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DEC | | 1968

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
license and your renewal request dated February 21, 1989, to renew NRC
License 05-08400-02,'is hereby voided.

Sincerely,

Original elsnect by;_,

IL J. Th erett.

R. J. Everett, Chief
Nuclear Materials Licensing Section

RIV NLS
RJEv tt: nh
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TECHNICAL ASSISTANCE REQUEST

DATE: March 14, 1989'

TO: John H. Austin, Acting Chief
Medical, Academic, and Comm rcial Use Safety Branch, IMNS/NMS$

FROM: William L. Fisher, Chief, + * *
Nuclear Materials Safety Branch, Region IV

SUBJECT: 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 dated 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

4

their revised applications dated February 8,1989 (Grand Junction)
and February 10, 1989 (Cheyenne).

..............................................................................

To be completed by NMSS

Date:

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

(name)

Please contact this individual for a status report if a.

response is not received by .

(date)

Signature:
NMSS/AB Branch Chief- -

_ _ - -
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Medical and Moglenal M East Pershing Blvd. ,

Office Centet Cheyenne WY R20_01 :

Y.2@30VI)" '

M Veterans 4 ;

%E# Administration f'' , g 3m
I iJune 10, 1988 3

-

' '['442/00..

*Mr. Charles Cain
iU.S. Nuclear Regulatory Commission

Material Radiation Protection Section i

611 Ryan Plaza Drive, Suite 1000 ;

!Arlington, TX 76011

|.

Dear Mr. Cain: ,

We are writing to formally request, pursuant to 10 CFR, 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 Isotopos (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 previous 3y 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,

'0 '' /
/ //

(s ,,

GEORGE'H.'ANDR pI,J
'

.

Center Direcior

.

. . . -.-

" America is #l-Thanks to our Veterans"

_ _ _ . . .
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Medical C:nter 2121 N:rth Av:nue

Grtnd Junction CO 81501

WI@ I :W I %

M . Veterans -

%E# Administration ( T 1988
"

\ D
JUNE 2, 1988 ' - -

'

in n ney a.i., To:

575/00
.

Mr. Charles Cain
U.S. Nuclear Regulatory Connission
Material Radiation Protection Section
611 Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

Dear Mr. Cain:

. We a re writing to fonnally 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 sitryices to our patients.

We a re further requesting that, if this matter is referred to the
Advi sory 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,

A. b
.

Medical Center Director j

i
i

!

i
I

. _ _ _ . _

/i "Arnerica is #1-Thanks to our Veterans",
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h4edoel Comer 2121 North Avenueo +
.

< Grand Junction CO 81501

Veterans -

Administration
February 8,19R9

in m.ps m.i., tm 57 6/11
.

Charles L. Cain
*

Chief. Nuclear Materials Licensing Section
U.$. Nuclear Regulatory Commission yM . M [| : . , " ' ' '

Ji
~'

<

8 (| ~ 5
811 Ryan Plaza Drive
Arlington, Texas 76001

O 2 | &})i
RE: Control No. 418513 U

;~ ~ . _ _

Dear Mr. Cain: ~
,_

~

<

Enclosed is our revised renewal application for the medical use of .

byproduct materials. This revised application replaces and supersedes all |
previous submissions and represents the current description of our program
for radiation safety and regulatory compliance. j

in regard to the concerns you expressed and the information requested, [
these matters have been addressed in the body of the application as 5

[follows: *

ITEM REFERENCF !
*

i

RG 10.8 Application format. Enclosed
,

Supporting information ;

Quartealy audits Application, item 10.lu.; i

Audit format Supporting information Section 5

Authorized users Application, item 7.1
Supporting information ' Section 2,3 .

Committee structure Application, Item 10.1(d)

Committee meetings Application, item 10.1(e)-
,

J

Management charge to RSO Application, Item 10.1(b) ;

Item 10.2 ALARA Program

RSO Qualifications Supporting information, Section 4 |
Supervision Application, Item 10.1(a),(c) i

Previous submissions This revised application supercedes
pervious submissions 1

L'\;j; Q & f| |
WTY

Ly n L n

),q[]... .-
-

"Amerkw is ll-Thanks to our Veterans" ;
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2.

U $. Naclear Regulatory Comission

We are pleased that you are continuing the review of our application and
we trust that this updated informationn satisfies the remainder of your
concerns.

Sincerely yours.

| {hfM p*/#
W. T. H00RE . M. ').
Chief of Staf f
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RENEWAL APPLICATION FOR NRC MEDICAL USE LICENSE

Veterans Administration Medical Center
2121 North Avenue

Grand Junction, Colorado 81501

Revised February 3,1939
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NRC License Application VA Medical Center, Grand Junction, CO

ham 5 RADIOACTIVE MATERIALS and item B. PURPOSE
i

! Byproduct Material Amount Purpose

5.a Materialin 35.',00 as needed Uptake, dilution and excretion

5.b Material in 35.200 as needed imaging and localization

5.c Materialin S5.57 as needed Calibration and reference
sources

!

i

1

|

I
'I

1

i

i

5 .

|
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NRC Ucense Application VA Medical Center, Grand Junction, CO

item 7. RESPONSIBLE INDIVIDUALS

7.1 Authorized Users for Medical Use

All medical use of materlats will be performed by or under the supervision of Erica
George, M.D. (ABNM 1972). Other Network nuclear physicians who may authorize,
supervise and interpret diagnostic studies are:

| James W. Fletcher, M.D. ABMN 1972
James L Uttlefield, M.D. ABNM 1980
Max S. Lin, M.D. ABNM 1972
J. A. Fernandez Pol, M.D. ABNM 1975

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

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

7.2 Authorized Users for non Medical Use

Not applicable, only Part 35 authorized materials will be used.

7.3 Radiation Safetv Officer

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

;

.

'

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

llem 8 TRAINING FOR INDMDUALS WORKING IN OR FREQUENTING RESTRICTED
AREAS

8.1 Training 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.I

Supply Staff lecture, annually'

written procs.

'Content: Procedures for receipt and delivery of packages.
'

Operators /MAAs lecture, annually
written procs. )

Content: Package receipt, emergency contacts

i

.- |

1
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NRC License Application VA Medical Center, Grand Junction, CO

ltem 9 FACILITIES AND EQUIPMENT

9,1 Annotated Drawing
5

b
b

7

i
~

! kJ
i

|
I5

a 3 4 1
_

I e

9
6

f d peq
<

2
:

Numbered Areas Lettered Equipment

1 Hallway a gamma camera
2 Radiology Exam b instrumentation
3 Patient procedures, c air exhaust (ceiling)
4 Patient injection d Pb shleiding, generator,

storage, waste
5 Bldg. exterior e sink .

6 - Radiopharmacy * f vented dose prep, L block
7 Pt. Toilet g dose calibrator
*

restricted

I

.
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NRC License Application VA Medical Center, Grand Junction, CO:

|
! 9.2 Survev 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 Dose Calibrator Calibration

We will establish and implement the model 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.

j 9.5 Imaging Eautoment . Not Applicable

1 9.6 Other Ecutoment and Facilities

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

!

7~

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

ltem 10 RADIATION SAFETY PROGRAM

10.1 Radiation Safety Committee / Radiation Safetv Officer

We will issue the model Radiation Safety Committee Charter and Radiation
Safety Officer Delegation of Authority that was published in Appendix F to<

j Regulatory Guide 10.8, Revision 2. (see also 10.2, Al. ARA Program)

! a. RSO Supervision

Administrative supervision is provided by the Chlet 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) verify implementation of corrective actions,

c. 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.

,

f

!

I
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d. Membership, Radiation Safety Committee

The following staff 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 Chlef Tech NuclMed RSO,

RadSafe Officer'

W. Lawrance Staff Engineer Management Rep.

F. Herbig Program Director RadSafe Auditor
(ad hoe) 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 matt 3rs before the Committee.

10.2 ALARA Program (following pages)
;

1

;
;

.

. . . -
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| ALARA PROGRAM
| Veterans Administration Medical Center

Grand Junction, COi

1. Management Commitment

The management of the Grand Junction VA Medical Center is committed to the policy
of keeping indMdual and collective radiation exposures ALARA. The management
establishes and supports the necessary administrative and functional elements for
radiation safety and promotes the concept of Al. ARA 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,

i

! in addition to maintaining doses to indMduals 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 qualifications of all applicants proposing to
use ionizing radiation in the medical center to ensure that the applicant takes ap-
propriate measures to 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 modify procedures to implement
ALARA. The committee reviews on a quarterly basis allinstances 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 sn annual review of all operational elements of the ALARA
program. A quarterly review is conducted of occupational external and internal
exposures and investigates or requires action where Investigation Levels are ex-
ceeded. Facility 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 At. ARA philosophy
and to inform radiation workers and allinvolved medical center staff of the ALARA
program efforts. The Radiation Safety Officer and staff cooperate with all users and
workers to ensure development of ALARA procedures and receives and evaluates
suggestions for improvement of ALARA practices.

4. Authorized Users and Occuoationally Exoosed 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% guidelines.

Authorized users are required to promote a ;i e< plain the ALARA concept and ensure
that supervised workers are trained in good cdiation safety practices and their
relationship to work procedures and conditions.

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

5. Investicational Levels and Actions for External Exoosure

MREM /Ouarter
LevelI Level II

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.

.

_

_ _ _ - _ _ _ _ _ _
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Exoosure Action

A. Less than Level I None

B. Greater than Level I, Report exposure to RSC; RSC will evaluate the
less than Level || exposure conditions and record its action

recommendation.

C. Greater than Level || RSO investigates and prepares 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.
I
'

In situations where exposures need to exceed Investigational Level I or 11, 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.

! . .r31 < . 01.D
W Taft Moore, M.D. ' '

Chief of Staff and
Acting Medical Center Director

.

i

!
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NRC Ucense 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 Radiocharmaceuticals

We will establish and implement the model safety rules published in Appendix i
to Regulatory Guide 10.8, Revision 2.

10.5 Soill Procedures

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

10.6 Ordering and Receiving

| 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 Ooening Packages

We will establish and implement the model procedure for opening packages
that was published in Appendlx 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 implement 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.

___.

|
. _ _

.
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NRC Ucense Application VA Medical Center, Grand Junction, CO

10,11 Imolant 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 to 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 establish and
implement the model procedure for checking trap effluent that was published in
Appendix O.3 to Regulatory Guide 10.8, Revision 2. '

For estimation of worker dose from normal (20%) loss of activity from patients
will follow the model procedure for calculating worker dose from nobel gases
that was published in Appendix O.1 to Regulatory Guide 10.8, Revision 2.
Calculations are available for inspection.

2. Worker Dose from Aerosols
i

| 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 O.4 to Regulatory Guide 10.8, Revision 2.
Clearance times will be posted in the patient ex. amination room.

10.14 Radiocharmaceutical Theraov

Not applicable, radiopharmaceutical therapy will not be pedormed. .

10.15 Imolant Theracy
i

j Not applicable, implant therapy will not be performed.

. . . _ _ _ _ _
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NRC Lloonse Application VA Medical Center, Grand Junction, CO

10.16 Other Safety Procedures

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

!
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NRC Licen9 Abolication VA Medical Center. Grand Jurdhn. CO

hem 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 Dianomal

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

:
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Medical Use License Renewal
Supporting Information

Grand Junction VA Medical Center
I February 3,1989-

i
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1. Backaround:

Nuclear Medicine services have been provided to patients of the Grand Junction 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 acovired and stored on a digital computer system and trans.
mitted to a central site at the VAMC in St. Louis, MO.

2. Medical Suoervision:

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 referringi

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

i approved package inserts and the applicable regulations of the NRC. Frequent
I review and revision, if necessary, of these procedure manuals is conducted by
1 the physician staff.

B. 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 j
examination. {

i

_

|
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C. Review and interpretation 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
data 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 quallty as well as the
clinical diagnostic impression. Unusual or recurrent problems or deficiencies
are reviewed by the physician quahty assurance panel and appropriate correc-
tive actions are taken.

D. 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 to the evaluation of results.

E. Dr. George works with the medical staff of the Grand Junction VAMC, through
the Chief of Staff. Medicalintervention 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. Additional Qualified Users

in addition to Dr. George, other qualified users include:

James W. Fletcher, M.D. ABNM 1972
Max S. Un, M.D. ABNM 1972
James L. Littlefield, M.D. ABNM 1980
J. Albert Fernandez Pol, M.D. ABNM 1975

;

) .
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4. Radiation Sa,'ety Suoervision
,

Radiation Safety Officer: Sherrick Harmon

Formal Training:

Time / Subjects: 200+ hours of training in:
;

(a) radiation physics and instrumentation
' (b) radiation protection

(c) calculations relating to measurement and quantitation of
radiation and radioactivity.
(d) radiation biology
(e) radiopharmaceutical chemistry

Location: Community College of Denver
Associate Degree Nuclear M9dicine
September,1974 August,1976

In. Service Training:
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,

; Experience: Full time radiation safety technologist
! Grand Junction VA Medical Cer:ter'

'

March,1981 present

Duties: Safety and regulatory compliance for 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,

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

.

.-
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5. Quarterly Audit Format j

. RADIATIOil CONTROL FACILITY / USER INSPECTION t

I
:

| Authorized User: Facility: Date: |
I r

FINDINGS: This inspection was an examination of actMtles related to radiation safety potley and !
procedures, compilance with Federal regulations, the Radiation Control program, and the terms and !
conditions of the author! zed use permit. The findings as a result of this inspection are: |

No items of noncompilance found. ;,,,,,,

The following items of noncompilance were found:

Area of Noncomntlance Specify i

L

Posting / area signs /NRC 3
Posting emergoney procedures ,,,,,,,

,,,,,,,,

;,_
t.abeling sources / waste ,,,,,,,,,,,

Permit /lleense not availablo t
,,,,,,_

Rad Cntl Manual not available |

Receipt, use, disposal records ,,,,,
,,,,,,

,,,,,_
Survey /wlpo records ,,,,,,,,,

Ouarterly inventories ,,,,,,,_
Personnel monitoring

,,,,,,,_
Failure to wear monitors_ ,,,,,,

Monitor turnover
, _ _

Use in unauthorized location
,,,,,,, ,,,,,,

Safety procedures
Proceduros for votattle nuclides ,_,,,,,

,,,,,,

,,,,,,

|
Safety equipment,,,,, _

| Decontamination equipment,,,,, ,,,,,,

Survey procedures !,,,,,,,,,,,,,
iSurvey Instrumentsi ,,,,,,,,,,,,

| Unauthorized nuclide ,

,,,,,, ,,,,,

! Unauthorized user / worker ;
,,,,,,, _

initial worker tralning _, ,,,,,,

Annual training'
_,,,,,,,

Awareness proc / hazards _ ,,,,,,

Food / drink in work area _,,,,,,,

Spill / incident unreported ,,,,,,,,,,,,
tDose calibrator geometry _,,,,,,

Dose calibrator accuracy ,,,,,,_
Dose calibrator linearlty

,,,,,,,,,,,,,

Dose calibrator constancy _,,,,,,,

Problem not reported to RCO _,,,,,,,

Soated source wipe tests _,,,,,,,

Xenon trap check |_,,,,,,

Room exhaust calculations_ _ ,

Exhaust flow checks
[ Fume hood flow chocks [ fi

Xenon use procedures ,,,,,,,,,,,,

j injection procedures
,,,,,,, ,,,,,,,

I Waste storage / segregation |,,,,,, _,

| Wasto containers ;,,,,,,, ,,,,,,

! Waste surveys
j Waste disposal procedures |

,,,,,, ,,,,,,,

,,,,,,, ,,,,,,

Area security !,,,,,,,,,,,,,

-veya
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RAblATION CONTROL FACILITY /!)SER INSPECTION pg 2

Authortrod User: Date: ^D_

Other noncomp!!ance/probiem idtntification:_

| ~

j $utygy Wloe Test
3Survey / Ateg Dose Rate dom /100cm

i

Wipe Tests
,

Storage
~ ~

Preparation
Use areas

~ ~

Other L) _

Al. ARA Data: Worker Otr. Dose Annual Dose

. . .

