(2) Before medical use under the
following conditions:

(1) Whenever spot-check
messurements indicate thet the output
amz-mmammmw
wlct. tained ot the last full

calibration corrected mathems tically for

rediosctive decay:

(1) Pollowing replacement of the
source or reinstallation of the
teletherapy unit in & new locs uon:

(1) P any repair of the
teletherapy that includes removal of
the source or major repair of the
Components associsled with the source
exposure sssembly: and

(3) Atintervals not exceeding one
year.

(b) To satisfy the requirement of
paragreph (a) of this section, full
onli m‘ 1 must include

use:
(2) The coincidence of the radiation
fleld and the field indicated by the light



naregreph (210 of Une seetias ey en
LU made weing Gommetry rysrem the
ndieaes relative dose rates

(u) A Loensee shal make full
CELBTRLOR messwemen reguires by
paragreph (o) ol this section s
.

eﬂm ;l';u.hm.h ter, 1300 L
treet NW. Room aslungton
DC. A noticy of an \n the
malenal will be i (e Federsl

mathematically the outputs determined
in (0)01) of this section for
lunlu:m.-

il
Jigs!
éfi?!
R
fola
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periorm spot-checks on ench ‘wietherepy
WL onee in each chiendar monih

b1 To satisfy the reguiremen of
Peregraph (o) of this section
mesburements mus! inciude
determinauon of

(1] Timer soourscy

(2 Onaff ervor

(3] ™he comemdence of the rdisvos
field and the field indicated by the light
beam loce device

(4) The sccurscy of all distance
measuring and locelizetion devices used
for medical use

(8) The output for n::‘ npral set of
apersting cond tons

herween

antaipated output (Le., the velue

obtained at last Rl calibretion

Mm) mathematically for physical
¥y

(€} A Lcensee shall use the
sysiem decribed un | 35.60000) 10 make
the messwement required n paregreph
(bU(8) of this section

(d) A Lgenses shall u:u- -
Messwements required by paregreph (o
of thus section in sccordance with
procedures established by the gualifed
teletherapy calibreon expert t
individusl need not actually perform the
spot-check measurements.

(¢) A Lcanses shall have the qualilied
‘eletherspy calibration expert review
the results of each spot-check within 18
days. The quaiifed teletherapy
calibration expert shall ptly notity
the licensee in writing of the resuits of
each spot-check The licensee shall keep
& copy of each written notification for
Iwo years.
(N A Licenses suthorized o use o
teletherapy unit for medical use shall

(restricuon of source tion
or elevetion, carmaye or stand travel
end operation of the beam on-off
mechaniem |

(3) Beam condition \adicator lights as
the teietherapy anit, on the control
console. and in the facility;

(4) View'ng systems:
|I’Tmun|mdmhwmm
and outside the trestment room: and
(6) Eloctrically assinted trestment

room doors with the teletherapy unit
electrical power turned off.

28 1068 /| Mroposed Rules

A lieenses shall look e contrgl
consoie w the off pomtion f eny dom
interiouk mulunciions The hioensee
Mey Dol uee e wtt until (he wieriouk
Fyetem 0 repaired

1A lioenses shall promptly repan
any sysiem identified in paregraph §) of
this section Thet i aot opersting
properly

) A leenses shnll retain o record of
€och spol-chech reguired by paragrephs
(8] and (N of this section for twe years
The record must include the date of the
spol-check. the manufecturer's nemes.
mode number and seral number for
both the teletherapy unit and source. the

coinadence

redistion feld and the feid indicated by
the | ght beam (ocalizing device. the
meeswed Lmer scourscy for 8 typical
frestment time, the celouleted on-off
€rTor. the estmated scourecy of each
distence measuring or loosiizetion
devioe, the difference between the
anticipated output and the messured
outpul. notetions indicating the
operability of each entrance door
electrical interiock. each electnoal o

sLop. eoch beam condition
Mm:l“lig: the vie! rystem and
doors, signature
individuel who performed the periadic

&u.m Rodiauon surveys for temtherapy
(8) Before medical use, efier each

installation of & tdomng source. and
after making any which ag
amendment s § 35.608(0
(d). the licansee redistion
surveys to venfy that

(1) The maximum and sverage
redistion levels ot one meter from the
toletherapy source with the source in the
off position and the collimators set for &
normal treatment fleld do not exceed 10
mulliroentgens par howr and 2
:‘nmwnm.m
{2) With the mmua»mtnm
on position wi largest clirucally
aveilable treatment n-.x:.uu with :“
scatienng phastots i the pnmary beam
of redisuan, et
(1) Radvetion quantities o restricted
aress adiacent 1o the trestment room
are not likely to cause person.iel
EXposures in excess of the limits
specified in § 201001 of this chapter and
(U) Radistion quantities in

areas adjacent te the

--



Feders

Feetment room 60 no! excesd the limity
speciliod i § 20 30MB) of s chapier

) IF the resule of the surveys
eGuired in paregraph (o) of this section
NGICEIE Ny Pedislion quantity in
ercess of the respective 'imit apecified
o hel paregroph. the lioensee shell lock
the contral n the of! position and not
use the unit

(1) Except se may be necessary 10
FERRIL replace. of \es! the \eietherepy
unit shielding of the trestment room
shielding or

[2) Until the licensee has received o
specific exmnplion pursuant to § 20.501
of this chaprer

(€) A liconses shall retain o record of
the redietion messurements mede
following installstion of & source for the
durstion of the license The record must
include the dute of the messurements.
the resson the survey s reguired. the
manulecturer s neme. model number
end serial number of the weletherspy
unit. the source. and the instrument used
‘o measure rediotion levels. esch dose
fhle messured around the teietherspy
source while in the off position and the
everage of sll measurements. o plan of
the aress surrounding the trestment
room (hat were surveyed. the messured
GONe Tale ot severel points in esch ares
expressed in millirem per hour. the
caleuleted maximum quantity of
rediation over & period of one week lor
eoch restricied and unrestricled ares.
and the signature of the Redistion
Salety Officer

136542 Satety checks tor 1eetherapy
fociinies.

(0] A Licensee shall promptly check all
systems listed in § 35.633(g) for proper
function after each installation of &
teletherapy source and alter making any
change for which an amendment (s
required by § 35.008(s d).

(b) If the results of the checks required
in paregraph (a) of this section indicate
the maifunciion of any system specified
in § 35.633(g). the liconsee shall lock the
control console in the off position and
not use the unit except as may be
necessary 10 repait, replace, or check
the malfunctioning system.

(¢] A licensee shall retain for twe
ears & record of the fecility checks
ollowing insallation of a source. The

record must include notetions indicating

the operebility of each entrance door

interiook, ou: electrica’ or mechanicel

slop. each beam conditi i indicator

lght. the viewing systen. and doors. and

g-:nowmn of the Radiation Safety
cer.

e ————

3600 Modifuation of ewiherapy uni
‘-mwmom

i the survey reguired by § 35.061
indiokies thet on individusl in sn
unrestncied eres mey be exposed o
levels of redintion grester than those
::n.mu by § 20006(%) of this chapier,

fore qu:m‘m resument program

the Licensee
(0) Either equip the unit with stops of
odd adds Mm:'n::u :o
ensure compliance wi i
(b) Perform the survey requ sed by
§ a8 040 again and
(¢) Include in the report required by
§ 35,044 the resuits of e initial survey
. wn- of the modificetion mace
0 with (8) of this
seclon and the of e secand

. or
(d) :num and receive s License
emendment under § 26.108(6) of this part
thet suthorzes radistion levels in
unresincled sress ter than those
permitted by § 20.208(b),

A licensee shall mail an onginel and o
copy of the records n

§ 35,641 55,042 35040, and the output
rom the \eletherapy source expressed
o0 Roentgens per hour ot & distance of

10 the sppropnrste
Commission Regional Office lisied in
3516 of this part within thirty days
ollowing completion of the sction that
initisted the record requirement

138648 Frve-yowr inspection

imh: licensee mll have o::&m
teletherapy wnit fully inspect
dewmm
replacement or st in not o
rn?“” Mdm

10 assure proper
source mechaniam.

5. No. 144 / Priday. July 20, 1088 /

requirement of paragraph (o) of tha
section thet were in effect on March ¢
TRES remain in effect and wre not
rescinged by this section

Jo=Training ane
Subpant J=Training ene Erperence

136900 Rodintion batety Ofhoer

Ex urnﬂmiﬂ-m.m
mw require an ingividusl
fulfilling the responsibilities of the
Redistion Salety Officer s provided in
§ 9502 w0

(0] Be cervified by

(1) Amercan Board of Mesith Physics
in Comprehensive Health Physics

(2) Amencan Bosrd of Rediolog) in

Physics. e

Therspeu
Physica. or Medica!

R Ry o

(3) American Board of Nuclear
Medioine Saience in Nuclesr Medicine
Science or

(b) Have hed 200 hours of classroom
end leborstory treining and one year of
expenence s follows:

(1) 200 hours of redistion physics and
instrumentation:

(2) 30 howrs of redistion protection

(3) 20 howrs of mathematics pertaining
10 the use and messurement
redioactivi

ty:
(4) 20 hours of rediation biology:
(8) &0 M“d mnfu

(6) One year of full time experience n
radistion salnty st & medicsl institution
toneiod 8 o Babieses bebvey
iden b ton
Officer en & Commission or
Stete license that suthorizes
use of byproduct

ment
medical
maetenal or

e .
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[ Nuclear medicine by e Amercen
Board of Mouclesr Medicoe

< Diegnostic mdiology with special
COMPEEnce in nutlest redioiogy by the
AL ariaan ol -

21 Diegnostie rediology o e iogy
Wb the previous five yeam by the
Amer con Osteopsthic Board of
Fativiogy o

rediootope
hendling rechnigues spplicabie 1o the
use of prepared radiopharmeceuuicals
end 40 hours of supervised clinical

toperence

(1) To satisly the basic instregtion
requiremant, the cessroom snd
Liborelory i ruction must include

(1) & howrs of redistion physios and
natrumentstion

(1) 28 hours of redistion proection

(1) 10 hours of methems ey
perimining 1o the use and messuwrement
of rediosctivity;

(V) 10 howrs of redisvon biology: and

(v) 10 hours of rediopharmacevtical
chemistry.

(2) To satisly the reguiremen: for
Popervised clnical expenence. training
fust be under the supervision of an
wuthorized user ot 8 medical nstitution
and must include:

[ Examining patients and reviewing
their case histones 10 determine their
swinbtlity for rediowotope diagnoss.
limiteuons. or contreingicetions:

(1) Selecting the suitable
rediopbarmaceuticals and calculsting
end messuring the dosages

(i) Admurustenng dosages to patients
and using sy inge radiation shields;

(iv) Collebarating with the authorzed
uber i the interpretation of redicwoiope
es! results and

(v) Patient followup: or

(¢) Hao

for Graduate
Medical Education and thet included
classroom and laborstory traimng work
experience. and svpervised clinical
experience in all the topics identifled in
paragraph (b) of this section

130000 Yravwng ter Bmaging ore
Except a0 provided in § 35.970 ar

J5.071, the licenses shall require the
suthorized user of o
or, or

ndmm:m
rengent kit listed in § 38.20008) 10 be o
physician wha

(0) Is certified in:

(1) Nuclear medicine by the American
Brard of Nuclear Medicine:

/ Vol 80. No. 164 / Frida

2 Dingnosue rediology wetd special
GOmpetence in nuclest rediology by the
American Board of Pedioiogy or

13) Dingnostic raciclogy o rediology

wilhin the five m:y the

thic Board
Reciology ar
(L Hes compieted 200 howry of
SIBITUETION i DAKIE red 0 B0I0pe
hangling lechugues spplicable 10 (e
e and K w:“h
generston. resgent kit oure
ol supervised work experience and 50

upervised clinical experence
(1) To satiefy the basic instruction
requirement the classroom and
laborstory must nclude.
(1) 100 horure of redietion physios and

instruments
mmhnan&o-mu
(111) 20 hours of methematics

:?mmnnlhumm

redionctvity:

[1v) 30 hours of regiopharmaceutioal
. ryg Ay

(v & ol redishon hd-v.

(2) To sausly the requrement for
FUPErVIsed work expanence. Usining
must be under the supervision of an

svthonzed user ot & medical nstitution
end must .aclude:

rveys

(u)&hmmmlmm

Mhmmnﬁ-dma‘;‘
tere

me!
(1) Caloulating and safely prepar:
patient doua“c“ -
(1v) Using admunisvreuve controls to
:nnm the misadmiustration of

{) Examining W and review)
lhil’t thse r:-ﬁ'.:'um I.Nr”
T
rediopharmaceuticals and calculsung

and measuring the dosages:
ili) Admirustering dosages to patients
u'du,m.mmmnumu

uly 20, 1088 /

(iv) Collaborating with the sutbhorzed
user in the imterpretation of redimaotope
'est resuite and

(v Patient lollowup: or

(€] Har suooesrhull; compiered & sine
month tremning program in nuciesr
megiine the! has been sp by the
Acoreditetion Council for Craduste
Medionl Education and thet inciuded
classroom and leborstony treining work
Crperence. and supervised clinicel
experience (n el the topics (dentified in
paregraph (b) of this section

{35,030 Training tor therepeutn vee of
 BAPNBTECOVINBIS.

Except as provided in § 38 970, the
hmuﬁor:nmmuw
ueer of o listed in
l:l..alum'yuuonnm
who

() ks cervfied in nuclear medicine by
the Amencen Board of Nuciesr
Medicine: or

(b) Hee completed %0 hours of
;‘um i bame mum:n "

andling technigues spplicable 1o ¢
use of therapoutic ulicals.
and hao had supervised clinical
exnenence

(1) To satisly the requirement lor
Instruction. the clessroom and
laborstory reining must walude:

1))

(1) 28 hours of redistion physics and
insrumen i lion

(1) & hours of redistion protection

(1i1) 10 hours of mathemstics
pertaining (o the use and measurement
of radioacuvity; and

(iv) 20 hours of rediation biology:

(2) To satisly the requirement for
supervised cliucal experience. (rewung
must be under the supervision of an
authonzed user &t o medical institution
“(‘ t!wd ‘odine-131 for diagnosis of

1) Use
thyroid function and the trestment of
of cardiac
in 10t v:’duh ~

(1i) Use of soluble phosphorus 32
the trestment of polycythemis vera,
leukemia, ¢t bone metastases in J
individuale

(') Use of todine- 131 for treatment of
thyroid carcinema in 3 individuale and

(iv) Use of colloidal chromic
r:umu ot of colloidal goid- 108

intracevitary frestment of melignamt
eflusione in 3 individuals.