. . .

. . .

. . .

Monitor Reoort Date: .

Radiation Control Recommendations:

immediate Action:i

|
| Lona-term Comotlance:

Surveyed by:

-
,

t

|

. .

.
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _
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NHLS:CLC JW 25 !95
Control No. 418513

Veterans Administration Medical Center
ATTN: A. Bourret

Medical Center Director
2121 North Avenue
Grand Junction, Colorado 81501

Gentlemen:

This is in 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 local authorized user
physician. As a result of our review we have determined that your use of the
Network is permitted contingent to your adherence to commitments and to your
provision of additional information as described below.

1. Your letter dated May 23, 1988, signed by Francis K. Herbig, stated that
a revised license renewal application would be forthcoming to NRC and
would be prepared in accordance with Regulatory Guide 10.8, Revision 2
(August 1987). We have not yet received this application.

This letter also included " Supporting Information" regarding use of the
Network at the VA Medical Center at Cheyenne, Wyoming, as well as the
identification and other information regarding the Radiation Safety
Officer (RS0) 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
application prepared in accordance with the guidelines described in
Regulatory Guide 10.8 (copy enclosed). You should note that only
diagnostic procedures may be authorized using the Network, Use of therapy

~

procedures will require the use of an authorized user physician local to
the Grand Junction area. The application should also include information
similar to that previously provided by Mr. Herbig-for the facility at
Cheyenne.

2. In order to authorize use of the Network you should commit to sending
from your St. l.ouis 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:NHLS 4
CrCain/jt
I/p/89
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Veterans Administration 2-
Medical Center

In your response, provide a detailed format for the quarterly audit and
identify authorized user physician (s) that may conduct the audit. These
physician (s) will be identified by name in the license.

3. Your application should clearly describe the structure of the Radiation
Safety Committee required by 10 CFR 35.22. You should identify the
title and location of each member and clarify the method by which regular
meetings will be conducted.

4. Your application should identify 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 described in 10 CFR 35.23 and refer to the duties of the RSO as
outlined in 10 CFR 35.21(b). A draf t Regulatory Guide entitled
" Qualifications for the Radiation Safety Of ficer in a large Scale
Non-Fuel-Cycle Radionuclide Program" has been provided for guidance in
this area.

5. Your application should describe the manner in which the RSO at Grand
Junction will receive management supervision. You should distinguish
between the supervision provided locally and that provided from the
St. Louis office. Your response should address the stipulations in
10 CFR 35.25.

6. Indicate whether the other commitments identified in your letter dated
April 30, 1987, Signed by Francis K. Herbig, are still accurate.

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

Sincerely.
Original signed by

C. L. Cain

Charles L. Cain, Chief
Nuclear Materials Licensing Section

Enclosures:
1. Regulatory Guide 10.8,

" Guide for the Preparation
of Applications for Medical
Use Programs," August 1987

2. Draf t Regulatory Guide OP 722-4
" Qualifications for the Radiation
Safety Officer in a Large-Scale
Non-Fuel-Cycle Radionuclide
Program " April 1982

cc: (see next page)

!

J



. _ - . . _ . . _ _ _ _ _ . . _ _ . . . _ _ . _ _ _ _

*

. ,

;

i

I

Veterans Administration. 3- |
Medical Center '

.

!
P

' ' !CC:
Veterans Administration Medicci Center' !<,

ATIN: Francis K. Herbig '

*

M/$ 115AJC -i
918 N. Grand Avenue i-

St. Louis, Missouri 63106 l'

,

!

'Veterans Administration
ATIN: Dr. James W. Fletcher 4

Director, Nuclear Medicine Service (115) '

810 Vermont Avenue W ;

Washington, D.C. 20420 '.
>

t

bec w/o enclosures: ;
RDMartin. !

RLBangart '
.

WLFisher
. JHAustin ,'

CLCain

;

s
'

i,

em m ,

L ,
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[. NUCLEAR REGULATORY COMMISSION
g g4 ?E wasmiectow. p.c. Net 4

\,
-

October 6. 1988 i

13.4L( |
u, L & !

MEMORANDUM TOR: William L. Fisher, Chief i

Nuclear Materials and
Emergency Preparedness Branch, R1Y j

,

TROM: Yandy L. Miller, Chief |
Medical Academic, and Comercial '

Use Safety Branch, NMSfi

SUBJECT: TECHNICAL ASSISTANCE REQUEST DATED JUNE 21, 1988
:

This is in response to the above request which involves the use of the
Veterans Administration's Nuclear Medicine Network in lieu of an authorized
shysician at the licensee's Cheyenne Wyoming, Grand Junction, Colorado, ard
fortHarrison, Montana,medicalfaci$ities.

! Since the fort Harrison, Mentana, facility has obtained a cualified physician
| and since a license has been issued to the hospital it should no longer be of

concern.<

After a review of previous decisions and careful consideration of additional!

facts that relate to the operation of the Nuclear Medicine Network at the,

. Cheyenne V/NC and Grand Junction V/NC facilities, it is decided to continue
I licensing these two facilities in the manner that they have been previously

licensed. This c'ecision is based on several considerations.
I

The facilities in cuestion have been authorized to operate through the Nuclear'

Medicine Network for about eight to nine years. When they were granted this
authorization, the safety and efficiency advantages and disadvantages of the
proposed operation were carefully weighed. The facilities in question have
operated during this time period in a satisf actory manner. They do not appear
to perform any better or any worse than other Vetertn's Administration er
civilian hospit&1s. There does not appear to be any tafety reason to consider
limiting the facilities' authorization based on past performance.

The key issue in this licensing action is the apparent lack of supervision for
technologists. To demonstrate compliance with 10 CFR 35.25, * Supervision"
(which requires instruction, compliance with instructions, and periodic
review), the licensee and the authorized user must provide some nechanism for
supervision other than daily personal presence, which is the normal mechanism
for supervising. A quarterly visit to the hospital to review operating
procedures in place would be acceptable. This authorization n.ay not be

l expanded to include any therapy clinical procedure.

._._
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. .. .

William L. Fisher -2-

Fresently, the staff is herking on training requirements for physiciens and
sncillary personnel and a contract study for quality assurance in Nuclear
fledicine activities. It is possible that the above initiatives way result in
new policy decisions that will lead to a different operating definition of
suptrvision requirements in the future and a reassessment of the network.

'

/ i ,1 .. ,

,tfi;4nyan W I'r b b c j I'
,

Yandy L. Ililler, Chief (

Medical. Academic, and Commercial
Use Safety Branch, NMSS

.

.

_ _ _ _ _
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Motlin, *il C:nt: 2121 North Avenue,

Grand Junction CO 81.5 t-

% I @ I '.W I }Veterans -

Administration JB T BBB

JUNE 2, 1988 'c

inh never To:
575/00

Mr. Charles Cain
U.S. Nuclear Regulatory Commission '

Meterial Radiation Protection Section
611 Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

.

; Dear Mr. Cain:

We ; a re writing to fonnally request. pursuant to 10CFR' Part 35.19, a d,

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 |
Advitory Committee . on the Medical Uses of1 Isotopes) (ACMUI)..

,
'

,

representatives of the Veterans Administration, as petitioners ,for the j
''

exemption, be permitted to present relevant ' material' and answer, the , '

concerns'of that committee. '
, ,

_.
. n.y ~

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. L

Your consideration of this matter is appreciated. ~. .,

,

Sincerely, i. -

A. b
Medical Center Director

,

!

t

h " America is oi-1 hanks to our s'escrans"

.
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Medirl C:nt:r St. Lculs MO 63125 ' {
!

!

M Veterans . I
%G/ Administration !

!

In Reply Refer To: 657/ll5A
May 23, 1988 !

i
Mr. marles cain '

U.S. . Nuclear Regulatory consnission f
Material Radiation Protecticri Section i
611 Ryan Plaza Drive, Suite 1000 ;

Arlington, TX 76011

Dear Mr. Cain; 1
'

We have revised in the Part 35/10.8 Rev 2 fomat the license renewal i

applications for the Geyenne 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 reacit you shortly through the
respective medical centers. I am enclosing a sanple copy of the supporting i

information for your early consideration.
!

Bridly, our position holds that'the medical sqpervision'is more than '

sufficient i.o manage the program in the best interest of the patients. The
Network is not sinply 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 u.mpet of the pupcuu, we believe the designated j
RSos meet all of the Part 35 requia.. d.s and, have consistently demonstrated !

their ability to perform as the individuals functionally responsible for J
regulatory conpliance over a period of years. Their work in this regard is :

audited and evaluated at frequent intervals by qualified radiation safety ;
pr.4wuid as well as the local cemittee and medical center management.

,
,

| Additional' economic information concerning the significanoe of Network
operations is enclosed. From this you can appreciate the quantity and '

economic value of.the services provided to veterans seeking medical care. 1

Isss obvious, but more inportant, is the fact that no participating medical 1

center is in a fiscal position to purchase this level of service for its '

patients fram altermtive local sources.
|
1

We fully realize that this licensing envinnuist is not explicitly covered by I
current regulatory positions. However,.the use of modern tel-w11 cations '

technology and especially the internal organization of the program permits the
.

safe and effective delivery of patient services. Any reasonable license ?

conditions in addition to the Part 35/10.8 ret.11rements can be am---4ted by
the evaluation, oversight and supervisory controls already in place.

|
*

,

,

;

,

" America is #1-Thanks to our Veterans" .t

;

_ _ _ _. _ . ~ . ~ - . . _ _ _ .. . _ - , _ _ _ .
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NRC - May 23, 1988 pg.2

I can assure you that we share the same abiding concerns for the quality of
service ard the safety of our patients and staff that you mast reflect in your
licensing evaluations. If it will be of value, I will be pleased to visit
your offices to diam == this matter further. You ar4/or your staff are also
invited to visit St. Inuis for an assessment ard further assurances concerning
any aspect of Um rug m.

Y Y,
,

A.

.g
PixxJram Director

Enclosures

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

|

:

b

I

|

|

4_

|
.

_ _ . _ . _ _
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Byproduct Materials License Renewal - Supporting Information
Cheyenne VA Medical Center

Backaround:

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 Network
American Board of Nuclear Medicine - 1972

Dr. George serves as the Medical Director of the Nuclear Medicine Network, lier
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 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.

B. Each request for any patient procedure is reviewed and approved, disappreved 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 radiopharmaceutical 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.

C. Review and interpretation 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 data and/or consultation
with the Nuclear physician. A verification of the prescription accompanies the
clinical data. All work E reviewed for technical adequacy, conformance to the

j
1

- ~ |

$

[]
'

.
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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.

D. Training is 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.

E. Dr. George works with the medical staff of the Cheyenne 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 ir more
conventional nuclear medicine settings end, far exceed the medical supes vision, physician
interaction and intervention that occurs in mobile nuclear medicine delivery systems.

Additional Ounlified Users

in eddition 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

|

|

\

i
I

,..

_ _ _ . _ _ _ _ _ _ _ _ _ - - - - - _.
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Radiation Safety Sunervision

Radiation Safety Officer: Glenn Janezich

Formal Training:

Time / Subjects - 200+ hours of training in:

(a) radiation physics and instrumentation
(b) radiation protectioa
(c) calculations relating to measurement and quantitation of radiation
and radioactivity.
(d) radiation biology
(e) radiopharmaceutical chemistry

Location: Nuclear Medicine Instituto
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:

hdiation 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.

l

|
i

- |
-

|
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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 JD 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,i

Maintenance was determined as a fixed percentage of e equipment cost and a straight-D
line 10 year depreciation of nm 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 overt.ead
was not included.

Table I summarir.es 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
is 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 j
the Network system. I

The impact of any actions which disrupt or delay services provided to the Network
participants will have a significant and adverse impact on the fiscal position of the
referring centers in a period of constricted funding in all Federal programs and,
unecially, on the public health of the veteran populatien 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.

1
!

!

)-

I
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TAIRE 1

NUCLEAR MEDICINE NEIWCRK COST ANAIXSIS

Activity Marim PopBluff heavillo Grani 7ct Cheyeme St. Imis

No. Patient Studies 1,560 822 689 327 487
% Inpatients 89 84 64 79 80

*** C06T OF SERVICES DEDUGI IOCAI, RR31ASE ***
Cost Its

Ambulance Trip ($) 202 60 191 214 250

No. of Inpatients 1,388 690 441 258 390

Ambula:n Oosts ($) 280,457 41,429 84,223 55,283 97,400

Purttase of Procedures ($) 450,954 250,126 167,160 106,636 160,750

lbtal Cbsts to Purthase ($) 731,411 291,555 251,383 161,919 258,150

Average Oost to RIrttase ($) 469 355 365 495 530

*** COST OF SERVICES THOUGI NEINORK ***

Cbst Its
Salaries ($) 36,024 25,454 18,516- 18,810 22,030 172,700

Supplies, Travel ($) 53,112 '23,500 25,800 12,000 20,000 21,250

Maintenance ($) 16,400 16,400 16,400 16,400 16,400 22,400

Depreciation ($) 21,900 21,900 21,900 21,900 21,900 29,900

Tel - inications ($) 0 0 0 0 0 12,845

Total Cbst thru Network ($) 127,436 87,254 82,616 69,110 80,330 259,095

Allocated St. Imis Costs ($) 104,038 54,820 45,950 21,808 32,479

Total Cost thru Network ($) 231,474 142,074 128,566 90,918 112,809

Avraage Oost thru Network ($) 148 173 187 278 232

*** StJMARY ***

Cost Avoidance /Prorwture ($) 320 182 178 217 298

Total Cost Avoidance ($) 499,937 149,481 122,817 71,001 145,341

!

|

u _ - - - . --- - --
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NHLS: JEW
'

Mail Control No. 418513
ppR 21 \333

VA Medical and Regional 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.

i
!

You prepared your application for license renewal in accordance with Regulatory
Guide 10.8, Revision 1, " Guide for the Preparation of Applications for Medical
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 application 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 Nision
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.

,

!

RIV:N S C:NMLSe 1
JEWhit'. n CLCain

/22 /8 / /88

k
;

!v
|
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VA Medical 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,

gi \1 ,

JacT E. Whitten
'

Nuclear Materials Licensing Section

| Enclosures:
1. Regulatory Guide 10.8, t

Revision 2 " Guide for thet

l Preparation of Applications
for Medical Use Programs,"
(August 1987)

2. 10 CFR Part 35
3. Form 313

bec w/o enclosures:
,

R. L. Bangart
| C. L. Cain

|
|

|

'

|
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,~ MEMORANDUM FOR: William T. Russell, Regional Administrator, RI /' _

J. Nelson Grace, Regional Administrator, RII cq/
A. B rt Davis, Regional Administrator, RIIIJ

L Actrert D. Martin, Regional Administrator, RIV
John B. Martin, Regional Administrator, RV

FROM: James 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 senior VA management personnel. At that
meeting, the VA indicated a desire for closer involvement in what the NRC is
doing concerning VA hospitals. We have discussed this with NMSS and concluded
that the'NRC should provide further information to VA Headquarters concerning
VA licensees.

Therefore, to provide information at a higher level in the VA organization,
please add the following individual to your distribution of any Inspection
Report, Confirmatory Action Letter, Notice of Violation, or Order that you
issue concerning a VA facility:

Dr. James W. Fletcher i

Director, Nuclear Medicine Service (115) |
Veterans' Administration
810 Vermont Ave. NW
Washington, D.C. 20420

/

| :s - .,.| *

ame:: Lieberman, Director 1

/ Office of Enforcement

cc: J. Taylor DEDRO
R. Cunningham, NMSS
Enforcement Coordinators

RI, RII, RIII, RIV, RV
OE Staff '
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MEMORANDUM FOR: William L. Fisher, Chief
Nuclear Materials and Emergency

Preparedness Branch, Region IV
,

FROM: Vandy L. Miller, Chief ',
Medical, Academic and Comercial '

Use Safety Branch, NMSS
<

l SUBJECT: VETERANS ADMINISTRATION NUCLEAR NETWORK

This is in response to your request for additional technical assistance
relative to the renewal of the by-product materials licenses currently held

| by the Veterans Administration Medical Centers in Cheyenne, Wyoming 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 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.

2. The Veterans Administration Medical Center (VAMC) in St. Louis has,

| not demonstrated that it exercises direct supervision over the nuclear medicine
operatiuns in either the Cheyenne or Grand Junction facilities. The Cheyenne +

| and Grand Junction facilities are independent hospitals and retain their own
I management and medical staff.

3. VAMC St. Louis appears to function as a focal point for nuclear '

medicine resources and expertise 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~

St. 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 close 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. Louis :an do little more than
offer " consultative" services on an infrequent basis to these hospitals at
this time.

,

. - . _ - . - . _ , , . . . - . ,
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William L. Fisher -2-

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

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

Please contact James H. Myers at FTS 492 - 0635 if you have further
questions.

/
,

V ndy [{ Mime,r, .f
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edical Academic, and Connercial
Use Safety Branch, NMSS
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TECHNICAL AS$1 STANCE-REQUEST

, .

DATE: December 7, 1987

10: Vandy L. Miller, Chief, Medical, Academic, and Commercial
Use Safety Branch, IMNS

OfA.
FROM: Charles L.' Cain, Chief, Nuclear Materials-Licensing Section,

Region IV

. SUBJECT: RE0 VEST FOR' TECHNICAL ASSISTANCE

X Control Nos. 417504 and 418513 (enclosed)
X- 'See attached memo.

Suggested change;in licensing procedure.(enclosed)

0ther

Requested action: Custom source / device' review -

Review and comment
a

X Provide policy guidance -1" Nuclear Medicine Network"
Issue ~

Other

Options:
1. Conversion to coverage under broad scope' license (VA - St. Louis).
2. Allow licensees to use the " Nuclear Medicine Network" as requested.
3. Issue conventional licenses

..............................................................................
To be completed by NMSS

Date:

The above request has been received by MA&CUS and. assigned to

(name)

Please contact this individual for a status report'if a |.

(phone number) -

response is not received by
.

(date)
1

MA&CUS Branch Chief

,

i |

|

- a
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DEC 1 1 1987
.
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MEMORANDUM FOR: Vandy L. Miller, Chief
Medical, Academic, and Commercial Use Safety Branch, IMNS

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

SUBJECT:
LICENSING OF VETERANS ADMINISTRATION (VA) NUCLEAR NETWORK

..

IN CHEYENNE, WYOMING, AND GRAND JUNCTION, COLORAD0

This is to request further Technical 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:

Allow each licensee to become a satellite place of use under the VA St.a.

Louis broad scope license, if this broad' scope license is currently
allowing this arrangement for other " Nuclear Medicine Network" users,

b. Allow the licensee to used the " Nuclear Medicine Network" concept under
the conditions outlined in the VA St. Louis letter dated April 30, 1987.

c. Require each licensee to 1:'': is all the requirements as outlined in
Part 35 and Regulatory Guis 40.8, Revision 2 (i.e. , issue licenses to
each location in a conventional manner).

.

The following is a chronology of Region IV interaction with the' subject
licensees, the VA St. Louis, and NMSS in the process of attempting to complete
these renewals.

VA - Cheyenne Renewal Chronology

May 9, 1985 - After reviewing the license renewal 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.

June 12, 1985 - Pat, after consulting with Vandy Miller, suggested that a TAR
be submitted by Region IV.

J:
NHLS Mt C:NMLSOR NMEPB l
JEWhitten;dp CLCain WLFisher ((?) t / 8 7 st/j/87 |HfC/87
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Vandy L. Miller .-2-

July 11, 1985 - TAR sent to NM55 for review and assistance. Cases were reviewedby ACMUI.

April 23, 1986 - TAR response received in RIV.

June 6,1986 - Letter sent to VA Cheyenne outlining the ACMUI 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 38,1987 - 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 authorized 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 safetycommittee composition,

March 26, 1987 - Letter from VA Grand Junction indicating our March 18, 1987,
t

deficiency letter had been forwarded to Francis Herbig.
,

April 30, 1987 - Telecon between Jack Whitten and Francis Herbig about i
'

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.

i
i
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Vandy L. Mi'ler -5-

June 5,1987 - Letter f rom 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.

-

Wnal 99ned Dy:
WILLIAM L FISHER

William L. Fisher, Chief
Nuclear Materials and Emergency

Preparedness Branch, Region IV

bec:
J. Whitten
C. Cain
W. Fisher
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Medical C:nt:r 2121 North Av2nue . I

Grand.JunctionCO?h/E 9
601mr , !
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's !K VeteransN Administration MIIE ! !
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June 5, len7 i
-

_ ,

in a.piv n.v., To: 575/00 |
,.

Mr. Jack E. Whitten :

Nuclear Materials Safety Section i
U. S. Nuclear Regulatory Commission i
611 Ryan Plaza Drive
Arlingten, TX 76011 i

!

Dear Mr. Whitten.

This is to confim our intention to 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 tems and conditions,
we will submit confirmation of our agreement to those tems.

,

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 you for your continued support and interest in finding a satis-
factory solution to an untisual licensing circumstance.

Sincerely yours,

NIBOURE 'I'N
Medical Center Director

:

I

I
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tri Reply Refer To:

April 30,1987 |L
;

U.S. Nuclear Regulatory Commission ;

ATTN: Jack E. Whitten i

Nuclear Materials Safety Section |
611 Ryan Plaza Drive t

'
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 additional local control to assure full management !

participation,
m

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 RSO 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 ef forts to help keep a good
program going are appreciated.

Y s ruly, [

~ ,

%* t

ncin K. Herbig i

,

2

1
'1

# %e
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Nuclear Regulatory Commission Licensing
VA 14uclear Medicine Network Medical Centers,

1. Purnose and Seone

This part prescribes the conditions, requirements and provisions under which a VA
Medical Center patient may receive the benefit of Nuclear Medicine procedures
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 clinical data is transmitted with a telecommunications system to
physician experts at the St. Louis VA Medical Center (SLVAMC).

2, License Conditions

VA Medical Centers which parilcipate 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 teims and conditions of the Broad Scope license
issued to the SLVAMC.

3 Responsibility

3.1 The Chief of Nuclear Medicine, SLVAMC, recommends physicians for approval to
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 to meet the training and experience specifications of
35.910 and 35.920.

.

3.2 The Radiation Safpty 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 latisfactory completion of one year in an approved
NMT training program, or, certification by the NMTCB or ARRT, or,3 years
responsible experience. ' ] 4 g f g m t tg o g (L g\)(1}
3.3 In consideration of additional sites for operation as Network medical
centers, 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 apuroves and accepts an additional site for Network operations,
the NRC must be notified within 30 days,

f)hom Ma@ kWp ;3 [gf(%Q h toddertM bht

u hy%l04\ dmh h LGv) MLwnp%W -h |%
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DRAFT
Network /NRC (2)

4. Delenation of Clinical Resnonsibility

( dig (tmbm hh Wbt iTMb L M,% (7 s\ (2j4.1 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,

0) interpretation of clinical data and rendering a written report for the
patient'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 physiciant shall also be
approved and recorded by the professional practice authority of the local VA
Medical Centers.

4.3 Resident physicians in training at the SLVAMC may perform the above ,
functions under thepect supervision of an approved physician 1%c.o;1, y,jt(DCB l%25.
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.

*

(OCFa
5. Delenation of Safety Resconsibility

5.1 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 /Mg hNdtk\etnv .
and

accrediting offices and organizations. \% 4ttutct cma u,dh Ib $Ll up,

5.2 The St. Louis RSO or a qualified designee. willaisileach participating VA
medical center on a regular basis. Visits wilijntiinarilyjie four (4) times
annually but never less than three times ar3nGally~During these visits
laboratory records and procedures will bt' inspected and evaluated, training will
be conducted and once annually a copt6 tete ALARA audit of the local program will
be performed.

5.3 The physician member of th'e local radiation control subcommittee may be
called upon for advice and assistance in matters pertaining to patient and staff
safety. (see 6.1)

l

ytkQL
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DRAFT Network /NRC (3)

6. Local 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 authority, organizational freedom and management prerogative to meet
requirements of 35.23.]For 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,
35.910 and 35.920. This member serves as a resource person for the committee and
will advise and act on behalf of patient and stt ff safety.
(see5.3)

6.3 The St. Louis Radiation Safety Office will submit reports of 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.

7. Scone of Remainder of Pronram
.

7.1 In 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.

.

1

FKH
May 1.1987- :
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March 26, 1987 g
[ }."-

.Mr. Jack E. Whitten g g .

Nucicar }bterials Safety Section f
e

Nuclear Regulatory Commission Region IV %g* **'*g/
611 Ryan Plaza Drive, Suite 1000
Arlington, TX 76011

SUBJECT: License Renewal Application

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

a. A copy of your letter was forwarded to Mr. Fran Herbig, Director
of the Nuc1 car Medicine Network in St. Louis, Missouri for his review.

b. Mr. Ilerbig 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.

c. As Director of the VA Nucicar Medicine Network, we rely on
Mr. llerbig for guidance'in these special areas of licensing and I feci
your office will receive a prompt reply from him upon receipt of your
letter.

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

I

'I kh !
Medical Center Director

i

1

!
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' MAR i 81987

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,

bdrTn"atNgned by

JACK E. WHITTEN

Jack E. Whitten
Nuclear Materials Safety Section

cc:
Veterans Administration Central Office
Director, Nuclear Medicine Service (115
810 Vermont Avenue, N.W.
Washington, DC 20420
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Medical Conter 2121 North AvCnuo'

Grand Junction CO 81501..

M Veterans
%Ed Administration

November 12, 1986

In Reply Refer To: 575/00
.

| Nuclear Regulatory Commission @ @ @ []Q %
i Region IV

Suite 1000' -

| 611 Ryan Plaza Drive W20m
Arlington, TX 76011 p

! SUBJ: Renewal, Byproduct Material 1.icense 05-08400-02

| 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. l.ouis VAMC.

3 We believe this arrangement will satisfy your expressed concerns
regarding the availability of qualified professional staff locally. If
you have further co ents or suggestions, please contact us.

|

A . 'B R

Medical Center Director
-

k *, i-
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United States j
*

Nuclear Regulatory Consnission
Region IV

OCT - 21986 Ih611 Ryan Plaza Drive Suite 1000
Arlington, Texas 76011 @,

Attention: Mr. Jack Whitten

Gentlemen:

We have reviewed your connents and sugggestions regarding the renewal of
our materials license # os-nunn-n, and agree to meet the your requirement
for the availablity of a qualified physician in the event of an emergency
situation in the Nuclear Medicine Service.

Dr. S. Nichols, a member of our full-time medicial staff has agreed to
accept this responsibility. Dr. t m ,.w,0.will receive the minimum 30
hours of radiation safety training conducted by the Network and Radiation
control staff at the St. Louis VA Medical Center. 'Ihe training will
include: radiation safety basis of regulatory requirements; routine safety
practices; the ALMA 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 requirements.

t

Yours truly,

44te.,, M p,__ .

Actingt Director
:

-
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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 63125

Gentlemen:

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 call or a meeting, please contact me for coordination with

~j NRC Washington, NRC Region IV, and all Veterans Administration staff to be
included.

'

Sincerely.

Ocy,inal Siped By
, v:1 r. YMtion6

Jack E. Whitten
Nuclear Materials Safety Section,

Enclosure:-

- As stated

i
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NMS$: JEW
Control No: 418513

6%

Yeterans Administration Medical Center
ATTW: W. P. Freer, Director *

2121 North Avenue
Grand Junction, CO 81501

1 Gentlemen:

This is in reference to your letter dated December 3,1984,s)o renew Licenset
No. 05-08400-02. The Nuclear Regulatory Comission's (NRC staff recognizes
that for several years your authorized physician-user, Dr. James M. Fletcher,
has been normally located in St. Louis, Missouri, several hours flying 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, believing
that by any definition, the adequacy of supervision from such a distance is
questionable. The NRC staff in our Washington, DC Headquarters' office
expressed these concerns in a December 1981 meeting with representatives of the
Yeterans Administration (YA) Central Office and of ths VA, St. Louis staff. I

Although these YA representatives seemed receptive to some NRC suggestions, it
does not appear that the suggestions were implemented as your situation appears

3to be unchanged.

In connection with our review of your pending renewal application we sought
advice on your situation from NRC 5 Advisory Comittee 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 non-traditional
operation. In addition, we asked them for their suggestions about your program
and any improvements they would recommend.

In generai the ACMUI members and our consultants thought that, although yourg
system is exemplary," telephone contacts, computer hookups, and occasional
(2 4 times per yeari visits to
replace the " daily lin-person) your facility by staff from YA, St. Louis csnnotcontact needed for an efficient, effective, and
safe nuclear medicine program." They believe that your situation is "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 in Enclosure 2), who can be at your facility within one hour
and who will devote at least 25 percent FTE (i.e., full-time-equivalent) to
your program. Several r..aioned that physicians who have completed a residency
program (e.g., r6diology) within the last ten years should nave most, if not
all, of the training and experience needed to meet NRC's criteria. If
additional training or experience or both were needed, they believe that it

p
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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
still maintain consultative contact with VA, St. Louis in much the same way as
VA, Amarillo. We believe that this is an opportune time for you to review your
current situation and take steps both to improve it and to establish a traditional
program supervised by a qualified physician user who is in close proximity to
your hospital. The following suggestions should be considered:

1. You should make new efforts to find a qualified physician to be an
authorized user who is able to be physically present a reasonable
percentage of the work day or work week.