!I-.. M‘:;Mud

Except in § 38.970. the
mmhuuu‘d“u
user . source
i T I
b \



(A o owuled

(1] Redwiogy or Uerepeyic 860wy
by the Amencan Board of Redialogy.

(&) Redistion oncology by the
Amencen Om-mn:".u ol
Rediology

(3) Raduology. with o specialisaton in
rediotherapy e 8 Briusd “Fellow of the
Faoulty of "

.-

(b) Is in the sctive practice of
therepeuic rediology, bas compleied
setitoriess boding S
rediowotope ues
*pplicable 1o the therepeutic use of
brechy therapy sources and 00 houry of
supervised wark experance and o
minimum of three years of suparvised
clinical expenence

1) To satwly the reguirement for
instruction. the classroom and
borstory training must melude:

(1) 110 hours of redistion physics and
nstrumentation

(1) 40 hours of radiation protectien

[11) 38 hours of methematics
perteining 1o the use and messurement
of radivsctivity; and

(1v) 28 hours of radistion biology.

(2) To satisfy the reguirement
supervised work experience. reining
must be urder the supervision of an
autharized user &t an institution end
must include

(1) Ordering receiving. and urpacking
rediosctive matericls sufely and
performing the related radistion
surveys

(1) Checking survey meters for proper
vperstion

(ul) Prepanng implanting. and
removing sealed sources:

fiv) Using sdministrative contrals to

vent the mwadministration of
mmt and

(v) emergency procedures te
control bypr duct matenal.

(3] To satialy the requirement for &
penod af supervised clnicel expanence.
ratming roust include one year in o
formal treinung approved by the
Residency Review for
Radiology af (the Acareditetion Counci
for Greduete Medical Education or U
Commiiime on Posidociorsi Treimng of
the American Osteopathic Assotistion
and an additional two years of clinical
experiance o therspeutic radiology
under the supervison of an suthonised *
user ot & medicel institution. The
supervised clinical expenence must
wavde

(1) Examining individusls and
reviewing their case bistaries 1o
determune they sutabulity for

brechy iherapy wesunen. and ary
xwumo:nm'

u) mhvwwv
SOWTarS ARd G0N AN el
samuniswetion R

1) Casniotmg R

(v} Pom s dmmastre e followep and
eview of case mSLIMEs W collsbarean
"t the sutharmam ueer

138041 Trowung bor aphiham we of
Exoep! ws

|.
(5) o tn the active prectice of
and has compieted :unol
LRUCLIGE W LONC 7adaisoione
::m.mwmbh

e e it
tory training must !
m‘hﬂd&-m.l

12) 9 hours of redistion Yiology and
19) 2 hour of radistion and
trwining o the use of the for the
suthartzed by the license

and Surgeons: or
Mhhhuﬂnm‘“u:l

be Mo:l.tma W-N
sic ues cable
to the use of & sealed source in &
teletherapy unit. : homdmposmd
work expenence. & minimum
three years of supervised clinical

nence.

expe
(1) To satisfy the requirement for
instruction. the clssercom

end
s bare tory must include

(1) 120 hewre of rediation physics and
instrumenta on:

{4) 40 bowrs of rediation protection:
(1id) 28 hours of mathematics
:‘uuth:-iw

(e s e
0 o8
superviend work

wus! be under the suparvision of an
suthansed user ot aa institution and
must tocluda:

({) Revew ol the full calibretion
masswrements and panodic spol checks.
() Prepanng trestment plans and

calculsing Uvatmen Lunes:
(1) Usng admuinistre live contro's 10
prevent mise dmnisire bans:



[Iv) Implementing emergency
procecures 1o be lollowed in the event
of the sbnormal operstion of &

“teletherapy unit or console end

(v) Checking and using survey meters.
(%) To satinfy the roguirement for o
penod of supervised clinical expenence.

'reining must include one year in #

formal trawning epproved by the
Residency Review e for
Rediclogy of the Accreditetion Council

for Graduate Medical Education or the
Commitiee on Posidoctorsl Training of
the Amencan Osteopathic Association
end an sdditional two years of clinical
exponience in therapeutic radiology
under the supervision of an suthorzed
user ot & medical institytion The

clinical expenence must
include:

(1) Examining individusls sand
reviewing their cese histories 'o
determine Seir suitability for
leletherapy resiment, and any
limitations or contraindics tions:

(11) Selecting the proper dose and how
118 10 be aiministerea

(1) Caloulating the teleherapy doses
end colleborating with the suthorized
user in the review of patients progress
and consideration of the need 10 mod by
onginkily presaribed doses as
warrsnted by patients resction 1o
redistion: snd

(Iv) Post-admisustration followup and
review of case histones.

126081 Traiming tor auakfied teiether apy
Caibration expert

The licensee shall require the
qualified teletherapy calibrauon expert
o

() Be certified by the American Board
of Radiology in:

sy
1gen ray and gamma rey
physics:

(3) X-ray and radium physics. or

(4) Radiological physics: or

(b) Hold » master's or doctor's degree
(n physics. biophysics. radiological
physics, or heaith physics. and have
completed one year of full time treining
in therapeutic rediological physics and
o180 one year of full time work
experience under the supervision of &
qualified teletherapy calibration expert
ot a medical institution. To satisfy this
requirements. the neophyte gualified
teletherapy calibration expert must have
performed the tasks listed in §§ 38.50.
I5.632. 35,633, and 38.041 of this rn
under the supervision of & qualified
leletherapy calibration expert during the
year of work expenence.

§ 35070 Traning tor enpenences
sihornes users

Physicians. dentists. o podiatrats
dentified s suthorized users for the
human use of byproduct metemal on s
Commission or State license
on [insent efective dote of fingl rule)
who perform only those methods of use
for whith they were suthorized on that
dete need not comply with the wreining
requirements of Subpart |

(38471 Physioian veining in o three
Month progrem.

A physician who. before July 1. 1984,
began & three month nuciesr medicine

with requirements of §§ 3% 910 or
35.920.

135071 Recentness of training.

The raining snd experience specified
in this subpart must have been oblained
within the five years the date
of applicstion or the individual must
have had continuing expenence since
the required training and experience
was completed.

Subpart K-—Entorcement

§ 35900 Vicistione.

(8] An injunction or other court order
may be obtained 1o prohibit & viclston
of an vision of: .

) Alomic Energy Act of 1854, as
emended:

(2) Title 11 of the
Reorganization Act of 1974, as amended:
or

(3) Any rule, regulation. or arder
ssued under these Acts.

~ (3) Any rule regulation, or order
ot

(4) Any werm condition. or limitation
of any license issued under these Acts:

or

(8] Any violation for which a license
may be revoked under section 188 of the
Atomic Energy Act of 1954,

() Any person who willfully violates
sny provision of the Atomic Energy Act
of 1854, a0 amended. or any rule.
reguiation. or order isaued under the Act
may be guilty of a cnme and. upon
conviction, may be punished by fine or
mprisonment ar both as provided by
law. Regulations issued under the Act
inciude regulations issued under section

161, and cited in the suthority citetion st
the beginning of this part for the
purposes of section 229

135990 Resaivtion of canfiicting
“SAUIFEMENts Suring Vensition periog.

If the rules in this part conflict with
the licensee s radistion salety progrem
os identified in (e loense and o thet
license was epproved by the
Commission before [insert efect ve gore
of final rule) and has not been renewed
then the requirements in the license will
wpply

PART 30—RULES OF GENERAL
APPLICABILITY TO DOMESTIC
OF BYPROOUCT
MATERIAL

2 The authonty citation for Part 30
continues 1o resd as follows:

Authonity: Sac 101, a0 amended 42 USC
L2001 s 200 a0 amended (42 U S C S0

3. Section 30.4 s amended by revising
paragraphs (h) and (1) 10 read as follows
and by adding new paragraphs y) and
(&) as lollows:

§30.¢ Definvitions.

(h) “Medical use” means the
intentional internal or extermal
administation of byproduct materal. or
the radistion therefrom. 10 human beings

in the of medicine in
with & license issued by o
State or Ternitory of the United States.

the Distnet of Columbia, or the
Commonwesith of Puerto Rico in the
practice of medicine.

(1) “Physician” means & medical
doctor or doctor of astevpathy licensed
by o State o0 Termtory of the United
States, the Dtl't.ﬂ:!' of Colu.nbu. ot the
Commuonweal Puerto P 'co 10
prescribe drugs in thy prectice of

(y) "Dentist" means an individusl
licensed by & State or Termiory of the
United States, the Distnet of Columbia,
ot the Commonwealth of Puerto Rico to
prectice dentistry on humans.

(2) “Podiatrist” means an individual
licensed by o State or Territory of the
United States. the District of Columbia,
or the Commonwealith of Puerto Rico to
practice podiatry on humans.

4 Section 3094 is amended by
revising paragreph (g) 10 read as
follows:

13034 Torms and condttions of oenses.

g) A licensee may prepare

tum-98m rediopharmaceuticals



federal

only with technet wn - @8m tha! conteing
less than 015 microcu¥ies of molyb.
denum-@ per mullicure of technetium.
#om The licensee shall perform lesty
:n:‘ ;‘mmu the records reguired by

e

MATERIAL

8 The suthority eitetien for Pare 3
sontinues 1o resd as lollows

Authonty: Sec 101 0 amended (42 USC
E2ON) s 200 0 amenced (62 U S C Mt )

6. Sevtion 3111 u‘mw
FeVIBInG paragravh (b) 1o "
follows:

111 Ganersl boones tor use of
MBIONE for cartain v vitre
CHCH Or WLrBIOrY testing

. .

(b) No person shall receive. acquire.
possess. use. of transfer byproduet
materal purruant 1o the genersl license
esteblished by paregraph (a) of this
SeCHOn unless thel person:

(1) Has filed Form NRC483.
“Regstration Certificate=in Viiro
Testing with Byproduct Material Under
General License.” with the Director of

Nuclear Material Safety and Saleguards.

US Nuclear R tory Commussion,
Waeshington. DC 20855 end received
from the Commission & valideted copy
of Form NRC-483 with ¢ registratior.
number sssigned:

(2] Has & license that suthoriges the
medical use of byproduct materal and
that expires before | nsert five years
ofter effective dote of final rule). or

(3) Has o license thet suthornzes the
medical use of byproduct matenal and
4180 suthorizes the use of byproduct
materisl consistent with the
requirements of thus section.

. . .

7. The uth:y citation for Part 32
continues o s follows:

e ——

[ Vol. 80. No. 184 / Priday,

S ——

Authonity Sec 101 o0 smended 42 USC
S200) wee 20 w0 amanded (63 USC b

(3270 (Removes)
b Section 32.70 i removed
§ In § 5272 the invroductory tex! of

peragraph (o) end paregreph ()41l ere
revised 1o resd s ollows

13272 Menvtasture ane detribunon of

CoMBInNg by oBuct
MBLONE! 1o MOGICE L8 UnGe! Group
ncensen

(&) An sppiicstion for & speaific
utense o ure and distnbute
rRdIOphermeceuticeis coniaining
byproduct materal for use by personsy
suthorsed 10 Part 38 of this
chapler will be approved it
. L] . . .

(€)1) The label affixed 1o sach
packege of the radiopharmaceuticsl
containg informetion on the
redionuclide. quantity, and dete of
;m . mmm label or the l::gu or

ure thet sccompanies
peckage. containg & statement that the
rediopharmaceutical is licensed by the
US Nuclear w%mmu for
distribution to persons 0 use
byproduct matenal Listed in | § 35100
35.200, or 38,300, we approprisie. or
under an m'::mm license of an

t State.

10 In § 3278 ph (0)(8)(1) s
revised 10 read a8 lolm

13273 Menut wiure ene distribution of
:‘mumumm
rRAIOPABIMaceUlicals

byprotuct material

- bl

(”0 L

mlA' mm‘ ' that m'm'm
resgen &0 sppropriete) is &
for distribution 15 persons licensed by
the US Nuciear Regulstory Commission
to use byproduct material identified in
| 35.200 or under en equivalent license
of an Agreement State.

11, In § 32.74 the introductory text of

) and 3
W:::“ = r.'l".ﬂ (0)(3) wre

{2076 Manutacture ane dtribution of
SOU O O ORVICeN By prosuc
o s T

(6) An spplication for & specific
license 10 menulacture and distribuie
SOUrCES Bn0 devioes conteing
byprogduct meteral to permons Licensed
pursuant to Part 38 of this chapte: for
VBE &b 8 chiibretion of relerence source
of for the uses isted in §§ 35 600 and
!'O.IO of this chepter will be spprovey
m

. . . . .

(3) The lebel affined 10 the source or
device of to the permanen! slorege
vonteiner for the source or device.
conteins informetion on the
redionuchide. guanuty and date of
SAsky. 600 & sletement that the (neme of
source of device) i lioensed hy the U S
Nuclesr Regulatory Comm
distribution to nersons Licensed 10 use
byproduct material identified in
§§ 25,56 35.400. or 36.500, as
sppropriste. or under an equivalent
license of an Agreement Siate.

PART 40—~DOMESTIC LICENSING OF
SOUACE MATERIAL

12 The suthority citetion for Pert 40
continues to read as flollows:
S00 100, o0 amencied (42 U SC
S201) sec. 3. a0 amenced (42 U S.C bk )
13 Section 404 s amended by

revising paregraph (g) 10 resd o
follows:

Definttions.

(8) "Physician’ mesns ¢ medical
docror ot doctor of o8 thy licensed
by & Stete or Territory of the United
States. the District of Columbia. of the
Commonwes!th of Puerto Rico to
prescribe drugs in the practice of
medicine:

. . .

. L
o Washington. D.C.. this 22nd

di.:b“:‘ " -

For the Nuciear Reguistory Commission.
Samuel | Chilh.
Secretory of the Commission
(PR Doc. 86-1723) Piled 72588 840 am|
SRALINO CONE "S840

L X
, . .
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g UNITED STATES
.’ NUCLEAR REGULATORY COMMISSION

w WASMINGTON D €. 20888
Ky o

bl i DEC 07 1982
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P

TO ALL MEDICAL LICENSEES AND COMMENTERS

Enclosed 1s a Feder:] Register notice that concerns revised training and
experience criteria for physicians who request authorization to use
reactor produced radioactive isotopes (byproduct material) in nuclear
medicine procedures, including cardiovascular nuclear medicine.

This notice 1s .f primary interest to cardiology and nuclear medicine
(radiology) physicians, especially those involved with physician training
programs,

The effective date of the revision 1s July 1, 1984, This revision does
not affect ~hysicians who are Currently authorized to perform nuclear
medicine procedures, nor those who begin their training prior to the
effective date.

Y
teria) Licensing Branch
Pivision of Fuel Cycle and
Material Safety

Enclosure: Federal Register
Notice



Federal Register / Vol 47, No. 232 / Thuredey, December 2. 1082 / Notices

D —

Reviued Training and Experience
Criteria for Nuciear Medicine
Physicians

Aagncy: Nuclear Regulatory
Commission.

AcTion: Notice of revised training and
experience criteria for physicians who
apply for suthorization to perform
nuclear medicine procedures.

SUMMARY: The Nuclear Regulatory
Commission is publishing revised
training and experience criteria for
physicians who request authorization to
use reactor-produced radioactive
isotopes (byproduct material) in nuclear
medicine procedures. This revision
increases the minimum time appropriate
for a nhysician to obtain acceptable
training and experience for
suthorization to perform diagnostic
nuclear medicine studies.

EFFECTIVE DATE: July 1, 1884 Thie
revision does not affect physicians who
begin their nuclear medicine training
prior to the effective date.

FOR FURTHER INFORMATION CONTACT:
Joseph DelMedico. Division of Fuel
Cycle and Materia! Safety, Office of
Nuclear Material Safety and Safeguards,




US Nuclear Regulatory Commusston
Weshington, D C., 20658, 500 427 4002,
SUPPLEMENTARY INFORMATION: NRC ie
revising Appendix A of Regulatory
Cuide 108 Appendix A concerns
training and experience criteria for
physicians who epply for suthorization
1o use byproduct material in medical
diagnosis and therapy Regulatory Guide
10.8 describes the and exiont of
information needed by the Nuclear
Regulatary Commission (NRC) staff to
evaluate an application for 8 specific
lirense for the possessian of bypred- 3
material aod it use in or on by,
beings. This of license 1 jrov. 'vi
for under 10 Part 36, Hogan Ur
of Byproduct Materizd " The revisian of
Appendix A is Gassd upon the
recommendation of NRC's Advisory
Commuttee on the Medical Uses of
lsotopes (ACMUL,

“ssentially, the revised criteria
indicate thet physicians who apply far
authorization to use byproduct material
for diagnostic nuclear medicine studies,
including cardiovascular nuclear
medicine studies. should have @
minimum of six months of special
education, trainung, and experience in
these uses. The previous criteria
indicated a minimum of three monthas.

The revison does not affect physicians
who are presently authorized to perform
nuclear medicine procedures. nar
physicians who begin their nuclear
medicine training prior to the effective
date. The effective date was chosen so
as 10 allow the various training
programs sulficient ume to restructure
their curricula

Background

The revised Appendix A evolved from
proposals initiated by the medical
community to reflect the training
believed necessary for a physician to
use licensed matenals safely and to
protect workers, patients, and the public
from unnecessary radiation exposure.
This topic was discussed &t public
meetings held on January 18, 1980,
August 18, 1980, and August 31, 1981,
Information concerning these meetmgs
was published in the Federal Register
prior to each meeting (44 FR 73170, 45 FR
42004, and 46 FR 02354). Transcripts of
these meetings are available fram NRC's
Public Document Room at 1717 H Street,
NW.. Washington, D.C.

A Federal Register notice that the new
criteria were under consideratian and
that public comments were invited was
published an January 22, 1982 (47 FR
7228} The Commisston received 232
comment letters, of which 159 supported
the new criteria, 36 expressed support
but suggested specific changes, and 33

expressed opposition. Most of tre
opposing commensts either supported or
sctuadly enclosed & copy of the position
taken joimtly by the American College of
Cardiology (ACC) and the American
Heart Asseciation (AHA). All comments
were carefully considered and,
wherever possibie, the new criteria were
changed to take them into account.
Copies of the comment |~*ters are
svailable for inspection 1 NRC's Public
wacaent Room.

| e of Public Comments
A. Comments of an Editorial Nature

Al comments o' .- &gl asture
were sccommodated (& L ew oMtere,
These changes included: (8) Res sion of
Section VILA 1o eliminate confusion
concerning colloidal gold 188, which is
currently not in use: (b) modification of
Section IX to include all of the radiation
therapy certification bomrds listed in
Table 1; (¢) mention of the accrediting
authartty for osteopathic training in
Table 3; (d) inclusion of xenon 133
stuclies in the training criteria; (e) use of
the term “cardiovascular nuclear
medicine” in place of the less
descriptive “ouclear cardiology:" (1)
modifications to emphasize that the new
criteria represent the minimum that NRC
finds acceptable: and (g) revisian of the
Federal Register notice to stress that the
new crileria will not affect physicians
who are currently authorized to perform
nuclear medicine studies or physicians
who begin their training prios to the
effective dute.

8 Comments Concerning Table 1

A oumber of commenters questioned
why certain medical specialty
certification boards were or were not
included in Table 1, and whether certain
procedures should or should not be
authorized on the basis of various board
certifications. Each individual board
inittates action to become accepted by
providing evidence of adequete tratning
for certuin procedures. The board sends
the Commission evidence of eligibility
requirements, ascreditution programe,
and examination procedures wkich
assure that NRC's criteria will be met.
Additiona! boards may be included at
any time provided that they approach
NKC and present this information. These
submissions aze examined by the staff
and by approprate members of the
ACMUL A recommendation s made to
the full ACMUI &t &n open public
meeting. The boards hsted ix Table 1
mat the requirements specified above.

C. Comments Calling for More Stringent
Criterio

Over 50 commemters stated that six
months of training was minimum ar not

enough. Some recommended that only
board-certified physicians should be
authorized. Many of the commenters
noted that six months of specific study
in muclegr medicine may not allow
enough time to xatis radiation
safety training as well as the clinical
requirements of thet specialty. The
increasing complexity of the fie.d,
especially as releted to equipment and
clinical procedures. was cited by several
commenters. In determining that the
publighed criteria are justified, the staff
took into accoun! the facts that these
critene received strong support during
the public meetings and that no
significant new information has been

resented to support & period of training
ronpr than six months. Commenters are
therefore referred to the meeting
transcripts.

D. Comments Concerning
Documentation of Training and

Experience

Comment: A number of comments
concerned the nethod for documenting
training and experience. One commenter
suggested that NRC issue certificate-
type credentials to all qualified
physicians. The commenter stated that
the certificate would be convenient for
physicians chaaging jobs. The premise
was that a physician, once licensed,
could thereafter show a new employer
or radiation safety committee the
certificate as evidence that NRC
accepled his credentials.

Response: The staff feels that the
vurremt Supplements A and B of Form
NRC 313M are adequate for
documenting training and experience.
Physicians authorized as users on NRC
licenses may make copies of the license
10 presemt to & new employer as
evidence of such approval,

E. Comments Concerning the Medical
Competence of Physician-Users

Camment: Severa! commenters asked
NRC o notify physican and hospital
licensees that NRC authorization relates
only to radiation safety and not to
medical competence.

Response: In 1879, the NRC published
"‘Regulation of the Medical Uses of
Radioisotopes: Statement of General
Policy" (¢4 FR 8242). The third and final
specific area in the policy stated, “The
NRC will minimize intrusion into
medical judgements affecting patients
and into other areas traditionally
considered to be & Etn of the practice of
medicine." The staff has and will



continue o interpret this to mean NRC
spproval of & physician 10 use
byproduct matenals in humana for
treatment and diagnosis relates 1o
radistion sefety and 1o Caining
sufficient 1o avoid unwarrented
rediation exposure to the physician,
medical workers and the public,
inlcuding petients. Such suthorizetion
does not imply e standard for
professional clinical achievement s
would be evidenced by a medical
specialty board certification. Further
clarification of NRC's position is being
considered in connection with @
separate revision 10 Part 35 of Title 10,
Code of Federal Regulations. This
revision s under way &! the present
time.

F Comments Opposing the New Criteria

The concerr.s of those who object to
the criteria (as paraphrased by the NRC
stafl) and the staff response are
summarized below:

Comment: The current criteria have
been more thun adequate in protecting
the public: therefore, there is no basis
for an increase.

Response: The current criteria have
been adequate because they have been
revised whenever necessary 1o keep
pace with developments in nuclear
medicine. & rapidly expanding.
technology based clinical specialty In
1972, the Atomic Energy Commission,
NRC's predecessor egency. had
physician training criteria that involved
enly 30 hours of training in basic
radioisotope handling techniques. Since
that time. the criterie have been revised
and increased three separate imes.
Transcripts of NRC's ACMUI meetings
show that each change was made in
response 10 the increasing complexity of
the field. not in response to accidents or
incidents.

The transcripts of the public meetings
concerning the present changes indicate
that there has been an increase in the
complexity of the diagnostic
interpretation of nuclear medicine
studies and that this has resulted in a
concomitant increase in the portion of
the time that is aliotted to this aspect of
training during the three month
programs. It 1s apparent from the
transcripts that. in order to stay within
the three month limit, meny programs
heve made proportionate decreases in
the aspects of training involving basic
radioisotope handling techniques and
actual experience handling unseealed
radioactive materials In order to
maintain the previcus level of training in
these last two areas, the increase 1o
program of six months duration is
justified.

The concept of concurrent training in
three month programs onginated
because such programs were offered as
pert of the residency treining leading 10
certification by the American Board of
Radiology (ABR). The ABR and AOBR
progrems have recognized the need for &
minimum of six months of treining and
experience and heve voluntardy teken
sction 10 restructure their programs
sccordingly. The new programs will be
in rlocc by July 1. 1984 NRC's action
will maintain its criteris equal to the
minimum standards set by the
profession.

Comment. Technetium 99m is the only
NRC-licensed materal used in
cardiovascular nuclear medicine studies
end its properties make it uniguely safe
for handling and use; therefore, &n
increase in the muuns end experience
criteria is unwarranted.

Response The criteria in Section V of
Appendix A apply to physiciens who
use or supervise the use of molybdenum
98/ technetium #9m generators and
reagent kits to prepare Tc-90m labeled
radiopharmaceuticals. These materiale
do present serious safety hazards if they
are misused or improperly supervised.
Tc-09m radiopharmaceuticals are also
evaileble in prepared. unit dose form,
ready for patient injection. If a physician
wishes 1o use this form for one or two
lyru of diagnostic studies and accepts
@ limited possession limit, he or she may
apply under the provisions of Appendix
A, Section V1.

Comment: Through their training and
experience with cardiac cetherizetion
and angiocardiography, cardiologists are
already familiar with the principles of
radiation exposure.

Response: Any hours of training that
are specifically applicable to basic
handling techniques using unsealed
radioisotopes may be included in the
physician’s application to NRC.

Comment. There are important risks if
cardiovascular nuclear medicine studies
are performed by physicians who lack
formal training in cardiovascular
hemodynamics, coronary artery disease
physiology. exercise testing and
exercise physiology. arrhythmia
detection, and cardiopulmonary
resuscitation.

Response: The implication here is that
NRC should not allow physicians with
little or no treining in cardiovascular
disease to perform cerdiovescular
nuclear medicine studies. Training and
experience criteria set by NRC relate
specifically to safe handling of the
reactor-produced radioisotopes that are
used during the medical procedure. NRC
does not regulate the quality of medical
practice. Matters of medical competence

heve traditionally been addressed by
the State medice! licensing suthorities
#nd by peer review groups and
professiona! societies within the medice)
profession. As sieted previously, NRC
published its decision to minimize
intrusion into arees treditionally
considered to be a part of the practice of
medicine in 1078 ( 44 FR 6242).

Comment If the training snd
experience criteria are increased 1o six
months, the only aspect thet would be
sugmented for cardiologists would be in
the aree of interpretetion of scans

Response: NRC believes that o tus!
expenence handling unsealed
radioactive materials (ltem B of Table 2,
Appendix A) should be sugmented.
Presently there is little incentive for @
physician-in-training to scquire such
experience. It is the physician. however,
who is listed on the NRC license as the
suthorized user and who may be listed
o6 the radiation sofety officer. The
physician is responsible for the use of
the material. To fulfill this
ru‘romibihry. the physician must have
had adequate "hands.on" experience
during the training period.

Comment: Additional requirements
will serve to discourage persons well
trained in cardiology from participating
in cardiovascular nuclear medicine ano
will therefore deprive the public of the
expertise thet cardiologists lend to these
studies.

Response: The NRC licensing process
does not prohibit cardiologists or any
other dphyoicicm from being present,
providing patient care. and participating
in the diagnosis during cardiovascular
nuclear medicine procedures. The
licensve specifies only what physician (or
physicians) mey use or supervise the use
of the radiosctive material that is
needed to perform the procedure. In
many hospitals, these procedures are

erformed a6 & coordinated effort

etweern the nuclear medicine physician
and the cardiologist.

The revision to Appendix A of
Regulatory Guide 10.6 is printed in its
entirety below:

Appendix A—Acceptable Training and
Experience for Medical Uses of
Byproduct Material

l General Criteria

Paragraphs 35.11 and 3512 of 10 CFR
Part 35 provide that the Commission will
approve @ license application for
medical use if it determines. among
other things, that the physician
designated as the individual user has
adequate experience in the proposed
use, the handling and administration of
isotopes, and where applicable. the
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clinical manegement of redioactive

atients. lo addition, § 30.33 of 10 CFR

art 30 requires that applicants be
qualified by train'ng and experience 1o
use licensed mautenal for the purpose

uested in the application.
is appendix outlines training and

expenence griteria that the Commission,
with the sssistance of its Advisory
Committee on the Medical Uses of
Isotopes (ACMUT), has found scceptable
for physicians ' who wish 10 use
byproduct materia! for human use ' We
recommend that this training and
experience be obtained in & formal,
accredited training program for resident
physicians.

Physician training and experience can
be examined on & case-by-case basis. A
physician wishing to use radioactive
material but not having the training and
experience described. may submit an
application listing specific
qualifications: and these will be
reviewed by the Commission with the
assistance of the ACMUL

1l Acceptance of Medical Specialty
Board Certification

Certification by the medical specialty
boards listed in Table 1 will be accepted
as evidence that a physician has ha
adequate training and experience for the
cog{eupondmg procedures listed in the
table.