2. If your efforts as suggested in Item 1 above are unuccessful, then we
remind you that, in the December 3,1981, meeting with representatives of
VA Central Office and YA, St. Louis the NRC staff recommended that VA
take steps to get authorized phpiclan-users who can be at each (Cheyenne
and Grand Junction) location on a routine basis. If VA proposed as a 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) a
mutually agreeable 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 a
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
its December 1981 offer.

3. ACMUI members and our consultants suggested that, if you are unable to get
a qualified physician in close proximity to your, hospital to supervise
your program, you could transfer patients needing nuclear medicine
procedures to a local community hospital or to another VA hospital that
operates a traditional nuclear medicine program.

If 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 and experience to show that he or she
meets WRC's criteria; see Appendix A of Enclosure 1 and also Enclost.re 2. You
may find it 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 is normally located, the time needed for the physician to get to your
iospital, 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

_ - - _ _ - - - _ _
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above, but also a proposed training program designed to provide the needed
supplemental training experience, or both, and a proposed schedule for
completion of the training program.

Within 60 days of the date of this letter, please inform us of the results of
your efforts to obtain a qualified physician in close proximity to your hospital
to supervise your nuclear medicine program. Alternatively, you should describe
other actions you have taken to ensure that your patients' nucient medicine
procedures are performed in a properly supervised program, please submit your
response in duplicate and refer to Control No. 418513.

Additional items of concern effecting your renewal issuance are as follows:

1. Your Radiation Safety Corm.dttee is not forinulated in accordance with
10 CFR 35.11(b). Confirm that menibership of the radiation safety
comittee will include at least the following: an authorized user for
each type of use permitte6 by the license, a representative of the nursing
staff, a representative of the institutions management, and the Radiation
Safety Officer.

2. Your letter should have been signed by the hospital administrator, please
submit a letter from the hospital administrator indicating that he or she
has reviewed the application and concurs in the statement and representations
contained therein. Note also that the hospital administrator should sign
all future correspondence, requests for amendment, renewal, etc.

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

4

Sincerely,
g e ai Si m i W

R, j, Ev(ntt

R. J. Everett, Chief
Nuclear Materials safety Section

Enclosures:
1. Regulatory Guide 10.8 (Rev.1), October 1980 h
2. 47 FR 54376
3. Form NRC-313M

cc w/o enclosures:
Yeterans Administration Central Office
Director, Nuclear Medicine

Service (115)
810 Vermont Avenue, N.W.
Washington, DC 20420

_________ _ _ _ _
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MEMORANDUM FOR: Ramon E. H_all, Chief
Radiological and $4feguards Programs Branch
Division of Radiation Safety and Safeguards, R IV

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

SUBJECT: VETERANS ADMIN!$TRATION NUCLEAR NETWORK

In accordance with a request from Region lY staff prompted by two pending
renewal applications, we asked the Nuclear Regulatory Comission's (NRC's)
Advisory Comittee on the Medical U$es of Isotopes
their views on the Veterans Administration's (VA*S)(nuclear medicine neworkACMUI) and consultants for
as it is operated at the VA Medical Center, Cheyenne, Wyoming (License No.
49-15495-01 Control No. 417504) and VA Medical Center, Grand Junction.
Colorado (License No. 05-08400-02, Control No. 416513); see Enclosure 1.

Some of the ACMut members and consultants have been slow in responding and we
have followed up with telephone calls and accepted some comments by telephone.
There are several members and consultants from whom we have not heard.

Enclosure 2 includes the coments we have received. From a review of these
coments, you will note that a 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. Several m mbers 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 (full-time-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 referrnng 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, if not all, of the training ano experience needed for
NRC lir. ensure. This member suggested that, if additional training or ex-

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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perience or both were needed, the physician could receive it at another
institution, either in the local community or at another VA hospital.

Many members recommended following the approach outlined in item 3 of
Enclosure 1. However, since Enclosure I was prepared in October 1985, there
have 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
physician-user to be immediately available by telephone and to be physically
present within one hour, these requirements have been deleted from the final
revision of 10 CFR Part 35 that was recently circulated for Headquarters' and
Regional Of fices' concurrence. The deletion was prompted by a desire to avoid
regulating the specific details of delivery of medical care.

Enclosure 3 is a 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
express our concern about their situation, to describe the general nature of
the coments we received from the ACMV1 members and our consultiints, and to
make some suggestions for change. Enclosure 4 is suggested draf t text for
letters to be sent to the licensees. If you deem it appropriate, you could
combine this text with other unresolved issues related to these two renewalapplications.

The enclosed responses from ACMV! members and consultants should be filed in
-

the official docket files on License Numbers 49-15495 01 and 05-08400-02.
Please note that, although the general nature of the comments may be disclosed
to the licensees, comments should not be attributed to any specific ACMul
member or consultant. If these 'vsponses are included with materials sent to
DCS, be sure to insert NRC Form 190B before the responses to identify them for
special handling so as to ensure that they are not available on publicly
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 at
FTS 427 4002 or Patricia Vacca at FTS 427-4112.

.

hgf '. f
and'y i'11er, Chief.

Materi 1 Licensing Branch ,

I' Division of Fuel Cycle and
Material Safety {

i

I

- _ _ - _ _ _ _ _ - - _ _ _ - _ _ n
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Enclosures
1. NRC memo dtd 10/4/85
2. ACMUI members' and consuitant's eomments
3. NRC memo w/ enclosures dtd 4/14/86*

4 Proposed draft letter

cc w/ Enclosures 1 and 4 onlyt
J. Glenn, R !
J. Potter, R !!
B. Mallett, R !!!
R. J. Everett, R IV
R. Thomas, R V
0. Nussbaumer. $P
N. McElroy, NMS$

.
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MEMORANDUM FOR: Members, Advisory Committee on the Medical Uses ;

of Isotopes

Dr. Peter Almond, Consultant

CAPT William Briner, USPHS (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

!| -

We would like to obtain your comments and recommendations on theI

continuation of the Veterans Administration's (VA's) " nuclear medicine i

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. |

i

( BACKGRDUND

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
152 beds, respectively. Their licenses are similar to other group medical !

licenses in many respects. However, these two licenses differ in that in both f;.

cases:

o 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 i

of 30 hours of training in basic radioisotope handling techniques used i

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; jI

o The staff of the VA, St. Louis visit each hospital several times a year
to conduct training and audits. It is 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. |

i

!
I

:

!
_
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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 (i.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 diagnostic procedures in which radiopharmaceu-
ticalsareadministered). 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 at VA, St. Louis approves each
proposed nuclear 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 is completed,
the results are transmitted electronically to VA, St. Louis, where the images
are interpreta by an authorized physician-user at VA. St. Louis and a 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 situation at these two VA hospitals, 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
clear that the hospital 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 cdequate supervision 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) if 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. If 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 hour. 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 addition to our concerns about the VA, Cheyenne and the VA, Grand Junction,
we are also concerned about the more generic aspects of this type of practice.
We understand that there are similar types of operations (called " teleradiology")
that cover diagnostic radiology, ultrasound CAT scans as well as nuclear

hospitals to participate In a "ny, should we permit licensees other than VA
medicine. To what extent if a

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 a minimum, has had training and experience as described in
Enclosure 13 or Enclosure 16 who resides and works in the consnunity in which the
hospital is located and who is usually physically present at the hospital. If

he is 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? If you believe the controls are
inadequate, what additional controls (other than having an authorized physician-
user on site) would be sufficient to permit continued participation in the
" nuclear medicine network"?

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

3. 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 approaches we should consider.

The following questions apply to other medical licensees.

4. 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 several hospitals, each

_ _ _ _ _ - _ - _ _ _ _ _ _ _ _ _ _ _ _
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of which ww: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 t be physically present at any of the hospitals on a daily or weekly
basis, but would conduct business via telephone, computer hook up, etc. The

Florida situation suggests the possibility for abute (e.g., economic consider-
ations leading to short cuts of " established procedures" for the physician to
approve each test, etc.). Although possibilities for abuse exist in the VA
situation, there are not the same economic factors in a government hospital
as there are in a private practice or private hospital Setting,

Do you believe any different considerations should apply to non.a.
governmental medical licensees vs governmental medical licensees who wish
to participate in " nuclear medicine network" operations? If so, what
additional considerations should apply?

4

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

3

5. If 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 physician-
user; an ostensibly "well-trained" technologist; close communication between,

j the physician-user and the technologist on each patient study; regularly-
scheduled visits of the physician-user and his staff with the staff at
the distant hospitals. Are all the points necessary for approval? If some
may be 'iitted, which may be omitted? If some should be added, describe
the additional points.

We would appreciate receiving your responses, comments and suggestions as soon as
possible but not later thaNOV 1 5 1985 . If you have any questions on this matter,
please contact Patricia Vacca of my staff at (301) 427-4112 or FTS 427-4112.

| f #
.

[MaterialLicensingBranchVandy L. Miller, Chief

Division of Fuel Cycle and
Material Safety

L
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Enclosures:
1. VA Cheyenne 1tr dtd 2/4/80 to NRC
2. VA Cheyenne 1tr dtd 2/29/80 to NRC
3. NRC ltr dtd 4/10 40 to VA Cheyenne
4. VA Cheyenne 1tr Jtd 4/28/80 to NRC
5. VA Cheyer.re 1tr dtd 8/26/81 to NRC
6. VA Cheyenne 1tr otd 5/7/84 to NRC
7. VA Grand Junction application
8. VA Grand Junction 1tr dtd 8/31/81 to NRC
9. NRC ltr dtd 5/20/82 to VA Grand Junction
10. Memo dtd 10/20/81 fm LBHigginbotham to

VLM111er
11. Notes on St. Louis VA's Nuclear Network

dtd 11/16/81
12. Memo dtd 11/18/81 fm YLMiller to

LBHigginbotham
13. Appendix A v Reg. Guide 10.8 (Rev. 1)
14. Proposed revision to 10 CFR Part 35
15. Current 10 CFR Part 35
16. 47 FR 54376

'
.

.
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X Medical cnd Regi:ne. 2300 Eest P;rshing Blvd.
Office Cent:r Cheyenne, \W 32M

'4;i.nD-

hg VeteransAdministration .g g 9~ ' ',% \\ ' ' '

[/,,, ,, , u,,*.,\YArebruary 4,1980 .t-. . .

United States Nuclear ? aguiad ry Coussission fi Washington, D.C. 20555
%, . . .. . ,,/

; TERU James J. Smith, M.D. (11$)
Director, Nuclear Medicine Service
Department of Medicine and Surgery
Veterans Administration Central Office
Washington, D.C. 20420

Mtisment
i We are writing to request amendment of our NRC medical by-product

material license number 49-15495-01, expiration date May 31, 1984.
The amendment should delete as user, Dr. Robert Nelson who has lef t

! this hospital.
\

p.

| Dr. Robert Donati vill replace Dr. Nelson as the responsible user
and medical supervisor of the laboratory. A copy of Dr. Donati's
ABNH credentials is enclosed.

Mr. Vincent Glueck will serve as Radiation Safety Officer for the
Nuclear Medicine Service at this Medical Center. A statament ofhis training and experience is enclosed.

Sinc erely,
g7 7' !}.-
, g ,,,, . . ,

rtB 81oD

Acting Center Dire NUCl,IAR MDIClNE !.... .

(t)$)

Enclosurest ABNM Credentials
Statement of training and experience

LNW SENTE OFF.OF
WJDCTX)N Att BNFORCEMENT [

7 m M e 'c- ,
'

FEB 0 8 te8O ,

n WES J. SW TE,# . D. (115)
,

M irector. A(d'ar H'11810' 80*Ti''
W

VA Central OffiC# O2/20
p sMuton, D.C. 20420

m me , ne. to: 442/11

g;d / 0272a.,.
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* cou NRC 313M.$UPPLEMENT A U.S. NUCLE AR REGULATORY COMMi$$10N
"'' *

I TRAINING AND EXPERIENCE
AUTHORIZED USF.R OR RADIATION SAFETY OFFICER

1. N VE or AuT* oRIZEo VsE R oR A AotATioN 5AFETY OFFICER 2. STATE QR TE ARIToRY iN
RAOIATION SAFETY OFFICER ,,",jy,[*g ,'/gyc3,T

* "#
EVincent M. Glueck

3 CE R TI FIC A TION
SPECIALTY a0ARD'

f'
CATEGORY MONTH AND YE AR CE RTIFIED

a CA

ARRT Nuclear Medicine $/78
NMTCB Nuclear Medicine $/73 _ _

4 TR AINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIOUES

_ TYPE AND LENGTH OF TRAINING

LECTUREi SUPERVISEDFIE LD OF TRAINING LOCATION AND D ATE $107 TR AINING LApoRAfoRY LABORATORYA a CouMSES E XPE RIENCE'

incursl IHourst

is t . Franc 15 Hospltal 6/77 6/78
.. m Aoi ATioN PMY$1C$ ANo Cape GIrerdeav. MO 50 45

iNSTauvE NT ATioN Cochran VA Medical Ctr $/78 ,t+ i nfe i.m i .

|S t . Francis Hospital 6/77 6/78
15jCapeGirardeau,M0e a Aoi Arios Pp TE:Ti:N

.Cochran VA Medical Ctr S/78'S t . touts. Mo i ts

c MAT *EV ATICS PE RTAiNiNG To
mE usE Aso vE AsuntvENT ,$ t . Francis Hospltal 6/77 6/73
:: = AoioA TIVITY CaDe G1rardeau, MO 2Q

St. Francis Hospital 6/77 6/78:i. Raci ATioN eiotocY i

iCace Girardeau MO 25
}

'S t . Francis Hospital 6/77 6/73
Cape Girardeau, M0 25

e m Asicew AnMAct.Ti:At
c Ev:stav Cochran VA Medical Ctr S/7S

$t. Louis, MO 16
i

5. EXPERIENCE WITH R ADI ATION. (Actualuse of Radioisotoces or Eavivaient Esperience)

ISOTOPE I MAxlMuM AMOUNT | WHERE EXPE RIENCE WAS CAlNED DuR ATION OF EXPERIENCE I TYPE OF USE

Groups 1 II, lit ht.FrancisHospital 6/77 - 6/78 TrainingCape Girardeau, M0

Marlon VA Medical Center
6/7S - 12/79 Cti"f"81

Ma r i on , IL Nuclear Med.

St. Louis VA Medical Ctr
S/78 TrainingSt. Louis, M0

$:
f. FORM Nac-313M supoiement A

r .pm 3* 's w Pnes __ --

~'
_ _ _ - _ _ _ - _ _ _ _ _ _
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* Medical and Cegh al 2360 Esst Pershing livd. '

Office Center Cheyenne, WY 82001. .

Y.4'W/ts
'

,

% Veter,ans E! d' !
Administrat,on

!i

., , e :::, n o , , , . . . . . , i. . . .