/Il Documenting Training ond
Experience

Supplements A and B of Form NRC
313M are used to document training and
experience. Physicians who wish to
qualify on the basis of board
certification need only complete ltems 1,
2. and 3 on Supplement A. Other
applicants should submit Supplements A
and B with all items completed A
separate Supplement B form should be
completed and signed by each preceptor
who provided training or supervised
experience

IV. Time Limitation on Acceptable
Training and Experience

Training and experience must have
been obtained within five years of the
date of the application. or else the
applicant must demonstrate continuing
involvement in the procedures since the
time of training.

V. Training for Routine Dicgnostic
Procedures (Groups I-1I1.? Including
Cardiovascular Nuclear Medicine)

To qualify as adequately trained 1o
use byproduct material listed in Groups

As defined in 10 CFR 352
‘Physicians suthonzed for Group 1! or (1} may
4150 use Xenon 133

/ Vol

e ——

L Il and L of § 35.100. 10 CFR Part 35. »
physician should have the training and
experience listed in Table 2

VI Troining for Specific Diagnostic
Procedures

A physician vho wishes to be
suthorized for only one or two specific
diagnostic ures should have
treining in basic radioisotope handling
techniques and clinical experience
commensurate with the types, quantities
and uses of byproduct material being
requested. Such requests will be
examined case-by-case by the
Commission with advice from the
ACMUL

VI Training for Therapy Procedures
Involving Radiopharmaceuticals
(Groups IV and V)

A Physicians who meet the criteria
for Groups '~Ill may qualify 10 perform
specific therapy procedures with the
following clinica: experience:

1. 1-131 for treatment of
hyperthyroidism and/or cardiac
conditions:

Clinical experience io the diagnosis of
thyroid function and active participation
in the treatment of ten patients.

2. Soluble P-32 for treatment of
Eolycythunu vera, leukemia, and/or

one metastases:

Active participation in the treatment
of three patients with any combination
of these three conditions.

3. Colloidal P32 for intracavitary
treatment:

Active participation in the
intracavitary treatment of three patients
using colloidal forms of either P32 or
Au-108

4 1-141 for treatment of thyroid
carcinoma:

Clinical experience in diagnosis of
thyroid function, personal participation
in the treatment of ten patients with
hyperthyroidism and/or cardiac
dysfunction, and active participation in
the treatment of three patients with
thyroid carcinoma.

5. Colloidal Au-198 for intracavitary
treatment:

Active participatian in the
intracavitary treatment of three patients
using colloiaal forms of either Au-198 or
P-32.

B. To perform only Group IV und V
therapy procedures, physicians who do
not meet the criteria for Groups 1-111
need to obtain the specific clinical
experience listed in VI A. above and,
as a minimum:

oy
Tierwg 0 basc radonotope handing lechrues
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VI Troining for Therapy Procedures
Involving Sealed Sources (Group V1)

To qualify as sdequately trained to
use byproduct material listed in Group
cluniien haad ot B Stisng o0d
physician ve the training &n
experience listed in Table 8.

When & physician is not board
certified in one of the radiation therapy
specialties listed in Table 1, his or her
training will be reviewed with the
assistance of the ACMUL In addition to
Supplements A an” B as described in
Section Ul coove. the applicant should
submit letters of evaluation from each
physician who served as preceptor.
These letters of evaluation should
describe the scope and extent of the
applicant's training and experience and
should state whether, in the opinion of
the rnccpm. the |p£lium is fully

ualified to independently perform
roup V1 therapy procedures.

IX Training for Physicians Wishing To
Use SR-80 Eye Applicators Only

To qualify as adequately trained to
use & Sr-80 eye applicator only, a
physician should submii evidence of
certification by one of the radistion
therapy specialty hoards listed in Table
1 or. as @ minimum, evidence of:

A. Active practice in therapeutic
radiology or opthalmology.

Racwoon prwmcs en0 mvumentaton
A aoravon T oy
Mamemancs perarey © mee
Ll Ll S ——

s o

This information should be submitted
on Supplement A of Form NRC-313M.
The hours listed next to each of the four
subjects are suggestad minimum values
and should not be interpreted as specific
requirements,

C Active participation in the
treatment of five patients (to be
submitied on Preceptor Statement, Form
NRC 313M, Supplement B),

“"Active participation” should include
supervised examination of patients,
collaboration and calculations
concerning the dose to be administered,
administration of the dose to the patient.
followup and study of patient case
histories.
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Teble 2 —Mimioum Acceptable Training misadministration of materials to
for Routine Disgnostic Procedures patients.
(Groups 1-111) 6 Emergency procedures to handle

Concurrent Training in Six month
Programs. The criteria specified below
may be satisfied concurrently in @
formal intergroted six-month traini.
program, Note, however, thal all of
requirements in Sections A, B. and C.
must be fully intergrated into the
program. Physicians who do not recieve
their training in such e program should
obtain the specified number of hours in
each ares:

B Experience hand)ing unsealed
radioactive materials under the
supervision of @ qualified instructor (500
hours) This experience should cover the
types and quantities of byproduct
material requested in the application
and should include

1. Ordering. recieving and
unpackaging radioactive materials
safely. including performance of the
related radiation surveys.

2 Calibration of dose calibrators and
diagnostic instrumentation, and
performance of operational checks on
survey melers.

3. Calculation, preparation and
calibration of patient doses. including
radiation safety considerations.

4. Administration of doses to patients,
including proper use of syringe shields

5 Appropriate internal control
procedures to prevent the

and contain spilled materials sofely.
including related decontaminetion
procedures.

7. Elution of Te-08m from generator
systems. assey and testing of the eluate
for Mo-89 and elumine contamination,
and processing the eluate with reagent
kits to prepare Tc-00m labeled
radiopharmaceuticals. (Required when
physicians apply for Group Il
suthorization )

C. Supervised clinical training in an
Institutiona! nuclear medicine (or
cardiovesculer nuclear medicine)
program (500 hours). The clinical
training should cover all appropriate
types of diagnostic procedures and
should include:

1 Supervised examination of petients
to determine the suitability for
radioisotope diagnosis and
recommendation on dosage to be
prescribed.

2. Selection of the proper
radiopharmaceutical and dosage,
calculation of the releted radiation dose
and collaboration in the interpretation
of the radioisotope test results.

3. Follow-up of petients when
required.

4. Study and discussion of case
histories with preceptor to establish the
most appropriate diagnostic procedures,
limitations, contraindications, etc

Table 3 —Minimum Acceptable Tralning
for Therapy Procedures Involving
Sealed Sources (Group V1)

To qualify as adequetely trained to
use byprodoct material listed in Group
VIof § 35100, 10 CFR Part 35, @
physician should have:

" e L
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B Experience handling sealed
redionuclide therepy sources under the
supervision of @ qualified instructor (500
hours). This experience should cover the
types and quantities of byproduct
material requested in the epplication
and should include:

1. Ordering, receiving. and
unpackeging sealed sources salely,
including performance of the related
radiation surveys.

2. Performance of operational checks
on ion chambers and survey meters.

§. Safe handling of sealed sources
during preparation, insertion and
removal,

4. Quality control and emergency
procedures.

C. Clinical training in Group VI
procedures: Active practice in
therapeutic radiology with & minimum of
3 years experience of which a! least 1
year should have been in & formal
training program approved by the
Residency Review Committee for
Radhology of the Accreditation Council
for Graduate Medical Education or the
Committee on Postdoctora! Training of
the American Osteopathic Association.

Dated &' Silver Spring. Md this 27th day of
Seplember 1082

For the Nuclear Regulatory Commission.
Richard E Cunningham.

Director, Divivion of Fue! Cycle and Material
Safety Office of Nuclear Material Sofety and
Sefeguords.

IFR Doc 62-32968 Filed 1241482 845 am|

BILLING CODE 7680014
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As used in this part:

(a) "Human um" mesms the mternal
o external admunutration of byproduct
or the ndiation therefrom. to
bangs.

(b) “Phymcuan” means an individual
lcensed by s State or terrtory of the
United States, the Distnet of Columbia or
the Commonweaith of Puerto Rico to
dispense drugs i the practice of medi
ane.

;

rhu Appication form for spemilic
« licenam.

Applications for rpecific licenses for

Fhuman um under §§35.11, 3512, an¢

w25.13 dhall be (Ued on form NRC-313M.
“Applica for Materials Licens
Medical "

HUMAN USES OF BYPRODU.T MATERIAL

TR
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E
£
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i
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5
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tients. and

(e) If the application i for & license 1o
um unspecifisd quantities or multiple
types of byproduct matemal, the apple
ant has previously recerved 4 reasamnable
tumber of licensss for s vanety of by-
product matenals {or 2 venety of human

§35.12  Spectfic lieensm to individuai
phymcians (or humen wee of bypred-
uct matenal.

(a) An application by an individual
phymcan or groups of phymcuns for 4
swecific ucense for human us of byprod-
uct material will be appruved if

(1) The applcant satusfies the general
requirements specified & §30.33 of s
chapter:

(2) The wpplication = for use i the
pplicant’s practice i an office(s) outnde
1 madical insurution ;

— e AR F 38 200

January 31, 1983



PART 36 « HUMAN USES OF BYPRODUCT MATERIAL

(3) The applicant has sccem 10 2
hospital possessing adequate facilities to
hospitalize and monitor the applicant's
radioactive patients whanever it i advy-
able; and

(4) The applicant has extensive expe
rience in the proposed use, the handling
and admuustration of radioisotopes, and
where applicable, the clinical manage
ment of rdicactive patisnts. (The phys-
@an(s) shall furnish suitable evidence of
such experience with the application. A

device considered (teletherapy urit, bets
APPUCALOr, o1c.) OF has experience squive.
Knt 10 such truining; and (2) 8 & phys-

-

poups of medical uses of byproduet
materal

(a) Subject 10 the provisions of pare-
praphs (b), (¢), and (¢) ¢f the section, an

application for a specific lcense pursuant
to §35.01, §35.12, or §25.13 for any

'1 3514 Specific licenses for certain

(W) An spplication flled with the
Atomi Energy Commusmon pursuant 1o
§32.72 of the chapter or with an Agree
ment State pursuant to equivalent State
regulations on or before October |f,
1974 for & license 10 manufacture and
distribute & radiopbarmaceutical that the
applcant distributed commercially on or
before August 16, 1974, on which appli
@Aton the Atomic Energy Commisson or
the Nuclear Regulatory Commusion or

< the Agreement State has not acted.

(2) For Group 111, no licensee shal

medical use or uses of byproduct materal
mumuundcmnlxogmm. possess, or um generstors or
VI, mclumve, of §35.100 will be - o reagent kits contauung byproduct me-

statement from the medical wotope com-
miftee in the institution where the appl
cant acquured expenence, indicating ity

2 FR M0

L§35.:x.

amount and nature, may b submitted as
evidence of such expenence.)

(b) The Commusion will not approve
an application by an individual physician
or group of physcuns for a specific
license (o receve, possess or use byprod-
uct material on the premuses of 3 medical
institution uniess:

(1) The use of byproduct materal &
lmited to:

(i) The sdministration of radiophar-

maceuticals for diagnostic or therapeutic
purposes, .
(i) The performance of diagnostics
ftudies on patients to whom a radiophar-«
maceutical has been admunustered,

proved for all of the uss within the
Foup or groups which include the use or
uses specified in the applicstion if:

(1) The applicant satisfies the require
ments of §35.11, §35.12, or §35.13;

(2) The applicant, or the phymician
designated n the application as the indi
vidual user, has adequate clinical expers
ence in the types of uses included in the
FOup or proups;

(3) The applicant ar the physicians
and all other personnel who will be
\nvolved in the preparation and use of the
byproduct materal have adequate train-
ing and experience in the handling of

;mm waterial approprate to thew

(W) The performance of in vitro diag- T PAFUICIPAtIOn in the uses included in the

nostic studies; or

(iv) The calibration and quality con- |
ol checks of radicactive assay instru- |
mentation, radiation safety (nstrumenta |
ton, and diagnostic nstrumentation;

(2) The physician brings the byprod- |
uct aaterial with hum and removes the
byproduct material when he departs.
(The institution cannot receive, possess or
ftore byproduct material other than the
amount of materal remaining n the
patient); and

(3) The medical institution does not
hoid a byproduct matenal license under

group or groups;

(4) The applicant’s radiation detec-
oD and measunng instrumentation is
adequate for conducting the procedures

| involved in the uses nciuded in the group

or groups;

terial or shall use reagent kits that do not
contain byproduct material (0 prepare
radiopharmaceuticals contamung byprod-
uct matenial, except:

(1) Reagent kits not containing by-
product material that /e approved by the
Commission or the Atomic Energy Com-
MNON Or an Agreement State (or v e by
persons licensed pursuant to .ais §35.14
and Group (1] of Schedule A, §35.100 or
equivalent Agreement State regulations;
or

(i) Generators or reagent kits contain-
ng byproduct material that are manufac-
tured, labeled, packaged, and distributed
in accordance with a specific license
issued pursuant to §32.73 of this chapter
or by an Agreement State pursuant to
L.qunmal State regulations; or

f- (i) Generators or reagent kits that
| the manufacturer distributed on or before
| August 16, 1974 for which an application

(£) The applicant’s radiation safety l. for license or approval was filed with the
operating procedures are adequate for E Atomic Energy Commussion pursuant to
handling and disposal of the radioactive & §32.73 of this chapter or with an Agree
matenial invoived in the uses included in | ment State pursuant to equivaient State
the group or groups; zn(uhum on or before October |5,

(b) Any licensee who is authorized to ! 1974 on which application the Aromic
use byproduct material pursuant o one | Energy Commission or the Nuciear Regu-

of more groups in §835.14a) and
35.100 is subject to the following condi-
tions:

(1) For Groups [, I, IV, and V no

latory Commismion or: the Agreemeat
State has not acted.

(3) For Group V1 no licensee shall

| §35.13 Specific licenses for human |
use of byproduct material in sealed
sources.