February 29, 1980 / I *.,

United States Nuclear Regulbory C ssion
' "'*Washington, D.C. 20555 .' \, / |

-

. . . . ,

TERU: James J. Smith, M.D. (115) '

Director, Nuclear Medicine Sarvice
:

Department of Medicine and Surgery |
Veterans Administration Central Office }
Washington, D.C. 20420 ,

Gentlement
i

!

In reply to your recent inquiry concerning physician coverage of
the Nuclear Medicine Laboratcry of the Cheyenne VA Medical Cantor,
please be advised that A. S. Aldrich, M.D. , Chief of Staf f, is the >

responsible physician f or that service. Dr. Aldrich is available
to advise on medical questions and handle medical emergencies that {
might arise in the laboratory. In his absence, L.G. Seidl, M.D., '

Chief, Medical Service will act in this capacity.

Dr. Robert Donati and the Nuclear Network staff are responsible for
the deca 11s of Nuclear Medicine procedures. All requests for patient

'

studies are reviewed and approved by hins or his designee taking into ;

account the medical problem and working diagnosis prior to scheduling >

the test. The specific procedure, radiophamaceutical, dose, route |
of administration and special instructions are specified. Any |

-

questions concerning the test or its interpretation are resolved by |
consultation with the referring physician. Radiation Saf ety audits
are conducted f our times annually by the Network staff. ;

We trust this information vill relieve your concern regarding the i

medical operation of our Nuclear Labcratory and we anticipate your
favorable action on our request for amendment. '

Sincerely,
,

.I,[[,/ \
~

i

cazov i
b7JOHN D. GRAVELEY ' '. -

Q W d [40f4/ Acting Center Director
'

A''g..,

y@. **p k.v ( MAR 1 3

[ ''JAES J. SWL7E, M. D. (118) i} T i p'[- hh -

-v
.j irector. Melear Medicine Sagviet'

.

d k . WSO iVA Contral Office -

Washingten D.C. 20420 |~

WR lliulCllG SLMICL. ._,

- . .%. . . . . .'M yp, y . f3 ~

gg , t. . . . . . . . . .. ,
,

e ;
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! 030-09199
'

(03207)
i.
I

!; Yetersns Administration Hospital '

' ATTl: Jonn D. 9.raveley
.

Acting Centar Director'
,

2560 East Pershing Soulevard
,

; Cheyenne, WY 82001
'

centlemen:,

This is in reference to your letter cated February 29.19J0, stating that A. S. I
Aldrien, M.D., Chief of Staff, or L. G. Seidi, M.D., Chief, l'edical Service, *

i

| will act as an onsite physician for your fluclear Medicine Service in the absene i
of P.obert M. Donati M.D. Since Dr. Donati d11 r.ot ce ehysically presnnt in i

your hospital during the perfomance of nuclear medicine crocedures, in order t |
approve Dr. Aldrien and Dr. Seid1 as onsite physicians, we need the folloning L

'

additional infor:*.ation:

1. Dr. Aldrich and Dr. Saidi should submit a complete description of their .!'

| training in basic radiological handling tecnniques as requested in item 4,!
Supplement A, foru liRC-313M. As a minimum, these physicisins should have ;

two nundred (200) hours of training, j

2. Verify that Dr. Robert Donati or otner physicians snecifically listed on'

your license will ce responsible for tne .;etails of the nuclear medicine ;

procedures as outlined in your February 29,1%0 letter, t
'

i.

! 3. Submit the name and training and experience of your nucicar ir.edicine ;
technicians who will 0;> crate your Nuclear Nedicine Department. '

.s'e will continue our review of your toplication upon receipt of this infor- i

natien. Please reply in duplicato and refer to Control ::o. 03207. !.

I

Sincerely, t

-
,

4

i
4

itichael A. Lomastra
Haterial Licensing 3rnnchi

-

'

Division of Fuol Cycle and ;

Natorial Scfoty t

Std. Br. Dist. [gJ !
Enclosure: Tom 11RC-313H-

I
.

; CRtSS m u a".:... Central Veterans Adminiktration Offi ce. . . g, ;.... ,. ,. m . m p ................ y ._ ................ ,_.................

: """"!'.T: .....g.pg.gg.a.k.g.gi.g.W.2:.0.........at=ur.u
..... ..... . 2c... = _..........................u.f./.m ........................................ |:

. .............. ................

w80
~ . . . _ , , . . . . . , . ........ ,~,..,~ ,~. .... ,,, ........

$
0
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K Veterans i
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O Administration
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April 28, 1960
. . . !; i C. I 1Mr. Michael A. Lamastra'... A i

Material Licensing tranch' H M I s> Dj '
i

\Division of Fuel Cycle and Material Safety %,''d / iUnited States Nuclear Regulatory Comission '*M
iWashington, D.C. 20555 !

Ic.nti.m.ni (
;

Reference your Control Number 03207 !
!

This lettet Is in response to your Inquiry regarding the NRC license
|number 49-15495-01 at the Cheyenne VA Medical Center. This response,

will clarify and delineate responsibilities In the operation of our j

Nuclear Medicine Service.
;'

! a. All decisions regarding details of Nb,: lear Medicine '

procedures Are made by Robert M. Donati, M.D., or his
| physician designes at the Nuclear Network facility at the |
'

St. Louis VA Medical Center. All requests for procedures
are communicated to St. Louis and explicit approval for :

the test is obtained from a quellfled Nuclear Medicine
I physician including radiopharmaceutical, dose, and any

necessary additional Instructions before the procedure ;
;

1s performed.
~

,

b. The Nuclear Medicine technologist, Mr. Vincent Glueck,
is responsible for all matters r41ative to radiation safety *

on a continuing routine basis, and functions as the RSO for
the facility. He assures compilance with all regulatory t

,

requirements and the personal safety of himself, patients and Iother individuals. A suntnary of his training and experience
{I s attached.,
'

I

Ors. Aldrich and Seldl have no responsibility for basic Ic.
radlologic handling, but serve as medical support for the

i

Nuclear Medicine Laboratory. They are available on an
iemergency 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. Louis hospital four times ,

annually. During these visits, records and procedures are ,

i

reviewed with respect to regulatory compilance as well as
!the quality of medical practice in Nuclear Medicine. Specific !

!
.

~ 1: 662/11 '
,

* t

.4 . . . . . . . . . _ _ - -- - --
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1USNRC,4/28/1$0 1

1

; educational programs are conducted for technical and profes-
{' sional staff relative to the proper and efficacious use of 1

nuclear procedures. |
*

t
e. We believe the procedures established to provide service :

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

i'' In many hospitals where expert advice end assistance are avall- '

able only on a part time basis. Quallflod physicians, physicists, !
, radiopharmacists, chemists, engineers, educational specialists,

|1 and technicians are available on a full-time basis to support i

all nuclear medicine activities at this hospital. :
!,

I f. If you feel that there is not sufficient administrative
|| continuity to permit continued separate specific licensing of
i

! this hospital, then we suggest that the Cheyenne VA be added !
! as an additional use site to the St. Louis VA troad Medical |i License. The precedent for this has been established at the ;

Jefferson Barracks, Marlon, and Poplar 81uff VA Medical Centers.
i

i This has proven to be a feasible and effective means of assuring !
i

'

the quality of Nuclear Medicine service as your compliance staff |
! will verify.

i

Thank you for your continued Interest in our program. .,

.1 i

2

JONN D'. RAVELEY
!g ' Acting Center Dlr

-

tor,

,

Attachment
,

I
| !
i ,

*

I
!
,

{
;

*

!

!
6

'

!,

i

'

2

s. '
p iY .- n.. ~ - - m._, .. - --

'
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esaw NRC41MSUPPLEMENT A U.S. NUCLE AR REGULATORY COMMi&410N

'

"*' TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

t. NAus op AufmoRitto ustR oR RAo6ATioN SAFETY OFFICER 2. $ TATE OR tRR T RY iN

AADIATION SAFETY OFFICER pm Actici us piciN

Vincent M. Glueck
3. CERTIFICATION

SP8CIALTY SoARD CATESoRY uoNTH AND YE AR ct RTIFIED
A e c

.

AkAT Nuclear Medicine 5/78

NMTCS Nuclear Medicine 5/79

4. TRAINING RECEIVED IN EASIC RADIOL 50 TOPE HANDL6NG TECHNIQUES

TYPE AND LENGTw oF TR AINING

A.tCTUR EI sVPE RVisto
Fit LO op TRAINING LOCATION AND o ATI ts) oF TRAINING LASomAToRY LAsomAToRY

A B CouRsts E XPERitNCE

IMyrst (Meural

St. Francis Hospital 6/77-6/78
50 45

e. R Aot ArioN PHYstCs ANo C8Pe GIrerdeeu, MO
issTRuuaNTATioN Cochran VA Medical Ctr 8/78 8u i m.t . un

,

St. Francis Hospital 6/77 6/78
15

m. RAoiATioN PRotscTioN Cape Girardeau, M0
Cochran VA Medical Ctr 8/78
St. Louin: Mo ig

* ' " * "" '
He use AEo"u'tAsvRs"$ $t. Francls Hosp!ta1 6/77-6/78'

oF RAotOACTIVITY C8Pe Girardeau, M0 20

ww

$.I ncl.4 Hospital 6/77-6/78s. RAoi ATioN StoLoGY Cape Girardeau, M0 25

St. Francis Hospital 6/77-6/78
25

Cek0 GtIIId0su' Moe. RaoioPwARuActuTiCAL
cHawisTRY Cochran VA Medical Ctr 8/78

'
-

-

IISt. Louis, M0
d'

5. EXPERIENCE WITH R ADI ATION. (Actualvar of Aedolaotopes or feuheArte taperiensel

isoToet uaximuu Amount wwsRe exPsRisNet was SAINs0 ouRATioN op EXPERIENCE TYPE of UBE

Groups t. Ii, Iti St. Francis Hospital 6/77 - 6/78 Training
Cape Girardeau, M0

Karton VA Medical Center C I I "I '* I6/78 - 12/79Karton, IL Nuclear Med.

St. Louis VA Medical Ctr 8/78 Training iSt. l.ouls, M0
1

"

PoRu NRc-mu sweeiemem A l

3 to w Pope 5

&
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'Y h *f .'.y Attodi:,cl ond R:gih 2300 East Pershing Blvd.
''

I .( '

Office Center Cheyenne, WY 82001

y Veterans M O&- Vf-/Cypr-/
Administration

August 26, 1981 / ,c i. .. ... %
United States Nuclear Regulatory Commission 3 IWashington, D. C. 20555 5 p/-

'%.,%d ,, e'/THRU James J. Smith, M.D. (115)
Director, Nuclear Medicine Service ,,

Department of Medicine and Surgery
Veterans Administration Central Office
Washington, D. C. 20420

.

Gentlemen

'

Reference our letter dated February 29, 1980. This is to inform you
E. W. Rideout M.D., Chief of Staff, is now the responsible physician
for our Nuclear Medicine Service. Dr. Rideout is available to advise
on medical questions and handle medical emergencies that might arise
in the Nuclear Medicine Laboramry. In his absence, L. G. Seidl M.D.,
Chief. Medical Service, vill act in this capacity.

Dr. Robert Donati and the Nuclear Network staff continue to be
.

responsible ior the details of Nuclear Medicine procedures as outlined
in the referenced letter.

Sincerely, }{C{y{)

4 ..'h A.UG2n1981
.

JOHN D. VELEY NM MICINE SWICE,

Center Director 015)

'

C !?I. MT
I :-L a.AsliW I s

~? v &"
3 g S 1%M

AMES J. TI, M. D. (115)
Directer uelear Medicine Sarries~~

7,, !S 3-

VA Central Office-

Washington, D.C. 20410

bY$
* , * , , , , , , ' . COPIES SENT TO OFF. OF

IN@W1503 AtB ENFORCEMENT
egq*

3 442/11
i ,

.
_ - - - _ - - - - - - - - - - -
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Medic Center St. Lou') M O Q125

.

i;
.

| Veterans
Administration

m m W **'s 657/115A-JC

May'7 1984
'84 MAY 16 :43

United States Nuclear Regulatory Commission
Washington, D.C. 20420

; ,

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

.

! Director. Nuclear Medicine Service (115)
) Veterans Administration Central office

1. We are writing to request the . iu, d a t of our medical radio-
: nuclide by-product material licena. # 49-15495-01 which expires
1 May 31, 1984. We have reviewed the terms, conditions and supporting,

information for the existing license and wish to have the licensei

renewed as-is with the following minor changes:,

.

a. The Capintec dose calibrator has been replaced with
a Radix of similar design. Quality control procedures
for accuracy. linearity, geometric efficenc,y and reproduc-
ability are performed as required.

b. Survey instruments are calibrated annually at the facility
in the St. Louis VANC . The military procedures for calibration
at Warren AFB do not meet the NRC requirements.,

c. Licensed material in Groups I. II and III and Kenon-133
will be 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. Dr. Fletcher's ABNM Certification is enclosed.

2. In all other res pect s the by-product materials program remains
the same. The Cheyenne Medical Center continues to participate
in the Nuclear Medicine Network based in St. Louis. St. Louis
staff visit the. facility at least four times annually for training,
safety inspection and participation in Radiation Safety Committee
meetings. The ALARA program is fully implemented and effective.

I 3. Your consideration of this renewal request is appreciated.
If further information is required you may contact me a 276-4359.

hh Y 'NCIS K.
Program Director Q -

Nuclear Medicine Network g ggf

/ Directer,
-

Vprz ( e 94 Centra n ttio.uclear tiedget"' **ma _-
j

.

Wash 14 ton D.C. gogg jg Q4
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U.S. NUCLE AR CEGULC. TORY COMM18810N
.

(*- *
APPLICATION FOR MATERIALS LICENSE - MEDICAL Ar+reves:

GAO ROSS,to c'e pl

|NSTRUCTLON5. comeen none o e e n or en a e, suw enes oren e en eassaeren re, ree.eu e o n,rewr
unice amm r. in m mar = esmewsoe en en ow=u.= ew ecee mee,n om e or sue ,e w,r.ne,y, nasee,enwe enen

ow onetoo,er as,,e
en>uenen n i Doeter ortne er Nacnee anene ee se err ew Serep n a V8 Norme eeevererr Commaven. noksnpses. D Cn

nsns veen enere e* ** me enelseren. ow eneseent e.it oenen a wer en luonu An kn: wrees gave e asee on aceere.e

erne en en ene svuore r:= e conmanen en Tno tc. Ceer of 900e101 Aervouem. Se=t M. end une Luvasor e eat.reet no Totn 10.
s

Ceee er Foower Aseser*=. Fors Pt. # ow M sw ew #ssow 8ee one. wen er Trew #0. Ceer et #eeve' Aervetnew. M 170 Thea,swo noe eenpur owne w oeene en tem N ew one eno oerne see encenen

t.a. NAME AND MAluNG ADDRESS OF APPVC ANT (enseawoon,
1.h STREET ADDREstitti AT WHICH R AD10ACTivt MATE RIA(Jern,erinic,physisen,etcJ INCLVDE ZIP CODE

WILL DE USEDIlf ordrent from LA/ INCLUDE ZIP CODE
Veterans Administration Medical Center
2121 North Avenue Same as 1.a s

Crand Junction Colorado 81501e

TtLLtHONE NO.i ARE A COD t 303> E 0731,

2. PERSON TO CONTACT REGARDING TH15 APPUCATION 3. THIS 15 AN APPUC ATION FOR: (Chet* epareenesere m>

S h AMEwouan To ucENu No
Robert E. Lindsey, Jr. NEW ucEwas
Medical Center Director k

,

Tt La>Hout wo.i ARs A cooti 30312.s.2 0731 '' " ' " ' * * ' " " * " " " " '

!