Ucensee shall receive, possess, or use | Teceive, possess, or use byproduct mate-
byproduct materal except as a radiophar | MAl except as contained o ul: wource or
' o device that has been manufactured, la-
An application for a license | MAceutical manufactured in the form to i
-3 p g e be admunistered to the patient, labeled, o beled, packaged, and distnbuted in accor-
for use of a sealed source for human use | 2 j
will be approved i | packaged, and distributed in accordance x dance with.
(a) The applicant mtisfies the general | “ith: e (D) A specific license mued pursuant
requirements specified in §30.33 of tus| (1) A specific lcense issued pursuant T t0 £32.74 of this chapter; or
chapter; and to §32.72 of this chapter; or (4) A specific license wssued to the
(b) Th wpplicant or, {f the applica-| (U) A specific lcense usued to the | manufacturer by an Agreement State
tion 18 made by an institution, the indj-| Danufacrurer by an Agreement State | pursuant to equivalent State regulations;
vidual user (1) has specialized training in | PUTSUANt 10 equivalent State regulauons; |_or

the therspeutic use of the radioactive ! oF

——— F RS
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PART 36 ¢ HUMAN USES OF BYPRODUCT MATERIAL

(W) An spplication fled with the

Atoms Energy Commimsion pursuant to| Agreement State and described by the (v) Conduet ¢ quanterly physcal

§32.74 of the chapter or with an Agree- | Mmanufacturer o the label srtached 1o the | WBtory 1o sccount for all sources and
L ment State pursuant 1o equivalent State| SOMrCe, devics Of permanent container | @vices received and possemsed. Records
= regulations on or before October |5,| thereal, or in the leaflet or brochure | of the inventories sball be matwtained for
g 1976 for & leenm o manufscture o Yhich sccompanies the source or device. | Mmspection by the Commission and shall
$ tource or devies that the applicant dis| Each Sourve or devics thal he 0 tesied | BaNGe (he quantities and kimds of by-
tributed commercially on or befors( PHOr 10 its first use uniess the supplier | product material location of sources and

Augum |6, 1974 op which application| Mrmishos & certificate that the source devices, and the dats of the mventory;
the Atomic Energy Commumon or the| device besn 0 tested withm ‘i (W) Assure that oeedles or standard

! s medical opplicator calls

B
g
i
_§
!
i

Nuclesr Regulatory Commumon or the

:

or
g ®x
requtred ngowluumnnm
w uniess
of

Agreement Siate has not acwed. (i) Asure that the test
paragraph (bXSXi) of this eection e licensee's pomesmon peculy
r— capsbie of detecting the pressnce ally suthorized by s lcanm wued to
(4) Por Group (1L any licensee using 0.00f microcune of radicactive material | bhim by the Atomx Esergy Commumon
genarstors or reagant kits shall: on the test sample. The test sampie shall | o the Commuamon;
(1) Elute the genarator. or prrcess be taken from the source or from the
matarial with the reagent surfaces of the device in wihuch the source
Ut.mnlﬂuw\ﬁm is permanently or semipermanently
'mc"':'n““"“"‘“.‘mm mounted or mored on which one might| (%) Awn hat patiests Bested Wit
furrushed by the manufacturer oo the txpect contaminstion 0 MECUBMUMS. T 40gi 60, emum137 or indium197 i
abel attached 10 or in the ieaflet or Racords of leak tert resuits thall b Kep! 2 pippyy remain Dospitalized untll 4 source
brochure the! accompanies the B smn of micocunes end mantmed § gy and 4 mdistion mrvey of the
geners or or reagent it for mspection by the Commusmion; S patient confirm that ol implants have
(1) Before edmunistration to patients. (i) If the test required by ParMETaRl | pouy remow.
cause each eiution or extraction of :fbl(’)(l)dmmmmm_
£ lechnetium-9m from ¢ moiybdenun-9/ 3 emce of 0.00f microcure or mers of
S 'echhetium-@9r genersior to be 'esten 10 removabie contamnation, immediately
& determune either the total molybdenum- ‘MNMMuu“F
. .m".mmm-ﬁ:l‘lh % it to be decontaminated and repaired of ® (0) Except for those
m“"“""m' 1o writien | to be dispossd of in sccordance with | Yediopharmaceuticais lsted in
procedures and by personnel who heve Commumon regulstions. A report shall be womduumu
been specifically trained 10 parform the | [U0d WILAID § days of the test with the L U and [T any lcensee using
(1i) Protubit the sdminiseration to won inspection and Eaforcement Re-| FOSUIS Ot that those specified in
patiants of technetium-9om ponal Office lsted in Appendix D of Part | Mwymu mm
more than 1 mucrocune of molybdenwn- 30 of thus chapter, d-nhunhnw-:m
M per millicune of technetium-99m. or ment mvolved, the teet resiits, and he T ({) Chemical and physical fore:
more than § mucrocuries of cofrective action taken. * (1) Route of sdmunistration: and
molybdenum-9 per admunistered dose. L. ¥ (W Dosage range.
at the ume of sdministration: and ™ The folowing
(tv) Maintain for 3 years for - radiopharmaceuticai(s) when used for
C:uumﬂmn“dm“ : Copws of smch mu-udd:wmdwu.mut
mm’“'m""‘z S 3 'wport hall be mamt to the Dirwetor of | AUBAEL 'S the memCtions (o paragraph
PRI ; lnspection and Enforcement, U.S. Nu (i) Tochnetum-00m e aa
— & clear Regulatory Commission, mtulmmmu
* Washington, D.C. 20855,
— : (li%mhmm
r (5) For Group V1 any licensse who ! mmg..:.;mu;.m
possesses and uses sources ar devices | outaide atmospbere 'hrough an air
| exhaust or provides for collection and

tainung byproduct material shall:
i) Cause each source or devies con- (iv) Follow the radistion mfety and
more than 100 muicrocumes of| handling mstructions spproved by the =
uct material with : half-ife greater| Nuciear Regulatory Commismion or an
thirty days, except indium-192_ Agreement State and furnished by the
encamd in oylon ribbon, t© beZ manufacturer on the label attached to the
lumwwmzmmcmm
mtervals 20t 1o exceed ux months or§ tereof, or in the leaflet or brochure that
sich othar intervals as are approved by 2 accompanies the source or device, apd
Nuciear Regulatory Commusmon or an mamtain Sic ASTUCTIOD i 4 legibie and
convenwnt!; svailabie {arm;

A!

disposal of e serosoi.

NI

El!
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PART 38 ¢ HUMAN USES OF BYPRODUCT MATERIAL

ant 10 paragraph (8) of the section for
ane of more of the medical um groups s
§3£.100 Wso i suthorised to um dyprog-
uct matenal under the general Lcans i
§21.11 of this chapter for the specilied
B vitro use without flling Form
NRC48)w requured by §31.110b), Mo
nded, That the licenses & subject 10 the
other provisions of §31.11. .
(d) Any licensee who is licensed pur
suant to paragraph (a) of the section for
one of more of the medical use groups in
§35.100 wso s suthormed, subjeet 1o the
provisions of parsgraphs (¢) and () of
this Mction, 10 recerve, possess, and use
for calibration and reference mandards:
(1) Any byproduct material lsted i
Group |, Growp I, & Growp I of
Schedule A, §35.100, with o haifdife not
longsr than 100 days, in amounts not to
exceed |5 millicunes total; e of
2) Any byprodust material listed in |
Group |, Growp I or Group Il of &
Schedule A, §25.100 with w-uu:
-

4

&4 10 be temed for leakage and/or sop
WRIMAtOn Al intervals not 10 excend My
wonths In the sbeence of s cmrtificate
from o tangferor indicating that s test
has been made within sx months pror to

wed until tested, Movided Aowever,
That 00 leak tests are required when:
(#) The source conmtains | 00 microew-

|
!
ite

greater thas (00 days in amounts not o
exceed 200 microcunes total;

8
§
EE
i
r; £
ik

Any Dbyproduct material in
 Amounts not 1o exceed ) millicuries per
ource, contained tn calibration or refer-
mce ources that have besn manuface
R tured, labeled, packaged. and dieributed
0 accordance wrih:

() A specific lcense wmued by the
Commsmon pursuant to §32.74 of tha
chapter; or

(l) A wecific licens issued to the
manufacturer by an Agreement State
pursiant to equivalent State regulations;

ar

(i) An spplication flled with the
Atomi Energy Commimion pursuant to
§32.76 of s chapter or with an Agree
ment State pursuant to equivalent State
regulations an or befors October 18,
1974 for a license t0 manufscture a
ource that the spplicant distributed com-
mercially on or before Augum 16, 1974,
on which spplication the Atomic Energy
Commussion or the Nuciear Regulatory
Commusmon or the Agreement State has
not acted.

(eNIXi) Any licensse who pomessss
sealed wources as calibration or reference
fOurces pursuant to paragraph (d) of this
wcuon shall csuse each ssaled source
coptatning bdyproduct matenal, other
than bdydrogen~J, with a haifife greater
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teietharapy
licenses (o effect as of March ¢ 1983,
which extended the time intervei for the
(nspection end servicing requirement of
paragruapb (o) of this section shall
remain (0 effect and are not rescinded
by s section.

February 28 1982

§is
of certam

e FRBIeS

(1) Pull calibretios messurements
repory made under § 3821

(2) Records of calibration of the
instruments used 10 make these
@essurements under | 3823

(3) Records of (nspection and
mﬁudumw».c-h

(d) Records of (1) spotcheck mes-
surements and corrective actions

" under §38.22 and (2) calibration of in-

struments used L0 make spot<check
measurements under § 35.23, shall be
preserved {or two years after comple-
uon of the spot<check messurements
ANnd corrective actions.

‘¢) Records of wie licensee s evalus-
tion of the qualified expert's training
ANG experience under §38.24 shall de
preserved for f(ive years after the
Qualified expert's last performance of
8 full cslibration on the licensee s Lo
letherapy unit,

GENERAL LICENSES

General licenw (or medical use
quantities of byproduct
materal.

(a) A general license is heredy issued
to any phymcian to recerve, possess,
tansfer, or use for any of the followng
ftated diagnostic uses, in accordance with
ke provsions of paragraphs (b), (¢), and

(d) of this metion, e folowing byprod-
Uet materials in capsules. dispossdie ry-
nnges or other forms of prepackaged
ndividual doses:

(1) lodine 131 o sodium iodide
(Nal'*) for measurement of thyrewd
uptake;

(2) lodine~13] u iodinated human
srum albumin (IHSA) for determinanions
of blood and blood plasma volume;

(3) lodine125 a5 iodinated human
serum albumin (IHSA) for determinations
of biood and blood plasma volume;

(4) Cobalt-58 for the mewsurement of
mtestinal absorpuion of cyanocobalamin;

(8) Cobalt«60 for the measurement of
intestinal absorption of cyanocobalamin,

(6) Chwomium-51 as sodium radio
chromate for determination of red biood
call volumes and studies of red biood cell
aurvival time.

Nete: Section 32.70 of this chapter
requires manufacturers of radiopharma-
Pulicals which are under the peneral
dcense in thu paragraph to inciude the
following statement in the label affixed
to the container or in the leaflet or
brochure whichk accompanies the radio
pharmaceutical.

This madinactive drug may be recetved,
pomessed, and umd oaly by phywcians
licensed to dispense drugs in the practice
of medicine. Its recetpt, possesmion, use,
and transfer are subject 10 the regulations
manormUmc!m
Nuciear Regulatory Commission or of a
State with which the Commuunon has
entered mto an agreement for the eéxar-
cise of regulatory authorrry

(Name of manufacrurer)

(b) No phyucian shall receive, possess,
uss, or transfer byproduct matenal pur-
fuant to the general license established by
pangraph (a) of this wction until he has
filed Form NRC<482, “Regstration
Centificate~Medical Use of Byproduct
Material Under General License” with the
Director of Nuciear Material Safety and
Safeguards, U.S. Nuciear Reguiatory
Commimion, Washington, D.C., 205%S.
and recetved from the Commision a
validated copy of the Form NRC<482
with registration oumber asmgned. The
registrant shall furmish on Form NRC482
the following information and such other
information as may be required by that
form.

(1) Name and addrem of the rogiy-
trant;

(3) A matement that the registrant 3 a
duly licensed phymcian suthorzzed to
dispense drugs in the practice of med»
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Gine, and specdying the license number | the byproduct materals covered by the

and the State in wiuch such license i |4tneral license.

valid; and

(3) A statement that the registrant has
ipproprate radlation measuring mstru-
ments to carry out the diagnostic proce-
dmlorvmumtou
byproduct material under the peneral
license of §35.31 of this chapter and that
hummcnoomofm
nstruments.

(€) A physician wbo recetves, posses-
4, Or uses 2 pharmaceutical containing
byproduct matenal pursuant to the sen-
eral license established by paragraph (a)
of this section shall comply with the
following:

(1) He shall not possess at any one
ume, pursuant to the general license in
paragraph (a) of this section, mare than:

(1) 200 microcunes of iodine~131,

(H) 200 microcuries of iodine~|25,

(i) § microcunes of cobalt«S$8,

(iv) § microcunes of cobalt =60, and

(v) 200 micrecuries of chromiumeS$],

(2) He shall store the pharmaceutical 3
untl sdminustered in the orginal shapping =

® container of 3 container providing equive &

¢ lent radiation protection:
2

-
-

(3) He shall use the pharmaceutical .
ouly for the uses authorized by paragraph
(a) of tha section;

(4) He shall not administer the phar-
maceutical 0 2 woman with confirmed
pregnancy or W a person under | § years
of age;

(%) He shall not transfer the byprod-
uct matenal to a person who i not
authorzed to receive it pursuant to a
license ssued by the Commission or an
Agreement State, or m any manner other
than in the unopened, labeled shipping
contamner as received (rom the supplier,
except by adminustering it to a2 patient.

(d) The registrunt possessing or umng
byproduct material under the general
license of paragraph (a) shall report in
duplicate to the Divator of Nuciear
Material Safety and Lafeguards any
changes o the information furnished by
hum in the “Regustration Certificate~
Medicai Use of Byproduct Matenal Under
General License,” Form NRC<482 The
report shall be submutted within 30 days
after the effective date of such change. °

(e) Any person using byproduct mate-
nal pursuant to the general license of
paragraph (a) of this section s exempt
from the requirements of Parts 19, 20,
and 11* of this chapter with respect to

et s
‘Amended 43 FR 18891,

nistration Reports and Records

13641 Definition of 8 misadmunistration.

For this part. missdministration
means the administration of:

(4) A radiopharmaceutical or
radiation from a sesled source other
than the one intended:

(b) A radiopharmaceuted or radiation
10 the wrong patient:

(€] A radiopharmaceutical or
radiation by s route of administration
other thar thet intended by the
prescribing physician:

(d) A diagnostic dose of »
radiopharmaceutical differing from the
prescribed dose by more than 50

percent:

(e) A therapeutic dose of &
radiopharmaceutical diffenng from the
prescribed dose by more than 10
percent; or

(N A therapeutic radiation dose from a
sesied source such that errors in the
source calibration. time of exposure. and
ireatment geometry resull in &
caiculated total treatment dose differing
from the final prescribed total trestment
dose by more than 10 percent,

§38.42 Revports of therspy
RGBT S BRI,

(a) Immediate teiephone repore. When
4 mussdministration invoives any
therapy procedure. the licensee shall
notify, by telephone only, the
appropriate NRC Regional Office listed
in Appendix D of Part 20 of this chapter
The licensee shall also notfy the
referring physician of the affected
patient and the patient or a responsibie
relative (or guardian), un/ess the
referring physician personally informs
the licensee either that he will inform
the patient or that, in his medical
judgment. leiling the patient or the
pslent's responsibie reiative (or
guardian) would be harmful to one or
the other, respectively. These
notifications shall be made within 24
hours after the licensee discovers the
cusadminstration. U the refernng
phyucian, pauent®® or the patient's respons-
[bie relatsve or guardian cannot be reached
within 14 hours, the licensee shall notfy
them as 5000 as practicable. The
licensse 1 not required (o nouly the pe-
uent or the patient’s responsibie rels-
Uve or guardian without first consulting
the refernng phy uemn . however, the
Ucenser vl not delay medical care 1or

the patent because of thus

=y,
e Amenced 485 FR 19829

367

4% FRanen

b) Written report. Within 18 days
after the (nitial therapy
misadministration report 1o NRC. the
licensee shall report, in writing, 1o the
NRC Regional Office initiaily
telephoned and to the refering
physician. and furnish s copy of the
report 10 the patient or the patient's
responsibie relative (or guardian) if
either was previously notified by the
licensee under paragraph (a) of this
section. The written report shall include
the licensee s name: the referring
physician's name: & brie! description of
the event: the effect on the patient:
action taken 1o prevent recurrenca;
whether the licensee informed the
patient or the patient's responsible
relative (or guardian) and if not, why
not. The report shail not inciude the
patient's name, or other information
which could lead (o identification of the
patient,

13843 Resorts of disgnostic
APRROMINS ratons.

When & misadministration invoives a
diagnostic procedure, the licensee shall
notify, in writing, the referning physician
and the appropnate NRC Regional
Office listed in Appendix D of Part 20 of
this chapter. Licensee reports of
duromc misddministrations are due
within 10 days after the end of the
calendar quarters (defined by March,
June, September. and December) in
which they occur. These written reports
shall inciude the licensee s name: the
referring physician s name. 4 description
of the event: the effect on the patient:
and the action taken 1o prevent
recurrence. The report shouid not
include the patient's name or other
information which could lead to
identification of the patient.

§38.44 Revoras of s MusscmwwstRTONS.

Each licensee shall maintain for
Commiasion inspection. records of all
misadministrations of
n‘m‘:pummmh or radiation from
'eletherapy or brachytherapy sources.
These records shall contain the names
of all individuais invoived in the event
(inciuding the physician. allied health
personnel. Lthe patient, and the patient's
refering physician|, the patient's social
security number, & bnef description of
the event. the effect on the patient, and
the action taken to prevent recurrence.
These records shail be preserved until
the Commission authorizes thetr
disposition.

§38.46  Rights eng auties of icensees.

Aside from the notification
fequirement. nothing u: this section shall
affect any rights or duties of licensees
and physicians in reiation 10 each other.
patient or responsibie reiatives (or
guardians).

January 31, 1983(reset)
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(11) lodium-113m s chioride
(12) Any byproduct material io & re-

diopharmaceutiond
reagunt kit lsted o
of this section: and
(13) Any dyproduct

June 30, 1983

w

(xi) Oxidronate sodium:
(xif) Disofenin:

(xili) Succimer:

*fﬂﬂ Albumin colloid: and

f

19 FR N

(d) Group I'V. Use of prepared radio-
pharmaceuticals for certain therapeutic
for purposes of radiation
safety:

(1) lodine-121 as iodide for treatment
of hyperthyrowdism*® and cardiac dys
function;

(2) Phosphorus-32 as soluble phos-
phate for treatment of polycythemus
vera, leukemua and bone metastases;

(3) Phosphorus-32 as colloidal
shromic phosphate for intracavitary treat-
ment of malignant effusions;

(4) Any byproduct materal in a ra-
diopharmaceutical and for a therapeutic
use not normaly requiring hospitalization
for purposes of ~adiation safety for which
1 “Notice of Claimed (nvestigational Ex-
emption {or a New Drug” (IND) has been
accepted by the Food and Drug Admuns
tration (FDA).

s
**Amenaed 40 FR 28679

358

s FR2%10L

(¢) Growp V. Use of prepared radio
pharmaceuticals for certain therapeutic
uses that normally require hospitalization
for purposes of radiauon safery:

(1) Gold-198 as colloid for intracavi
tary treatment of malignant effusions;

(2) lodine131 as io0dide for treatment
of thyroid carcinoma;

(3) Any byproduct material in 3 ra-
diopharmaceutical and for a therapeutic
use normally requiring hospitalization for
rndiation safety reasons for which a
“Notice of Claimed lovestigational Ex-
emption for a New Drug” (IND) has been
accepted by the Food and Drug Adminis-
tration (FDA).

() Growp VI Use of sources and
devices contalning byproduct material for
cartain medical uses:

(1) Amencium-241 as 2 sealed source
" i 3 device [or bone mineral analysms;

(2) Cetium+137 encased in needles
and applcator cells for topical, interst-
tial, and intracavitary treatment of
cancer;

(3) Cobalt-60 encased in needles and
applicator cells for topical, interstitial,
and intacavitary treatment of cancer;

(4) Gold-198 as seeds for interstitial

treatment of cancer;
(5) lodine~125 as 2 sealed source in &

device for bone mineral analyms;

(6) Indium-192 as seeds encased in
nylon nibbon for interstitial treatment of
cancer;

(7) Strontium-90 sealed i an appl
cator for treatment of superficial eye

conditions;
—

(8) lodine-125 as seeds for interstitial
treatment of cancer.

FR2eer

A ‘l.

i (9) lodine-128 a3 & sealed source 1n o
portable device for bone imaging and
§ foreign body detection.

H

—

NOTE. ~The reporting and record
keeping requirements contamned in this
PArt have been approved by the General
Accounting Office under B.18022%
(RO068), (RO334).
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MEMORANDUM

TO: Vandy L. Miller
Material Licensing Branch
Division of Fuel Cycle and Material Safety

FROM ¢ Peter R. Almond ; ‘
Consultant V o

DATE ¢ November 6, 1985

SUBJECT: Veteran Ad.anistration's Nuclear Medicine Network

1 have reviewed your inquiry about Veterans Administra-
tion's Nuclear Medicine Network.

My initial reaction was to recommend that both sites
(Chyenne and Grant Junction) meet the requirements of Section
35.38 of the proposed revision of the regulations, i.e. that the
authorized user must be able to be physically present within one
hour. However, I would not object to the situation remaining as
is, if the on site physicians were to meet NRC criteria of 30
hour training in basic radiosotope handling techniques.

The fact that neither physician meets the training require~
ment and that the authorized user is several hours away, pre-
sents a very real problem---not the least of which is that it
sets a very dangerous precedent.

In answers to your specific question therefore:

1) No, I do not believe adequate controls are in
place to permit the continued use of the network.
1 would be satisfied if the on site physician had
adequate training. 1In this case, I would accept
the 30 hours as required for mobile nuclear
medicine service operations even though the
authorized user is more than one hour away.
Alternatively, transferring the license to an
authorized user one hour away would be satisfac-
tory.




Vandy L. Miller
November 6, 198%
Page 2 {

2) It is easy to sympathize with the V.A. since it is *
obviously a real problem for them to get an
authorized physician-user on site. However, the
safety of the patient and public must be
safeguarded and the solution is not to come up
with an appropriate justification to allow the
situation to continue, but to change the situa-

tion.

3) 1 believe this is the best solution to this
problem, if the V.A., will go along with training

the present staff.

4) a. 1 don't believe any different considerations
should apply to government and non=-government
institutions. As stated above the NRC concern
here is to safeguard the patient and public's
safety~---regardless of other factors. NRC is not
authorized to regulated economic considerations.

b) 1 have no objections.

5) There appears to be a typo error in this question.
Should it read "...with an authorized physician~
user off-site...":. If this is the case, then he
must be available to be physically present within
one hour. 1f is is on~-site, then the program
appears perfectly adequate.

I have also reviewed the revised 10 CFR Part 35 pertaining
to medical use of byproduct material and I have no specific
comments to make.

I believe it fulfills it's purpose of consolidating all the
requirements into one document and as such, will be very useful.

In paragraph 35.406 (b) 2 and 3, 1 would suggest a minor
change to read in both "...the room number of use and patient's

name,see"s

In paragraph 35.400 A (d), is iridium wire going to be
added to the seeds? If it is, the paragraph should read:

(d) 1Iridium=192 as seeds encased in nylon ribbon or
as a sealed source in wire for interstitial
treatment of cancer.

In paragraph 35.400 A (a), should sphere's be added to the
Cs=137 source? If so the paragraph should read:




Vandy L. Miller
November 6, 1985
Page 3

(a) Cesium=137 as a secaled source in needles, appli-
cator cells, and spheres for topical interstitial
and intracavitary treatment of cancer.

PRA:paw/052
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V. P. COLLINS, M.D. b

November 22, 1985

Vandy L. Miller, Chief

Material Licensing Branch

Division of Fuel Cycle and Material Safety
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

Dear Mr. Miller:

The followig opinions are offered in answer to the questions
posed in the memorandum on the subject Veteran Administration's
Nuclear Medicine Network,

I, Adequate controls seem to be in place, with a qualified
nuclear medicine technician who has been trained at least
in part at the Network Center in St. Louis.

There is daily contact with the physician in charge in

St. Louis for approval of the tests requested and for transmission
of results and interpretations.

There is periodic inspection by a physicist and/or qualified
physician on a monthly basis,

I see no need for the requirement that licensee be available
within one hour. The only real emergency would be an
anaphylactic reaction to an intravenous injection. This
would be handled immediatelv by an onsite physician whe
need not be trained in nuclear medicine.

In the event of spill or contamination the licensee in charge
in St. Louis would be immediately notified. His immediate
presence would not contribute to the clean-up.

In the event of a misadministration of agent or dose for
diagnostic test, the prompt presence of the licensee would
not correct this. His orders by telephone would provide
any action immediately necessary and subsequent visit
would be made as indicated,

2. Tne justification for the network management of the nuclear

medicine service in either V.A. Hospital is the need for

the service in that hospital and the lack of an available
qualified licensee, The only alternative would appear

to be be discontinuance of the service. This seems an
inappropriate action, The network service for just this
purpose is functioning for other centers presurrably in

a satisfactory fashion and with no record of misadministratiorn.

9000 Westheimer, Suite 53 Center for Zetetics Houston, Texas 77063
713/ 780 - 0588



It seems entirely appropriate to contirue to seek an authorized
physician user on site or alternatively, to have a schedule

for providing appropriate training experience to physicians

at each Jocation. In any event the longer the network
arrangement is functioning under close supervision, the

more effective it should become to the satisfaction of

all concerned, from the point of view of medical service
provided and the overall safety of the program.

The system has the potential for being a satisfactory mechanism
for providing nuclear medicine service to more hospitals

who are unable to maintain an on site trained licensee.

| see no objection to permitting or promoting extension

of diagnostic nuclear medicine services by network, where

none might otherwise be available, It seems to me to

be overly apprehensive to be concerned for the possibility

of "abuse". Contrary, in today's atomsphere of cost control

in all branches of medical practice, the system may represent

a positive economic benefit to patiants and institutions.

| believe the same considerations could apply to governmental
or nongovernmental medical licensees, | personally have

had some 20 years experience in operating a network for
consultation, treatment planning and supervision of radiotherapy
across the southwest and | know we have been able to

provide radiation therapy in hospitals in remote communities
that has beeri the equivalent of what they night receive

in medical centers at only a fraction of the -~ost of transportation,
and housing far from home.,

As explained above | do not consider 1hat the fresence

of the authorized physician user within sne ho.ur, represents

an essential safety factor in carrying on a se:vice of this

type.

The essential factors for operation of a nuclear medicine
network would be, -

a. In the center, an authorized physician user with appropriate
communication technology for transmission of information
including images.

b. A certified nuclear medicine technologist who has
spent an indoctrination period of 2 weeks in the network
center under the observation of the physician licensee,

c¢. Each patient study would be communicated to the
ghysician user in the form of a daily schedule followed
y the results of the studies on completion of the
schedule. The interpretation or confirmation of each
study would be by the physician-user in the network
center and then transmitted back to the participating
hospital.



Orders, receipt of orders and disposal of any waste would
be approved by the physician user in the network center,

The certified nuclear medicine technolugist might act

as radiation safety officer, Inspection of the department
and its records would be carried out or: a monthly basis

by either a physicist or a physician from the network center.

The licensed physician user of the network center should
be carried as a member of the staff of the participating
hospital, providing a monthly report of activities of the
nuclear medicine department to the chief of staff and
administrative office.

A member of the staff of the participating hospital should
be appointed as liason officer to the nuclear medicine
service for medical consultation.

Sincerely,

V. P, Collins
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Danbury Hospital
The Community Health Center
Danbury. CT 06810 Tel 203-787.7000

Department of Laboretory Medicine

November 15, 1985

A World Health Organization
Collaborating Center
MEMORANDUM FOR: Vandy L. Miller, Chief For Nuclear Medicine
Material Licensing Branch
Division of Fuel Cycle and Material Safety

FROM: N. E., Herrera, M.D,
Member, Advisory Committee on the Medical Uses
of Isotopes

SUBJECT: VETERANS ADMINISTRATION'S NUCLEAR MEDICINE
NETWORK

Question 1, Do you believe that adequate controls are in place
to permit their continued participation in the VA-St,Louis
"Nuclear Medicine Network", etc. From the information provided
on the nuclear medicine network, 1 feel that such a network
should on'!v be used as a supportive measure providing additional
expertise that would not otherwise be available to hospitals.
However, 1 do not feel that this replaces the need that there be
an authorized physician-user on site, or one available in the
immediate vicinity that could be on site within one hour's
notice, The depth of professional support and the mechanism for
peer review provided by the network is exemplary. However, in my
opinion, it cannot replace the daily contact needed to insure an
efficient, effective and safe nuclear medicine program. This can
only be accomplished by having knowledgeable personnel present or
immediately available.