4. INDIVIDVAL USE R$ INeme sneersevels who erillwar er WiettY
.,'eanerrin su e res utse menner. Conenn secoemenes A ene o ( RADIATION SAFETY OFFICER 1R$0)(None ofpersen eeapsees\ r

ror emA ono>roove'.1 a ru eren neer err.ev. orerhe o,en ow,ve . .v. ee ee,e rue.
me orrenus ow usee.nn a en " . A.

.

"

James V, TietCher, M.D. Timothy A. Egan'.

6. A RADICACTIVE MATERIAL FOR MEDICAL USE
MAAtMUM.

MARK MAXIMUMITEM: PotsEssioNRADIDACTIVE MATERIAL , Rill,RE D Lluitt ADDITIONAL ITEME: ITEMS POSSES $iot
LttitDini yygLRE o g uiygex. go, mig,,yr;,,) '

x** ton rrunseuries

10 CFR 31.11 FOR IN VITRO STUDIES X 1 3Ci fp p'ghu^hf) fgg' "

10 CF R 3!.100, SCHEDULE A. GROUP i X AS NEEDE D' Pe40$PHORUS 32 AS SO(USLE PHOSPH ATE.

FOR TRE ATME NT OF POLYCYTHEMI A
VER A.LEUKEMI A AND SONE METASTASES10 CF R 35,100.SOMEDULE A, GROUP 11 X AS NEECED
PH0$PHORUS 32 AS COLLOIDAL CHROMIC
PHOSPH ATE FOR INTRACAVITARY TRE AT.10 CF R 35.100, SCHE DULE A, GR oVP lli

X 1000 nCi MENT OF MALIGN ANT EUUSIONS.
GOLD.1mi AS COLLotD F OR INTRA.

10 CF st 35.100,$CHEDULE A, GROUP ry
AS NEE DE D EFF SO 5

10 DINE.131 AS IODIDE FOR TME ATutNT10 CFR 35.100,SCHEDUM A. GROUP V
AS NE E DED OF THYROID CARCINOM A

XE NON.133 AS CAS OR G AS IN SALINE FOR
'

10 CFR |E.100, SCHEDULE A. GROUP VI
SLOOD FLOW STUDIES AND PULMONARY,

FUNetioN stuoit S
6.b, RADICACTIVE MATERIAL FOR USES NOT LISTED IN LTEM 6.s. rs .cae.nessue e.tmeiumeser

celibret on end re erents stoneeres era euthertree uneer Seceen .15.teld).10 CFM Pert 35, and NEED NOT DE LISTEDJ
v

CHE MIC A L

pgygNj/joRM MAXIMUM NgRELIMENT AND MASS NUMBER
OF FORM

None

ra m.n a
v .s u . I

%.L 7PORM NRC.313M
le=7e)

3 ... .

'g*.
. -- . - --

_ - - - - - - - - - - - - - - - - -
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INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

| For items 7 throsph 23, check the approgriett bon (es) and esbmit e ottelled eenwiption of all the roovested intormation Begin
) onh item on a separete sheet. identity the item number and the date of the opplicet.' 's the laws' right corner of enh pape, if
I

you indicate that en appendia to the mediest licersing pside will be followed, dj not esbmit the popes, but specify the f edionI numtier and sete of the referenced puide: Repstetory Guise 10.8 , R ev. Date: fiOV* I 1977

i
j
i

.

is. GENERAL FIULES FOR THE SAFE USE OF7. MEDICAL ISOTOPES COMMITTEE R ADICACTIVE MATERIAL /Cner Onele

) X Nemos and Speciotties Attached;and X
Aptendia O Rula Followed;or

i

X
Dutim u in Appendia 8;of Equivalent Rules Attached '

(Check Onel i
i

Ecubelent Dutim Attached 18. EMERGENCY PROCEDURES (Check Onel !

6. TRAINING AND EXPERIENCE y Appendia H Procedures Followed;or |
1 Supplemenn A & B Attooned ior E.aoh ineviewel user;
i and see attachment Eculveient Procedures Attached

y Supplement A Attached for R90, 17. AREA SURVEY PROCEDURES (Check Onel

J
l 9, INSTRUMENTATION (Check Onel X Appendla | Procedures Followed;or
i

y Appendia C Form Attached;or Eculvelent Procedures Attached t

; List by Name and Model Number 18. WASTE DISPOSAL (Checa Onel

j 10, CALIBR ATION OF INSTRUMENTS
X Appendix J Form Attached;or

Appen a O hoceeures Followoc for Survey
Eculveient Information Attached

j' Ecukelent Procedures Attenhed;end 19, THE R APE UTIC F RADIOPHARMA:;EUTICALS

I Appendix D houecures Fotnowed for Dose
! X Celltrator; or li/A Appendix K Prooscures Followed;or
\ (Check One)
j Eculveient Proemdures Attached Eculvelent Procedures Attehad

,

< -

11. FACILITIES AND EQUIPMENT 20. THER APEUTIC USE OF SEALED SOURCES
1

Description and Disprem Atteched g Detailed Information Attached;and 'y

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed;or
(Check One) '

X Deeription of Training Attached Eoulveient Procedures Attached

33' PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF
RADl0 ACTIVE MATERIAL II' RAbl0 ACTIVE G ASES le.g., Xenon - 133)

X Detailed Information Attached x Detailed Information Attached.

^
PROCEDURES FOR SAF ELY OPENING PACKAGES

22. RADIDACTIVE MATERIAL IN ANIMALS14. CONTAINING RADIOACTIVE MATERIALS
(Check one) };/A Detailed Information Attached

X Appendia F Prosedures Followed;or PROCEDURES AND PRECAUTIONS FOR USE OF
23' RADICACTIVE MATERIAL SPECIFIED IN ITEM 6.b

Equielent Prosedures Atteshed }q/A Detailed Information Atteohed

: Ftmu ovac 3taa

g
_ _ . _ __ _ - _ _ _.- ._- - - -
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oTHER tam = #rl

a. OTHER (3mee#rl
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'
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35. FOR PRIVATE PRACTICE APPLICANTS ONLY
s. HO$esT AL AGREE 6NG TO A00f >T P ATIENTS CONT AINING R ADIDACTivE M ATE RIAL

,

i N Aut De Mo6 PIT AL
h ATTACH A CoeY OF THE AGREEMENT LETTERg SiONED St' THE HOCPITAL ADMINISTRATOR.

M AILIN G ADDRES$

e. WHEN REQUESTING THER APY PROCEDURES.
Ci T V ATTACH A COPY OF R Act ATION SAFETY PREC AU.

|ETATE l ElP CODE TIONS TO EE TAKEN Afic LtET AV AIL ABLE
I

R A0l ATION DETECTION INST RUMENTS.

al. CERTIFICATE
(This inrm must be compirtod by aopilcont)

The applicant one ony ettiesel esecuttos thnt certifieste on behott et the epohoom hemoe in Iwm to sortify that th6 epolication es prope'ed in
conformity with Tette 10. Coe, et F toerol Repwistions. Forts 30 ene 36. ene that ett informeten sente6mee herein. inciveing eny suppiements
ensches herete, he true one obreert to the teet of out knowiespe ene beleef.

.

> >
.

R et AToripy ICTAL (schal6 s
e. UCENSE PEE REQUIRED Rober [Lindlev. 7 .Ihne 3etpen 170.31,10 CFM 1701

tt) N AME (Trae of Prmt)

Robert E. Lindlev. Jr.
(1) UCENSE FEE CATEGORY: (2) Tant

MedicalCenterfDfr}cM

4 (btal UCENat PEE ENCLDsED: 8

PORM NRC.313M 16 780
Pope 3
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j PRIVACY ACT STATEMENT |
1

Pursuont to 6 U.S C. $52e(s)(3), enacted into low by section 3 of the Privecy Act of 1974 (Public Lew 93 579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Commirsion on Form NRC.313M.

4

This information is memteined in a system of recores designated as NRC 3 and described et 40 Feoeral Register 45334 '

(October 1,1975).
|

1. AUTHORITY. Sections $1 and 181(b) of the Atomic Energy Act of 1954, si amended (42 U.S.C. 2111 and 2201(b)). I

2. PRINCIPAL PURPost($) The information is evolueted by the NRC staff pursuant to the criterla ut forth in 10 CFR i
Ports 30 38 to ottermine whether the application meets the reevirements of the Atomic Energy Act of 1954,es emended, ;
and the Commission's reputations, for the issuance of a radioactive materiallicorne or amendment thereof,,

; ;

| 3. ROUTINE U$ts The information may be vnd: (a) to provide records to $ tete health 6epartments for thelt 14 formation f
end use; and (b) to provice information to Fe6ervl, State, and local health officiell end other persons in the event of incl + |

'

pont or exposure, for their information, investipation, and protection of the public health and betety, The information '

: may also be disclosed to appropriate Federel, $ tate, and local spencies in the event that the information indicates a ;

j violation or potentiel violation of low end in the course of en enministrative or judicial proceeding, in sodition, this in-
j formation may be transferred to en appropriate Federal, State, or local agency to the extent relevant and necessary for

7

e NRC oecision or to en appropriate Feoeral apency to the extent relevent and necessary for that spency's decision about |
i you. A copy of the license issued will routinely be places in the NRC's Public Document Room,1717 H Street, N.W., i
i Weehington, D.C. |

i.

4. WHETHER DISCLOSURE l$ MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING I:

j INFORMATION Disclosure of the reovested information is voluntery, if the recuested information is not furnished, L
however, the application for radioactive material license, or amendment thersof, will not be processed.

'

6. $YSTEM MANAGER ($) AND ADDRES$ Director, Division of Fuel Cycle and Meterial $4fety Office of Nuclear Mete. (
rial Safety and Safeguards, U.S. Nuclear Reputatory Commission, Washington, D.C. 20555. j

,

;.

!'

!

I

.i

!
'

'

.

.

t

i
>

'

!

!

!

|

|
;

FORM NRC.313M ;

s.te) ,
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,
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some NRC113M SUPPLEMENT A U.$. NUOLE Ah ht GV.A1 DR V CCK.tMib5tD5
** TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATIOh! SAFETY OFFICER

1. NAWE op AUTr.ORIZED USER OR RAotATION $AFETY OFFICER 2. STATE OR TE RRITORY lh
WHICH LICE NSED TO
P"'CT'CE ME D'C'NETimothy Austin Egan

3 CE R TI F IC ATION.

SPECIALTY so ARD CATE GOR Y MONTH AND YE AR CIRTiflED
'A 8 C

The American Registry of I Radiography June 1974
Radiologic Technologists Nuclear Medicine Technology June 1975

fl104707
.

W

4. TRAINING RECEIVED IN BASIC RADICISOTOPE HANDLING TECHNIQUES
~

TYPE AND LENGTH OF TR4tNING
'

LECTUREt su'E tivisto '-

FIE LD OF TRAINING LOCATION AND D ATE ls) OF TR AINING LAsoRAToRY LAtoRAToRY l-
A COURSES E X PE RIE NOE

(Necs) IMaws)

''

. .. RAot ATioN Physics AND Grady Memorial Hospital- 4 yaars as''''

iNsTRUucNTATioN Atlanta, Georgia 1974-1975 350 hours dept. head ,
i

V,.
' '

m. R Ao AtioN PROTECTION Grady Memorial Hospital .4 years aG.

Atlanta, Georgia, 1974-1975 350 hours dept. head* *.

' '" "
THEU AND ME UREME Grady Hospital--Emory Univ. 4 years as
OF RAoiOACTivlTY Atlanta, Georgia, 1974-1975 400 hours dept. head

.

e. RAoiAtioN sloLOGY Emory University
* Atlanta, Georgia, 1974-1975 300 hours

~

. s

e. RAoioPHARuacturicAL Grady Memorial Hospital 4 years as '
'

cHe utsTRY Atlanta, Georgia, 1974-1975 ' '50'O hours dept. head

L EXPERIENCE 'WITH R AOL AT|ON. (Actualuse of Radioisonnes or Eouialent Esperience)

ISOTOPE MAxsMUM AMoWNY WHERE EXPERif Net WAS GAINED DUR AT1oN oF EXPERIEtuct TYPE OF uSE
I 131 500 uci- jGradyHosp.-EmoryUniv. 5 years Diagnostic

" I 131 300 MC1 glayton General Hespital 5 years Therapeutic<

Tc99m 1 curie 5 years Diagnostic"
:

In111 50 mci " 5 years , Diagnostic.

GA67 50 mci " 'S' years - Diagnostic'

,
.

1123 200 uCI " '
5 years Dhgnostic

YT 10 mci 5 years Diagnostic"
o

Y90 10 Mci Clayton General Hospital 1 year Therapeutic,

?
'

PORM NRc-suu so.m m A. .
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79

Item 7 - Medical Isotope Committee

Member Function Specialt!
Dorr H. Burns, M. D. Chairman Radiology
Ralph Pacini, E D. Member Internal MedAcine':'imothy A. Egan Membel' Radiation Saf ety/

Nuclekr TechnologyJames W. Tietcher, M. D. Member Nuclear MedicineRobert E. Lindsey, Jr. Member * Medical Center Director
* ex-of ficio
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79

Item 8 - Training and Experience

1. 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, II and III.

2. Supplement A is attached for Radiation Safety Officer.

.
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THE AMERICAM BOARD OF NUCLEAR MEDICINE
INCORPORATED 1971,

A CONJOINT BOARD ORGANIZED WITH TIfE SPONSORSillP OF THE AMERICAN BOARD OF |NTERNAL MEDICINE.
AMERICAN BOARD OF PATIf0 LOGY. AMERICAN DOARD OF RADIOLOGY AND THE SOCIETY OF NUCLEAR MEDICINE

IIEREBY CERTIFIES TilAT I

3ames $larren gleid er, fl.p.l

-

HAS MET THE REQUIREMENTS OF Tills BOARD AND IS
.

CERTIFIED AS QUALIFIED TO PRACTICE AS A SPECIALIST IN -

ALL ASPECTS OF CLINICAL AND LABORATORY
~

,

NUCLEAR MEDICINE

i'

INCLUDING BUT NOT LIMITED TO RADIOBIOASSAY. NUCLEAR IMAGING. /

IN VIVO MEASUREMENTS AND THERAPY WITH UNSEALED RADIONUCLIDES

f

; o -

4A44
| Q $T*EI's,r' -

b h hk. [ g;( 3,g.3
@Q

>
.

m,. ,,,,, - m.,.

':{i |ij;11, f--

O, .i
. . ,

. "ifopgp_st
.

nuueen m si mt MAY 5, isn,
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79
,

i
1

,

Item 9 INSTRUMENTATION
,

i

|

1. Survey meters i

a. Manufacturer's names Eberline Instruments

Manufacturer's model number: E-520, 177C Chamber
i

Number of instruments available: 1 |
;

L

Minimum range: O ar/hr to 0.2 ar/hr '

Maximum range: 0 mr/hr to 2000 ar/hr
i

. ,
,

| b. Laboratory monitor j
( Manufacturer's names Victoreen, Inc. f'

s

Manufacturer's model number: 808D Vamp '

Number of instruments available: 1

Ranges: 1 (logarithmie)
.|-

,

,

' Minimum range: 0.1 mr/hr to 100 mr/hr >

r

Maximum range: ar/hr to ar/hr
i
| +

,

2. Dose calibrator
'

Manufacturer's name Capintec -

Manufacturer's model number: CRC-30

Number of instruments available: 1

1
-

: .

k

s

, .

* '
c:

.*,
,

$. .. __ _ _ . - _ . _ - _ _ . . _ - - _ - - - . - - --- -

*
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e.
,

,

:

,

t

;

;

;3. Diagnostic instruments

Manufacturer's
Type of Instrument, Name Model No.,

t

Large Field Gamma Camera Picker Dyna camera 4/15 ,

Multi Sample Counter Picker #630087 Compac 120 i

i

Xenon Ventilation System Pulmonex i 130-500 :

(Atomic Products)

,

.

-

:

t4. Other: Physiologic Synchronizer
; Medical Data Systems Acquisition / Processing Computer

,

!

Gelman Chromatography System
; Vial and Syringe Shields

,

Centrifuges,

I

.

e

;

i

e

a

k

q e . . . ,,

,

/*'

...
..,

+d,'
%
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79 |

Item 10 - Calibration of Survey Instruments
.

|
-

.

.

.

Survey instruments and laboratory monitors will be returned to the ;

manufacturer annually for recalibration, adjustment and repair if '

necessary. Instruments are available through loan for interim
use. |

i

i.

'e

f

P

e

;.

t

t

. p

k

J

e

0

,

'

:
i ,e >

,

.
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GRAND ! UNCTION VA MEDICAL CENTER 8-1-79 ;

;

;

Iten 10 - CALIBRATION OF DOSE CALIBRATOR t

.

A. Sources Used for Linearity Test:

Check as appropriate:
,

X First elution from new Ho-99/Tc-99m generstor
;

or
}

other* (specify)

B. Sources Used for Instrument Accuracy and Constancy Tests:
,

i

Radionuclide** Activity Accuracy '

(mC1) >

57 Co 1.0 t5%

133 Ba 0.25 *5%

137 Cs 0.20 x5% ,

'

other
.

C. X The procedures described in Appendix D Section 2 'will be
used for calibration of the dose calibrator

,

or *

Equivalent procedure are attached.
I

*Hust be equivalent to the highest activity used.
i

**New England Nuclear, certified.

ri,f [7[lE)s .-
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79

Item 12 - Personnel Training

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 twoways:

1. Grand Junction staff members are detailed to St. Louis
for specialized training in particular areas of nuclear
medicine. This training includes participation in conferences i

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:

Radiooharmacy - product preparation and quality control
Radioimmunoassay - 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 Grand Junction f acility r.: 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 cases
discussed and consultation provided. In-service lectures are
given for nursing and para-medical personnel relative to
patients receiving radionuclides. Procedures for receipt of
radioactive 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,

1paragraph 12. This instruction is'given as part of
orientation for new employees and thereafter at least
annually during ... service training. j

|

'!?5)
-
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GRAND JUNCTION VA MEDICAL CENTER 8-1-79

Ites 13

Ordering Radioactive Material

.

1. All orders for radioactive material in the Medical Center are
originated in the Nuclear Medicine Service by persons familiar
with the terms, ennditions, and restrictions of the NRC license
relative to which radionuclidas may be ordered and possession
limits which are applicable. Supply Service which procecses
orders checks requisitions for authorized signatures.

Receipt of Radioactive Material

1. Regular Hours (8:00 a.m. - 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 thei

receiving area promptly, inspect and survey the package,
, driver and delivery vehicle as necessary. -

!

i 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. - 8:00 a.m.,' Saturdays,
Sundays and Holidays

a. Carriers are instructed to make delivury to the Security
Police Officer.

,b. The security officer on duty will carry out the'
procedures in la above.

i
c. Following routine delivery, the security officer will

'

immediately take the package to the Nuclear Medicine
Laboretory, place the package on the stretcher inside the lab
and lock the door. Packages will not be held in the security
office. !

3. These procedures are adopted by the Radioisotope Committee
and promulgated as Medical Center policy by memorandum from the l

Director's Office.
.

' . * 1
,

\ --



_ _ . _ _ . _ . _ . .- - - . - . -.

.
t

_.. .~, ''.

>."

' '
-

.
,

.

P

GP.AND JUNCTION VA MEDICAL CENTER 9-1-79 '

.

Iten 18 - WASTE DISPOSAL PROCEDURES '

,

1. Liquid Waste will be disposed of

By commercial waste disposal service (See also No. 4 below).

!

X In the sanitary sewer system in accordance with Section 20.303:
'

of 10 CFR Part 20
i

Other (specify): Held for decay as for solid wastes below
|

2. Mo-99/Tc-99m generators will bei
1

X Returned to the manufacturer for disposal
i

__ Held for decay until radiation levels are measured with a low-
level survey meter and with all shiel6tng removed, have reached

'

background levels. All radiation labels will be removed or,

obliterated and the generators disposed of as normal trash.
(Note: This method of disposal may not be practical for ,

generators containing long-lived radioactive contaminants)

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

Other (specify):
.

3. Other Solid Waste will be: ;

X 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 commercia.1 waste disposal service (See also
No. 4 below) s

Other (specify):

4. The commerical waste disposal service used will bes

(Name) (City, State)

NRC/ Agreement State License No.

*e3 ,
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GRAND JUNCTION VA MEDICAL CENTER 9-1-79

Item 21 - Use of Xenon-133 Gas

A. Quantities
.

1. Patient information
a. Number of studies per week - 4
b. Average activity per patient - 10 sci

:

2. Requested possession limit - 200 mC1

B. Use and Storate Areas

1. Xe-133 will be stored in shielded shipping containers in
the isotope storage area of the Nuclear Medicine Laboratory.
The storage location is a cava constructed with 2x4x8 inch
lead bricks. (See attached, diagram)

2. Ventilation in the Nuclear Medicine Laboratory for intake
and exhaust is shown in the attached diagram. There is no

'

recirculatiot, to the intake system. Positive exhaust of air
to the outside is.provided by 6.. uxhaust fan with capabilities
of moving greater than 200 cubic ft/ min.

3. Intake of air from the hospital distribution system is
less than the rate of exhaust. Therefore, the laboratory. will

,

be at a 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.1.
Patient studies are performed using the Pulmonex system (brochure
attached).- Yee system incorporates a shielded charcoal Xe trap
which will be monitored externally at least weekly. Procedur:e 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 i

monitored using the gamma camera.

)
:

f. .

s ,
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D. Emergency Procedures
|
.

In the event of a major leakage s window air concitioner I
operated in axhaurt, mode will supplement the continuous exhaust
system. The laboratory will be temporarily vacated. Depending on i

outside temperature, windows may be opened.

E. Air Concentra_tions.
,

1. Restrictou Areat !-

:

(Assume 20% leakage)

4 uCi x 4 pt. 4 x 104 uciActivity = 1 x 10 a

pt. wk. wk.

4 x 104 x 0.2Vol. = Activity x 0.2 =

permis. cone. 1 x 10-5

= 8.0 x 103 x 105 = 8.x 108 ml/wk

Required Vent. Rate = 8 x 108 ml/wk 3 3 x 105 '

39. = 12 cfm=
,

2400 min /wk min

The exhaust system provides for exhaust of air of up to 200 cfa.
I

.

2. Concentration in Non-Restricted Area
(exhaust to outside of building)

Leakage Activity = 4 x 104 uC1/wk x 0.2 = 8 x 103 uCi

Vol. = 200 ef/ min x 1 008 x 104 min /wk x 2 84 x 104 al/cf

= 5.72 x 1010 m2

Conc. = 8 x 103 uCi - 1.40 x 10-7 uti/mi
5.72 x 1010 ml

,

(permissible concentration 3 x 10-7 uC1/ml)

-:
''

%.
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F. Xenon Disposal

Xe-133 is absorbed on a 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 20% leakage factor used in the calculation
of needed ventilation (see E above) includes trap leakage.

(ii) The performance of the charcoal trap will be monitored
as follows:

a. 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 front of an
uncollimated gamma camera crystal to obtain the count
rate in that volume. .(cpm /ml)

A standard will be prepared by introducing a knownc.
quantity of Xe into anothet bag of e.lual volume. Count
rate for the standard will be deterrined cpa/uci/ml.

. .e

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

When the concentration exceeds 1 x 105 uCi/ml thee.

trap will be replaced.

f. This procedure will be carried out monthly.

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

i

1
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AUTOMATIC !

t

PULMONEX XEMON SYSTEM !:
J

i

!
AUTOMATIC

; - .. -- ;2 - . m Full-function xenon delivery~ ~ '
.

.

' * ~ ~
| system with built-in xenon.

_

; ' 'N % gas trap for rebreathing,3.

,| ~ g. C ' ' washout, perfusion and single'

| g ', breath studies on supine or.ses' ' -

.

' ' , , , , . . .
--

j
seated patients. - !) {~, .

"
,s. . ,.; .

| i ,. ' ,f q[,. . . " ' '

. . . .
'

[ .. ,. ; [' . * Complete easy-to-use system.''
1

! | * Motor-driven circulator for resistance.i'

j j. ; free patient breathing. 3

'

i * Automatically timed washout.'

, ,

i * Adjustable air flow control.
'

| ! * Accepts any commercial form of xenq,

' '

! * Rolls easily on large casters for i
,

; positioning 'of supine or seated patier I-

,

* Lead glass window permits observati" '
i

of patient breathing bag.' :- -

$ l * Fully shielded. |
'

'

,

:1 j. * Carbon dioxide and moisture traps js
.

'4 1 included.
'

'

~

!.| ') ' '
.

"' , j Simple to operate e safe to use-
_

'

i . . - ,

|1 -

1
1
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#,j.' M: dical Csnt:r 2121 North Avenue I
Grend Junction, CO 81M1 j

M Veterans
W Administration

|

August 31,lh81''' [#
' ''

!h f*

U.S. Nuclear Regulatory Commission 5 h 1.

4.,''d ,/Material Licensing Branch l
Division of Fuel Cycle and Material Safety a* '

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 November 1979, it
was stated that visits would be made by the St. Louis VAMC Nuclear Medicine
staff at six to eight week inte.rvals for the purpose of medical consultation,
supervision of laboratory management and audit of radiation safety practices
in this facility. We request that the visit frequency be ammended to re-
quire four visits pr year, ordinarily once each calendar quarter. We
believe that this :Nelule is justified by the experience at the other VA
facilities sepperted Ly the St. Louis staff, namely the Cheyenne, WY;
Amarillo, TX; PopM emf, M0 and Marion, IL VA Medical Centers, in all

instances. letailed ir.;pections and training conducted at that frequency
have been adequate to assure safe radiation practices. Funds for four visits
in FY 82 have been approved by the VA Central Office. Failure to meet the '

six to eight week commitment was cause for a citation following a recent
enforcement inspection.'

During the enforcement visit, the inspector 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 to 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 Fletcher nd the nuclear network staff are responsible for the
details of nuclear inedicine procedures. All requests for patient studies
are reviewed and approved by him or his designee taking into account the
medical proviem and working diagnosis prior to scheduling the test. The
specific procedure, radiopharmaceutical, dose, route of administration and
special instructions are specified and any questions 'concerning the test
or its interpretation are resolved by consultation with the referring _
physi cian. As described above, safety audits and training will be conducted
on-site four times annually.

/

hCI.?
m a.or m.mo: 575/00

.

DenA
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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, I
'

i

#[ f
W. P. FREER .!

!Medical Center Director
!,
!

)

!
.
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ALARA FROGRAM
'

(As low As Is Reasonably Achievable)
Vaterans Administration Medical Center

Grand Junction, Colorado

1. Manacenent Commitnent
.

The management of the Grand Junction VA Medical Center and its affiliated
institutions are committed to the policy of keeping individual and collectiveradiation exposures ALARA.
administrative and functional elements for radiation safety and promotes theThe management establishes and supports the necessary

,

concept of ALARA in these institutions.

An anns.? 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 andhave been implemented where reasonable.

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

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 all applicants
propesing to use ionizing radiation in the medical center to ensure that the
applicant takes appropriate neasures to maintain exposure ALARA.

cedures to ensure ALARA including the use of protective equipment. requires that the applicant has established and justified systematized pro-
This review

Officer and supports necessary assertion of this authority.The RSC delegates enforcement authority for ALARA to the Radiation Safety .
-

where actions and recommendations of the RSO are overruled or not supportedIn instances
the basis of this action will be documented.

for new authorizqtions and if necessary to develop or modify procedures to im-The committee will require all users to review current procedures when filingplement ALARA.
The committee reviews on a quarterly basis all instances of

occupational exposure exceeding established investigation levels and decides
-

if actinn is warranted.
.

-

The committee annually reviews and evaluates the ALARA efforts of the
radiation safety staff, authorized users, workers and the medical center canagement.

:
,

,

_ _ __ .. .
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5. Radiation Saf et Of f icer

The RSO will perform en ennual review of all operettonal elements of theAuARA program. A cuarterly review 15 conducted of occupational external eneInternal exposures erd
investigetes or requires ection where InvestigationLevel s are exceeded. Fecilit; survey records are revelwed quarterly toensure ALARA. Known Instances of deviation from good ALARA practices are

also investigated to deternine the cause and to require program changes..

The Radiation Safety stef f conducts an educational' program to Instructpersonnel
in the ALARA philosophy and to inform workers of the ALARA progremefforts.

The Red f ation Se ety Of fleer and staf f cooperates with all users and
workers to ensure develeptent of ALARA procedures and receives and evaluates
suggestions for improvement of ALARA prectices.

4 Authorized Users and 3cccDetiona t iv Exposed Workers

Preliminary to any epollection for new procedures using lenizingradiation users will consat t witn the RSO concerning ALARA practices for the
proposed use end develops end eveluates specific ALARA guidelines.

Authorized users are required to promote and explain' the ALARA conceptanr* ensure that supervise: worke s are trained in good rbdlation saf ety
practices and their relationship to work procedures and conditions.

All occupationally exposed workers ere required to report instances where
it is believed that good ALARA practices are not promoted and followed.
5.

Investicational Levels and Actions for External Excesure

MREM / Quarter
Level i Level II

A. Whole Body, head end trunk, 125 -375blood forming orgens, t ens
of eyes, gonacs

B. Hands, forearms, f eet and enkles 1875 5625
C. Skin of whole body 750 2250

j

.

e

e

l

e

C8904.
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The Radiation SAf ety staf f reviews records of personnel monitoring quarterly. ;

The following actions are taken at the stated investigation Levels. I

Exposure Action
;

A. Less than Level I None
,

t

B. Greater than Level | Report exposure to RSC; RSC will evaluate
Less than Level || the exposure conditions and record its

,

ection and recommendation

C. Greater than Level || RSO investigates and prepares a report
for the RSC minutes including the
exposure record, causes, actions i

taken and recommendations. . Cople s
of minutes are received by the
Med ical Center Director.