Question 2, Do you believe that either VA Hospital has adequate
justification for not having an authorized physician-user on
site? ete, 1 do not believe that either VA Hospital has given
adequate justification for not having an authorized physician-
user on site, There are three possible situations which would
make me feel that such an cn-site authorized user may not be
necessary., First, if there were an authorized physician-user in
the vicinity who could respond to problems at the institution,
this would probably be adequate,
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second, if the Radiation Safety Officer at the institution were a
full time individual, well qualified in the aspects of radiation
physics and radiation safety, 1 would feel much more comfortable
about the situation, though possibly not entirely happy. Third,
and this probably should be done in conjuction with the second
reason, 1 would tend to look more favorably upon their request if
the credentials of the Radiation Safety Officer were better, and
if one or more of the physicians at the insitution would take
minimum recommended 30 hours of training in basic radiation
safety, as put forth by the NRC.

Question 3., Our approach to these two hospitals may be to point
out the provisions of the proposed 10-CFR 35,38, etc, 1 feel
that reference should definitely be made to these proposed
regulations, Not only should reference be made to them, but they
should be made as a condition for the license. I feel that the
two hospitals have been given adeguate time towards having a
physician receive some basic training in radiation protection and
safety, Therefore, the insitution should be required to have
such an arrangement similar to the new proposed regulations
within a relatively short time span, Their continued disregard
to the suggestions of the NRC should not be allowed to continue
indefinitely.

Question 4.,a: 1 do not feel that different considerations should
apply for government and non-government hospitals. This would
constitute a double standard which will sooner or later lead to
problems of interpretation and/or implementations of NRC
regulations and basic radiation safety principles like in the
case of Florida,

b, I1f physician user is available and can get to the hospitals
within an hour 1 would have no objections provided there is
appropriate documentation of compliance with the regulations,

Question 5, I believe the key factors should be those that
ensure that an appropriate program of Quality Assurance and
Radiation Safety exists and is complied with,
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This implies in my mind that in addition to an authorized
physician user, there should be a duly qQualified radiation
safety officer, a technologist certified by an appropriate
organization such as The Nuclear Medicine Technology
Certification Board and documented evidence that the above
program exists, Therefore in my opinion all the points mentioned
should be necessary for approval and none should be omitted,

]2 Pevs

. Herrera, M,D.
Member, Advisory Committee
on the Medical Uses of
Isotopes
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November 1, 1985

vandy Miller, Chief

Material Licensing Branch

Division of Fuel Cycle and
Material Safety

United States Nuclear
Regulatory Commission

washington, D.C., 20555

Dear Mr. Miller:

With regard to your letter concerning the VA's nuclear
medicine network, I would first like to comment on the
general concept of information networks and their potential
impact on regulatory supervision. It is clear from the VA
experience that the current guidelines were not developed to
take into account the capabilities of telecommunications and
the added set of problems that this technology will place on
regulatory function. The VA experience has shown that, even
when the program is established with the most commendable of
goals, serious coperatiocnal problems arise which jeopardize
the network. The dangers of such a program are even more
imposing when the element of economic gain are introduced.
It is very clear that a network program would be far less
expensive than an on-site fully trained nuclear medicine
physician. 1In a cost-driven system, hospitals might opt for
the network even though an on-site program is far superior
in terms cof patient care and radiation safety. I am
therefore against the network concept in general unless
strict regulatory guidelines can be worked out to prevent
abuse and to assure minimal standards of radiation safety.

With respect to your specific questions, it is clear
that adequate controls are not in place in the VA network.
There 1s insufficient documentation in place to support the
guality assurance program that was promised. For example,
their 1s an inconsistency between the number of visits by



the St. Louis staff to the various sites and the number of
visits that were promised. The nature and content of
guality assurance programs have been left poorly defined as
have the individuals ultimately responsible for such
programs. Can radiation safety and radiation emergencies be
handled properly by telephone without direct physician
supervision? Are all cases, in fact, screened by the St.
Louis VA before injection? The room for abuse in this type
of system 1s enormous. I therefore suggest that an
authorized nuclear medicine user be on-site and that the
system be applied, as with the Amirillo VA, for
consultation, but not for primary patient care.

The argument that an authorized physician is not
available on-site is weak since all JCHA approved hospitals
must arrange for nuclear medicine services either on site or
under the supervision of an authorized user.

The hospitals should be instructed to obtain an
authorized physician user on-site and to provide a timetable
for obtaining one.

As pointed out earlier, I am very much against
authorizing blanket approval for off-site practice by
telecommunications, because the opportunities for abuse are
enormous without very specific, targeted regulations in
place. I am equally opposed to operating a primary nuclear
medicine facility by telephone even if the physician can
reach the premises within one hour. These situations should
be judged on very strict criteria to insure that the
cff-site operation is both necessary and safe and that
adequate safeguards have been instituted to insure safety
and that enforcement of these safeguards is properly
documented.

The issue in question five is not the points necessary
for maintaining a network system but, rather, the difficulty
for even the St. Louis network to verify and document
compliance with those points. I would add the need to fully
document the responsibility of each member in the network
and to document the procedures with respect to radiation
safety and radiation emergencies.

The issue of telecommunications in medical practice
will not disappear and the long range goals of the
Commission should be to establish the conditions under which



could be effectively carried out snd to set up guidelines
and regulations to prevent its abuses (with respect to
radiation safety).

Sincerely,

B. Leonard Holman, M.D.
BLE hem
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November 8, 1985

Vandy L., Miller, Chief

Material Licensing Branch

Division of Fuel Cycle and Material Safety
United States Nuclear Regulatory Commission
Washington, D.C, 20555

Dear Mr, Miller:

The situation you describe regarding the two VA hospitals
and their licensure for medical use of isotopes is inceresting,
indeed. The authorized physician-user is highly competent but
located at least three hours by commercial air carrier from the
houpiﬂrlu. Nevertheless, interpretation is performed by this
physician,

There are two issues that should be addressed. The first is
the relationship between NRC licensures and clinical skills of
the phiuiciun in image interpretation. I do not believe that a
relationship betveen gqualifications for licensure and
interpretative skill has been demonstrated or should be
anticipatsed, 1In the present cases, I believe that the
interpretations rendered by the highly skilled off-site physician
satisfy the clinical interpretative needs which I would consider
essentially independent of licensure., Regarding the issue of
radiation safety, I would consider that a well qualified
radiation safety officer (physicist, physician or even
technologist) should satisfy the immediate needs of these VA
hospitals., I realize that these comments may come as somewhat
of a different lrproach to more traditional NR® methods, but the
need for medical care delivery seems to outweigh the potential
problems of a non-physician overseeing the operation of the
laboratory with a skilled expert interpreting the studies.

University Station ~ Birmingham, Alabarma 35204
An Affirmative Action “ Equal Opportunity Employer
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Vandy L. Miller
Novenber B8, 1985

Of course, every attenmpt should be made to recruit a locally
positioned physician licensee to oversee the NRC mandate of
safety. However, the WRC should consider the inevitable solution
to such problems ot licensing nonphysicians to mnanage radiation
safety in conjunction with a non-licensed but respected
patient-oriented physician such as an internist.

Very truly yours,

!

»

Gerald M., Poho#'t, ﬁ.D.

)
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Materiesl Lioensing Branoh
Divistion of Fuel Cyele
end Material Safery
U, 8§, Nuelear Regulutory Commission
Mai1l Stop 39655
Washington, DC 205585

Ret VA Nuclesr Medioine Network
AMtention: Vendy L, Miller
Dear Mr, Miller:

1 am sorry 1t hes takern me since late Ootober Lo read and
dgigest the material you assembled on the asbove problem, and come
to some conclusions about the issues, In arriving ot those
conelusions, I have found it helpful (in mainteining consistengy)
to heve just completed my review of the new proposals for
physicien training (N, MeElroy).

The concepts advaernced by the VA network in connection with
the Greng Junction and Cheyerne hospitals include the following
elements:

'« A physician-user who resides and works in another state,
3 or 4 hours awvay from the network hospitals by air, whose duties
primarily consist of ordering specific nuclear medicine
examinations by telephone gnd reading eno reporting the results
via tele~transmission; and who seldom visits the nuzlear medicine
facilities involved,

2. A ronephysicien user (N, M, Technologist) who runs the
gay-to-day operation inecluoing dispensing, celibrating,
presumably sdministering the doses, and securing the images
before transmission, This person iy effectively in oharge of the
readiation safety program,

3., One or more on-site physicians whose primary role
sappears to be the hanoling of medica) emergencies with little or
no input to the conduct of the nuclesr medicine examinations,
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These rnotions strike me &3 sdborting meny of the requirements
for treaining end experience of nuclear mecgicine physicions, It
seens Lo me Judiorous thet the professionsl organizatioens ir
nuclear medicine, raclology and cerdiology cen spesk so
vehemently aboutl the physician neeos for besic sclence,
rediobiology, en0 radlation sefety training whern thne Jub of the
"physicianeuser™ 3in such & netwo ™k has need only to speeify the
particuler test and to have skills in interpretation. Indoed it
SUgBests to me that the only NRC requirements for the physicien
in this csse would be evidence of relevant clinical skills, while
@ new tlass of "nonephysician user" would be cerested for gl*_%n!
other skills relating to radiopharmecevtiosals, racistion safety
ano imeging technology!

Therefore since we have worked so long and hard on
assembling the manifole criterias for the physicoian«user, 1t seems
logicel to me¢ to insist that:

(1) There must be & physianian meeting the NRC training
standerds in residence at each licensed meaicsl center,

(2) Thet this physicien should sctively operate the nucleasr
medicine prograem, ineluding ultimate responsibility for radiation
safety 1in the N, M, Department, on a cay-to-0dy basis, In this
view that physician shouly be physically present in the licensed
medical faoility st least 3 times per week for @ minimum of 10
hours,

(3) Thet this physician should ettend the meetings of the
Rediatior Safety Committee in the institution,

My answers to the questions regerding Cheyenne and Grang
Junetion posed in your letter of October 4 are as follows:

Q1. Controls sre inadequate, A physiciaen meeting NRC training
requirements should be available on at Jeast a 25% FTE
basis.,

Q2. The VA coulo change 1ts grouno rules ang recruit a part-time
NM physician from the local community,

Q3. With all the consistency I can muster, 1 approve of the
approsch described, either for 8 part-time NM physician as
above or for & special training program for one or more
physiclans presently on the staff,
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QU, I am sgeinst spreading the culture of "nuclesr-medicine~
prectice-vis-long-odistance«telephone,” unless the physiciens
s0 employes spend some part of esoh week st the facility #s
notea in my general Item 2 abdbove,

(8) There should be ro oifference between governmental and
non-governmental institutions in this regara,

(b)Y In the Floride cease the physicier presence muat be
roytine, He is required on-site for s variety of ressons,
not the least being his supervisory responsibilities (for
whioh he 18 supposed to be trained and licensed) and his
contect with other physiciens who refer patients to his
service,

Q5. The "physiclan-user"™ in this question corresponds to the
standard noteo for the VA, except thet "eclose communication"
should involve the physicsl presence of both in the same
place for @ significent part of the working week, visits on
@ weekly beasis &s noted above, resl ineperson responsibility
for the operation of the NM laboratory and medical service,

1 sey egain, 1f @ physician-user does not have to be in the
NM ares intersoting with the NM techs, ordering, supervising,
eto., then why specify such detailed training on nonemediosl
metters in the classroom ana for henos-on experience? The
"rnetwork" as oescribed earlier envisasges a different worle, 1If
this 1s to be, then forget all that "unnecessary" training ano
gemand the safety training primarily (or only) for the NM
technologists,

1 wonoer how the nuclear medicine physicians on ACMUI have
voted.,

Sincerely,

T Wt~ )

E. W. Webster, Professor

EWW/bh
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2345 Merriman Road Westiand. Michigan 48185 (313) 467-2300
Novenber 14, 1985

Mr, Vandy L. Miller

Chief, Material Licensing EBranch
Divisdon of Feal & Cycle Materfial Safoty
Nerlear Regulatery Tommission
Waehinkton, D,C, 20558

Dear Mr, Miller:

This letter is in responsc to your directive of October 4, this year in repards to
Vetersn"s AMdministration's Nuclear Medicine network, Unfortunately, we were ot
privy to #ll of the decisions, both financial and political, that were manifest for
the NRC to initially authorize the concept for the VA svstems in and around the St,
Louis Hospital; however, it seems that in attempting to solve one problem, & situa~
tion has been created that is an anathema, both from a regulatory safety standpoint,
as well as from the fudicious use of radionuclides in the clinical medicine setting.
I con think of no other setting in the practice of medicine where the responsible
physician of a service is physically over 1,000 miles from the site of patient re~
sponsibility, To perpetuate this concept would fly dirvectly in the face of all of
the Nuclear Regulatory and Joint Commission regulations relative to quality contrel,
a8 well as the Alara concept, Now that government fmmunity is being challenged legal~
ly the potential ranifications of the "network" seems unconscienable, particularly
as it concerns the Cheyenne and Grand Junction VA institutions, I will hereby com:
ment on each of the specifics of vour memo!

I, Participation in the VA St Louis "Nuclea icin "

A, 1 cannot comprehend how a physician authorized user can control ac~
tivities in an institution over 1,000 miles avay, It is of interest
that some large teaching hospitals that have a compliment of physicists,
physicians; and a Nuclear Medicine section that is well staftred, have
been sighted for varying elements of noncompliance, To maintain com-
pliance with three visits yearly, to wme seems void of pragmatism, 1 can
think of no adequate set of controls that would allow these hospitals to
continue in the St. Louis VA network,

By An example might illustrate the problems that 1 foresee. In many Nuclear
Medicine settings currently, eiements of Nuclear cardiology represents
30502 of the studies performed. 1In the VA system, where the patients
tend to be more chronically 111 and older, it is conceivable that many of
their studies would be either with stress thallium or exercise MUGA,

Both of these studies virtually demand that a trained physician 1s in at-
tendance at the performance of these studies, Nowhere in the information
afforded to me was there an indication that there would be any physician



2,

3.

b,

in the scanning area for the performance of these studies, The
information afforded from the Chevenne and Grand Junction Hospitals
sugeested that the chiefs and assistant Chiefs of Medicine would be

on cal) in coase of emergency; how these studies can be handled from St,
Louls beps & pragmatic answver,

Co It 15 not clear ‘row the information providod wvho 1s in charge of safety
and quality control when Mr, Glulck 1s on vacation, leave, or attending
meetings, 1f an emergency such as spillage, nis<administration or other
contamination were to happen in his absence iy seems that there would be
no owalified person aboard to handle the emergency and/or report the
same, Nowvhere in their documents 18 there an authorired visiting RSO,
Othet questions in this veln arise, but they are more clinically appli~
cable than safety quality control,

Justification for sutherirzed physician user on site,

' do not believe that either hospital has justification for not having an
suthoriged physiclan user on site, My reason for this statement is that they
obviously must have a Radiologist on board, Most Radiologists have had train-
ing in Nuclear Medicine, It would seem that the Radiologist or an internist
could be trained to adequately assume the responsibility of an authorized
physician user, The statement “"VA personnel indicated that they vere unable

to obtain the services of such & physician at VA Chevenne and VA Grand Junction;
such physicians could not be recruited as permanent VA staff nor could suitably
qualified physicians in the community as & consultant to these VA Hospitals,"

is an absolute cop~out and borders on the untruth, Any Radiologist trained with-
in the last ten vears during residency had most of the training needed for certi~
fication; 1f not, certainly could be sent TDY in the VA system to receive whate=
ever additional training is necessary to provide Nuclear Medicine Services,
Sixty=five percent of Nuclear Medicine today is under the aegis of Radiology
because of that element of training in their residency, MHence, ! am not able

to support VA's point of view,

I approve of NRC approach, sugpesting that the hospitals provide appropriate
training and experience for physicians of board, prodbably Radiologists, or
possibly Snternists,

1 believe that the consideration relative to establishment of the “"Nuclear
Medicine Network" should be uniform for both povernment and non~governmental
licencies, 1 think that the present request of the two VA Hospitals depict
the extent to which some licencees may go to avoid developing the in~house
safoty and quality control assurances required both by NRC and JACH,

1 am more sympathetic with the authorized physican user who may be involved

with two hospitals within 50 miles of each other, particularly 1f the physi~

cian has the wherevithall to interact on a daily basis with the technicians

and physicians who offer referrals, but not in the situation where all busi~

ness 18 conducted via telephone or computer hook=up, I think that there are spe~
cific businesses where this type of approach umight be used, but would have to

be reviewed on an individual basis with comitment from the authorized physi-
cian user to be responsible for bath the quality control and safety assurances,

as wvell as for the consultative and legal aspects of the Nuclear Medicine Section,




As nentioned in the forepoine, 1 do not thiuk that participation in the Nue
clear Medicine Network, particularly as proposed by the Chevenne and Crand
Junction VA program is an acceptable practice,

In sunmary, | cannot approve the Nucleat Medicine Network proposal of the Chevenne and

Grand Junction VA Hespitals, 1 fecl that it {# possible for them to recruit or train

staff for this function, 1 feel to further expand the Nuclear Medicine Network cone

capt tends to fly in the face of the Alara conceprt, sefety concept and quality con=

trol toncepts prelonnated by the NR” and Joint Commission of Mospital Accreditation,
"voﬁw"“

Respectfully sulmitted,

SR "5 4 &l Corrnng » . &
David M, Woodbury, M, D,
Nuclevar Medicine Dept,




ENCLOSURE 4
DRAFT TEXT FOR LETTERS TO VA, CHMEYENNE AND VA, GRAND JUNCTION

Gentlemen:

This 1s in reference to your application doted to renew License No,

. The Nuclear Regulatory Commission™s (NRC'S) staff recognizes
TRat Tor severa) years your authorized physician-user, Or, y has
been normally located in St, Louis, Missouri, at least three hours Tlying time
from your hospital, and has been visiting your hospital only a few times each
year, We have been concerned about your situation for some time, belfeving
that by any definition, the adequacy of supervision from such a distance is
gquestionable., The NRC staff in our Nash1ng&on. DC Headquarters' office
expressed these concerns in a December 198] meeting with representatives of
the Veterans Administration (VA) Central Office and of the VA, St, Louis
staff, Although these VA representatives seemed receptive to some NRC
suggestions, 1t does not appear that the suggestions were implemented because
your situation appears to be unchanged.

In connection with our review of your pending renewal application, we sought
advice on your situation from NRC's Advisory Committee on the Medical Uses of
Isotopes (ACMUI) and our consultants, We asked the ACMUI members and our
consultants for their views on the adequacy of the supervisory controls over
your program and whether you had adequate justification for your none
traditional operation., In addition, we asked them for their suggestions adout
your program and any improvements they would recommend.

In general, the ACMUI members and our consultants thought that, although your
system is "exemplary," telephone contacts, computer hook-ups, and occasional
(2«4 times per year) visits to your facility by staff from VA, St. Louis
cannot replace the “daily [in-person] contact needed for an efficient,
effective, and safe nuclear medicine program.” They believe that your
sftuation 1s "not in the best interest of quality care" for your veteran
patients.,

They also believe that you should have (or be able to recruit) a physician
whose training and experience meet NRC's criteria (as described in Appendix A
of Enclosure 1 and 1n Enclosure 2), who can be at your facility within one
hour and who will devote at least 25% FTE (1.e., full-time-equivalent) to your
program, Several mentioned that physicians who have com?ietod a residency
program (e.g., radiology) within the last ten years should have most, 1f not

211, of the training and experience needed to meet NRC's criteria, If
additiona) training or experience or both were needed, they belifeve that ft
could be obtained at a hospital in your community or at a VA hospital. If you
are able to obtain the services of a properly qualified physician, you could
st11] maintain consultative contact with VA, St, Louis in much the same way as
VA, Amarillo,




.z.

We believe that this 1s an opportune time for you to review your current
sttuation and take steps both to fmprove 1t and to establish a traditional
program supervised by & qualified physician-user who 1§ in close proximity to
your hospital, The following suggestions should be considered:

1. You should make new efforts to find a qualified physician Lo be 2n
authorized user who 1s able to be physically present a reasonable
percentage of the work day or work week,

2. 1f your efforts as suggested in Item 1 above are unsuccessful, then we
remind you that, in the December 3, 1981 meeting with representatives of
VA Central Office and VA, St. Louis, the NRC staff recommended that VA
take steps to get authorized physician-users who can be at each (Cheyenne
and Grand Junction) location on & routine basis. If VA propored as 2
user a physician who did not clearly meet NRC's current training and
experience criteria, the NRC staff offered to work with VA to decide on:
(1) @ mutually agreeadble training program that might be needed to
supplement that already received by the physician, and (2) a mutually
agreeable schedule by which each location's operation would be supervised
by & qualified physician in close proximity to the hospital, Although VA
representatives seemed receptive to this approach, we are not aware of
any action taken by the VA to implement this idea. The NRC staff stands
by 1ts December 1981 offer.

3,  ACMUI members and our consultants suggested that, 1f you are unable to
get a qualified physician in close proximity to your hospital to super.
vise your program, you could transfer patients needing nuclear medicine
procedures to a local community hospital or to another VA hospital that
operates a traditiona) nuclear medicine program,

If your efforts to find a properly qualified physician are successful, you
shoula submit to us the name of the proposed physician-user and sufficient
documentation of his or her tr|1n1ng and experience to show that he or she
meets NRC's criteria; see Appendix A of Enclosure 1 and also Enclosure 2., You
may find 1t convenient to provide this information using Supplements A and B
of Form NRC«313M; see Enclosure 3. In addition, you should specify: where
this physician 1s normally located, the time needed for the physician to get
to your hospital, the amount of time this physician will devote to supervising
your nuclear medicine program, and when this physician will begin supervising
your nuclear medicine program,

If you find a physician who does not clearly meet the appropriate NRC
criteria, then you should submit not only the information requested in the
paragraph above, but also a proposed training program designed to provide the
needed supplementa)l training, experience, or both, and a proposed schedule for
completion of the training program,
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Within 60 days of the date of this letter, please inform us of the results of
your efforts to obtain a qualified physictan in close proximity to your
hospital to supervise your nuclear medicine progam. Alt"ﬂlt*VO‘J, you should
describe other actions you have taken to ensure that your patients' nuclesr
medicine arocedures are performed in a properly supervised program. Please
submit your response in duplicate and refer to Control No., ___ .

If you belfeve that 1t would be helpful, we would be pleased to discuss this
matter with you and your staff either by telephone (insert FTS and commercial
telephone numbers) or 1n a meeting.

Sincerely,

(1nsert appropriate signature block)

Enclosures:

1. Regulatory Guide 10,8 (Rev. 1), Oct, 1980
2. 47 FR 54376

3, Form NRC-313M

cc w/o enclosures:

(Insert name of VA coordinator,

Although we have not received official notice

of a change, we believe that Dr, Donati of the
VA, St, Loufs has replaced Dr, James Smith as

the coordinator, Please contact P, Vacca
for up-to-date name before mailing this letter,)




TECHNICAL ASSISTANCE REQUESY

DATE:  JUL 11 1985
T0:

Veandy Miller, Chief, Material Licensing Branch, NMSS

Chief, Materia) Certification and Prucedures
Branch, NMSS

FROM: K. J. Everett, Chief, Nuclear Materials Safety Section ('fA I,
SUBJECT: REQUEST FOR TECHNICAL ASSISTANCE

aterbil)
, 1
X__ Control No. 18513 & 17504 (enclosed) leWee S S/2/09

X __ Letter(s) dated: 18513 - See attached backup materia) " . t/tﬁ/ll
17504 -~ See attached backup materia)
yi2e/80
Suggested change in licensing procedure (enclosed) g o yinle
X  Other (see remarks) " 2/,/'9
Requested action: Custom source/device review veder v "ﬁ6/tl
' j
Review and comment "o /21 /e0
v tuk)

Provide policy guidance
—— ’ P ye ' inie 0 ) v fanloe
Other (see remarks)
Remarks. Transmit to ACMUI for review of “"Nuclear Medicine Network" system
protocol. To be determined: continued acceptance of “"Nuclear
Medicine Network" system in lieu of having a qualified user onsite
at Grand Junction and Cheyenne VAMC's.

.......0.‘.............'.............U..............’.........--.....-....Q...

To be completed by NMSS
Date:

The above request has been received by MLB/MCPB and assigned to

(name)
Please contact this individua) for a status report if a

(phone number)

response is not received by

(date)

Signature:

FE“L7FE“t Branch Chief



Virector/KS0
" Nuclear Medicing Nessork
«bél Rorth dvenve

Grand Junction, Colereve oibe!l

SUBJECT: LICENSE RENEWAL APPLICATION

Gentlemen:

Docket No.

License No. 030-171%%

Control "No. bh-08000-02

bovly

This is to acknowledge receipt of your application for renewal of the

material(s) license identified above.

Your application is deemed

timely filed, and accordingly, the license will not expire until final

action has been taken by this office.

Any correspondence regarding the renewal application should reference
the control number specified and your license number.

Sincerely,

L O R

Material Safety



Medical Conter $t Lous MO 626

@ Administration

in Reg'y Bt T
‘Decenber 3, 1984

United States Nuclear Regulatory Conmission
Washington, D.C, 20420

THR: Medical Center Lirector (00)
Grand Junction QO

Director, Nuclear Medicine Service (115)
Veterans Aduinistration Central Off ice

1, We are writing to reguest the renewal of our medical radio-
nucl ide oduct material license ¢ 05-08400-02 which expires
December 30, 1984, We have reviewed the terms, conditions and
supporting information for the exist license and wiah to have
the license renewed as-is with the following minor changes:

&, Survey instruments are calibrated annually at the facility
in the St. Louis VAMC,

b, Licensed material in Groups I, II and 111 and Xenon-133
are used under the supervision of James W, Fletcher, M ., D,
Dr. Fletcher is Chief, Nuclear Medicine Service, St. Louis
VAMC and Medical Director of the Nuclear Medicine Network,

¢, Sherrick Harmon will have day to day responsibility for
radiation safety activities subject to review during quarterly
visits. His credentials on NRC-313M (p5) are encl .

2., In all other respects the by-product materiale program remains |

the same. The Grand Junction Medical Center continues to partic- |

ipate in the Nuclear Medicine Network based in St., Louis. 1

St. Louis staff vieit the facility at least four times annually |

for training, safety inspection and participation in Radiation

ﬁegf&n:um meetings, ‘The ALARA program is fully implemented
ective,

3, Your consideration of this renewal reguest is appreciated.
If further information is required you may contact me at 276-4359,

18 K. HERBIG 7\ P .
ogram Director/. N\ \ / W
Nuclear Medicine Network t - Z ‘

| - t
encl, et ‘
e 18513 |
VA Ll R i NN TS f
SA‘\,: ; wileine Serviee {

Washington, D. C. 20420




-

[FoRe NRESTSA UMY WENT &
o

U NUECEAR SEGUTATORY Comm 61ow|

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFLTY OFFICER

Sherrick $. Harmon

1 NAME OF AUTHORIZED VEER OR RADIATION SAFETY OFFICER

2 STATE OR TERRITORY IV
WHICH LICENSED YO
PRACTIOR WL LI Cinvg

A CERTIFICATION
BPECIALYY BOARD
4 “":‘lv MONTH AND Vthl CERTIFED
Nuclear Medicine Technology Nuclear Medicine Technology 06/1978
Certification Board MOO})??
k_ e T — ———— e ———————
& TRAINING RECEIVED IN BASIC RADIQISOTOPE MANDLING TECHNIQUE S
TYPE AND LENGYH OF TRAINING
LECTUR UPER
FIELD OF TRMINING LOCATION AND DATE (6) OF TRAINNG ul‘bnn!‘v \.:uo.u:v':.a'\'r
. + COURSES EXPERIENCE
hrv m‘m
General Rose Memorial Hospita
6. RADIATION PHYSICS AND /University of Colorado Medic#l
(TR REVTATION Center = 9/74=9/76 200 600
General Rose Memorial Hospita
b RADIATION PROTECTION /University of Colorado
Medical Center - 9/74 ~ 9/76 150 600
. :A.'“uadﬂmﬂﬂuwmovo University of Colorado Medical
™ AND W " -
Ay by B A Center = 9/74 ~ 9/76 150 450
University of Colorado Medic
¢ RADIATION BIOLOGY Center - 9/74 = 9/76 150 300
General Rose Memorial Hospit
. :::,'::,“::"‘c‘w'c“ /University of Colorado
Medical Center = 9/74 = 9/76 300 600
p— :
B EXPERIENCE WITH RADIATION, (Actunl use of Redioisotones or Eovivelent Experionce)
ISOTOPE | MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENCE TYPE OF USE
“""rc 1 curie General Rose Memorial
Hospital /VA Medical Ctr 7 years Diagnostic
’
'3]l 200mC1 lowa City, Reno, Or, Jeqg. " " "
b?c. stm(\i " " " " " "
20111 lom(i " " " " " "
57 (—O 500!(‘1 " " " " " "
]S‘X.(; 8 25“‘(.1 " " " " " "
FORN NRG-313W Bursrement &
L