In situations where exposures need to exceed Investigational Level I or ll,
these may be re-established at a higher level by action of the cannittee

'
provided that all reasonable ALARA practices are enforcesd and the
justification for new levels is recorded by the committee.

*

J
(, j sDs '

'Wil||am P. Fr*eer l'
'

'

t%d ical Center Director
,

#4

9
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FCIL:WJW
030-17150 '

(OC904) |
'

Veterans Administration P@,s1 Center -

ATTN: . Mr. W. P. Freer
Director

i
2121 Horth Avenue >

Grand Junction, C0 81501 !

Gentlemen: |

|Enclosed is knendment No. 01. to License flo. C5-08400-02. We have
.

amended your license to include the ALARA program. The other requested |
,

conditions in ycur letter dated August 31, 1981 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,
,

*

i

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

Material Licensirg Branch
Division of Fuel Cycle and :

Haterial Safety

Enclosure: Amendment No. 01 '

i

i

DISTRIBUTION :
moriarty FCil r/f '

WJWalker FC Central File
NMSS r/f

'

-

FCML FCitL '

MMoriarty/ss WJWalker

5/ /82 5/ /f gp*
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# h. NUCLEAR REGULATORY COMMiss!ON SSINS: 6920
g WASHINGTON D. C. 205L5 TERA 0420,g.

(" g g ke

N.'...Y. OCT 2 01331

MEMORANDUM FOR: Vandy L. Miller, Chief Materials Licensing Branch, NMSS

FROM: Leo B. Higginbotham, Chief, Radiological Safety Branch, IE*

SUBJECT: SUPERVISION OF DIAGNOSTIC MEDICAL PROGRAMS

The enclosed memo from our Region IV Office points out a problem regarding ..

license conditions pertaining to supervision of diagnostic 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 under 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 Cheyenne
facility has also been extended to several other VA facilities as well. In
the Grand Junction case, apparently no such authorization had been sought 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 hor:ever, the ap)arent difference in agency r,tandards or restrictions
that would be used for tais aspect of regtriating medical programs.

1 ,

h A]e e,

,

iggM1 tham, Chiefeo .

Radiologica VSafety Branch, IE

Enclosure: As stated

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

( f
5/LcI /D

. \
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JUL 311991|

;

MEMORANDUM FOR: Al Gre11a, Chief. Fuel Cycle and Materials Safety Section.
Radiatior. Safety Branch IE

'FROM: R. J. Everett, Chief, Materials Radiation Protection Section
!

| SUBJECT: SUPERVISION 0F DIAGNOSTIC MEDICAL PROGRAMS

We inspected the Veterans Administration Medical Center at Grand Junction, Colorado,
| on July 6 and 9,1981. We found that the authorized user resides inl

St. Louis, Missouri. This physician prescribes radiopharmaceuticals, amount
of dose, route of administration and reviews results of tests by phone and by
mail. lie 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 being properly supervised. In our Enforcement Teleconference

on July 24, 1981, the licensee expressed dismay that we would question this
j 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 licens'ee documented his proposed method
of supervising use of licensed materials in a letter to Licensing, datedr

4 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 ird 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 i
similar to Cheyenne and Grand Junction.' Therefore, we need a clear NRC position i

as to what is acceptable with r.egard to use and supervision of diagnostic i
!

medical programs.

/b P
R. J. Everett, Chief f

liaterials Radiation Protection Section

Enclosure: As stated
?

|
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Mr. Nichael A. Lamastre ,
'

#Material Licensing tranch .
. '

Division of Fuel cycle and Material safety ' ;
.

United States Nucient Regulatory Commission
.
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| Reference your Control Number 03207.'
,

.

.. , ,
.

This letter Is In response to your Inquiry regarding the NRC license
- - . . . .

,

;-

' number 49-15435-01 at the Cheyenne VA Medical center. This response
.

will clarify and dellneate responsibilities in the operatic. of our
|

:

| Nuclear Medicine service.
. ,

, ,
"

*
.

,i All decisions regardlns detalls of Nuclear Mediclnai a.
procedures are made by Robert M. Donati, M.D., br his
physician designee at the Nuclear Network facillt) 6t the '

; ,

|

*P
st. Louis VA Medical Center. All requests for procedures;

|
are caemunicated to St. Louis and explicit approval for

! . . ( .. the test is obtalwed fran a quellfled Nuclear Medicine .

physiclan including redlopharmaceutical, doso, and any
I necessary additional Instructions before the procedure
| Is performed.|

b. The Nuclear Medicine technologist, Mr. Vincent clueck,' ,

la responsible for all matters relative to, radiation safety
on a continuing routine bests. and functions as the R50'for'

the facility. He assures compilance with all regulatory
.

requirements and the personal safety of himself, pattants and
-

other Individuals. A summary of his trJ11ng and eqertence ;

is attached. . ,
,

'

Drs. Aldrich and soldt have no responsibility for basicc.
radiologic handling, but serve as medical support for the'

Inuclear Hellclne Labqratory. They are available on an ' '

emergency basis In the efeat of, for example, an allergic [

reaction, cardiac of pulmonary arrest. :

d. Additlanal support for the laboratory is derived from
vlsits of specialists from the St. Louis hospital four times
annually. During these vtants, records and procedures are
reviewed with respect to regulatory compilance as well as
the quellty of medlcal, practice In Nuclear Medicine. Speelfts

.

oooo-on .
, ,

42/11 ,
.

.
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educatlanal programs are conducted for technleal and profes-
(-

-

. . . . slons) staff relatlve to the proper and efficacious use of .

, 'c' | -

. nuclear procedures. . ..
.*

..
'

'
. ..

..
' o.. We believe the procedures established to provide service.

- . #

to patlants et thls VA Medisal center through the St. Louis '

Network ensure a closer degree of supervision than that found
in many hospitals where esport advlee and assistance are avall-
able only en a part-time basis. Quellflod physicians, physicists,
redlophernectsts, chemlose. *asta=nes. educational smclalists,
and technlclans are available on a full-stam basis to support
all nuclear nedleine activities at this hospital. ,

'

f. If you feet that there is not sufficient odelnistrative ..

contlnulty to perintt continued separate speelf!c licensing of
this hospital, then we suggest that the Cheyenne VA be added
as an additlanal use alte to the St. Louis VA Broad Medical
License. The precedent for this has been established at the
Jefferson Barracks,' Marlon, and. Poplar Bluff VA Medical Centers.
This has proven to be a feasible and effective means of assuring
the quality of Nuclea'r Mediclna service as your compliance staff

w

will verify. .

.

I Tha$ you for your continued Interest'In our program.
'

/ JOHN D. GMVELEV
' '

.

Acting Conter 01 or. .

. . .

Attachment -
.

.
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U. S. NUCLEAR REGULATORY C0!e!ISSION 10 CFR 30.

* *

OFFICE OF INSPECTION AND ENFORCEMENT Liccnse Ctnditica.

.
re: supervision

INSPECTION AND EhTORCEMENT MANUAL Issue date: 10/1/79
SSINS: FFMSI 9320*

( 9123
6100

INTERIRETIVE GUID_E

SUBJECT: LICENSE CONDITION,"...Used by or Under the Supervision of...."

A. PURPOSE 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.

*
.

B. APPLICABILITY

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

. .

C. EXPLANATION

1. In' developing the following interpretation 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 circumst.ances. 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, personnel, 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.

a. An au'thorized user named on an NRC license is considered to.

be supervising the use of radioactive materials when he
directs personnel in the conduct of operations involving
the licensed material. This does not imply that the autho-
rized user must be p'esent at all times during the use of '

r

such materia'is.. However, the authorized user / supervisor is
resp'on'sible for assuring that personnel under his supervision

*
'

have been properly . trained and instructed. '. ,

'

b.. The autharized user / supervisor is therefore responsible for
the supervision of operations involving the use of |
radioactive j

'\'
1

|. . .
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elo CFR 30 -2-
'

License Condition
re: supervision
Iss e date: 10/1/79(

materials whether he is present or absent. k' hen absent, 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 adequacy of the
training of those personnel under the user's supervision.

C. 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 a 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
cannot 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. COORDINATION

( This guidance has the concurrence of ELD (Joanna Becker) N!!SS (Patricia
Vacca). .

'

E. REFERENCES
.

*

None
i

T. SUPERSESSION
!

'

i

None
G. CONTACT }I

.

TTt!SI contact; J. R. tietzger |
,

Leo B. liiggin vtham i

Assistant Director
Division of Fuel racility and
haterials Safety Inspection

Office of Inspection and Enforcement

,_l0 Q|
!

Date:

,

I

!:

;
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Notes on St. Louis VA's Nuclear Network ,.

As per November 5,1981 telephone conversation with Helen Malaskiewicz,
VA Central Office, St. Louis VA's " nuclear network" includes the following
facilities:

'

.

1. Amarillo, Texas VA.

2. Grand Junction, Colorade VA
3. Cheyenne, Wyoming VA
4. The facilities listed on St. Louis' license (i.e., Jefferson Barracks;

Marion IL; Poplar Bluff, MO)

I reviewed the licenses to determine what we understood from correspondence
with the licensee regarding how each program operated. The results are as
follows:

1. Amarillo VA

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

b. The physician-users, Drs. Kalus and Dr. Epley, are physically located
in Texas and, as far as we know, at the Amarillo facility,

c. Item 12 of the application received February 15, 1979 indicates that
St. Louis VA will provide training:

(1) Amarillo staff will be detailed to St. Louis for training.

(2) St. Louis staff (MD + technical or scientific person) to visit
,

Amarillo every 6-8 weeks to conduct in-service training (e.g., i
new medical procedures, radiation safety).

)
:

d. F. Herbig's June 28, 1979 letter indicates funding for training from
St. Louis is for FY 80 only,

e. CONCLUSIONS

(1) Loose connection with VA St. Louis; " nuclear network: might be
used primarily for consultahtion on " difficult" cases.

(2) Appears to be no different from any other medical license.

2. Grand Junction (Colorado) VA

a. Seems to be similar to Amarillo situation up to most recent
inspection and amendment request. q

i

|
|

9

jn.c. G //
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b. Application recei/ed November 23, 1979 lists Medical Center '

Director as person to contact.

c. Application lists Dr. James Fletcher as user.- No indication that
he is not physically locateo at Grand Junction. (However,heis
at St. Louis VA.)

d. Item 12 of application is similar to the Amarillo application.--
*

1.e., St. Louis VA do provide training to Grand Junction staff.

e. CONCLUSION: At this time no'different from any other medical license,

f. 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 request.

3. Cheyenne (Wyoming) VA
,

a. Up to Feb-March 1980 the license appeared to be normal medical license -

with Dr. Robert Nelson as authori:ed user.
b. By letter dated February 2,1980, licensee advised us that:

(1) Dr. Nelson had left hospital
'

,

(2) Dr. Donati who is certified by ABNM would be new user. :
?

i

(3) Vincent Glueck would be new Radiation Safety Officer. (Glueck
'

is " certified" technologist, had training at St. Louis VA and '

.

worked for lh years at Marion, IL. VA, an authorized place of
use on St. Louis VA's license.)

.

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

d. 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.

<

e. 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.

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

,

,

.

*
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g. Amendment 08 issued October 27, 1981 amended tie-down condition *

to add licensee's August 26, 1981 letter regarding change in
on-site physician.

.

4. St. Louis VA

Until 1974 the license authorized us('at the John Cochran Division,a.
915 North Grand Boulevard, St. Louis,

b. By letter dated April 5,1974 licensee asked that authorized
place of use be expanded to include Jefferson Barracks which
became a division of the St. Louis VA. Condition 10 was amended
on July 11, 1974 '

c. Licensee 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 authori:ed places 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.

.

d. Renewed license was issued July 3,1975 and authorized use at
Jefferson Barracks, Poplar Bluff and Marion facilities.

e. Most recent inspection (1979) igdentified items of non-compliance at
satellite facilities,

f. The more recent renewal application of December 23, 1980 and letter
of April 9,1981 do not indicate that activities at satellite facilities
are any different from those at a typical nuclear medicine facility. '

Renewed license was issued June 12, 1981.

:

1
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".EMORANDUM FOR: Leo D. Higginbotham, Chief
ibdiological Safety Branch '

Division of Safeguards & Radiological Safety, IE '

,

.

FRCH: Vandy L. Hiller. Chief
!!aterial Licensing Branch
Olvision of Fuel Cycle and Material Safety. !!. SS*

~

SCtk1ECT: Atm!ORIZED USERS' SUPERY!SION OF tEDICAL PROGRAMS

In accordance with my October 26,1981 telephone conversation with 14r. Grella
and other members of your staff, we agreed to answer your Cetober 20,1931
cenorandtse by considering two , questions:

The specific question rega'rding the Yeterans Administration's (VA)i.
1. '

* nuclear network * involving their facilities at St. Louis,14fssour
,

Cheyenne, Wyoming and Grand Junction. Colorado.

2. The general question of our Branch's understanding of the two authorized
user conditions (i.e., ' Licensed material shall be used by< * and1 ' Licensed material shall be used by, or under the supervision of, *)

,

as they are used in reedical licenses. Please note that our discussion of
the more general question should be viewed as an interim response. We
believe that the correct way to clarify !:RC's position on this, matter and ito notify licensees of Hi;C's position is to define the meaning' of these,

two license conditions in 10 CFR Part 35. Dr. Hilliani Walker. Leader of
the Task Force working on the revision of 10 CFR Part 35. intends to
include these definitions in the revised regulations.

,

Veterans Mainistratten's *ttuelear Network"

To detemine the extent of the VA's so-called anuclear network", we contacted
i the VA Central Office in Washington. D.C. We learned that the " nuclear
l network" includes the following VA facilities: icarillo. Texas; Grand Junction,
i Colorado; Cheyenne, Wyoming and those listed on the license issued to the
: St. Louis VA. We have found that as of !!ovember 10. 1931 only one'

specific license of limited scope (Cheyenne, Wyoming VA) differs from the
nomal nuclear medicine license.

k
~

-

i d. ( !
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In the case of the Cheyenne, WyominD YA license, we approved Dr. tonati tog
t. act as authorized user (even though he is located in St. Louis) with the under-

standing that the facility has a qualiflod on-site radiation safety officer
(Mr. Glueck) and that certain procedures will be followed. Condition 16. of
the itcense approves Mr. Glueck and requires that the licensee follow the
procedures set forth in his correspondence with us.

Wo 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, Wyoming VA will interact

-

with physicians at St. Louis VA. He recognize that this situation is different
from other nuclear medicine facilities; however, t;e believe that the license
contains sufficient comitments for proper inspection.

In the case of the VA hospital at Grand Junction. Colorado the existing liceEse
does not have Special provisiens similar to those contained in the license for
the VA at theyenne. We have an amendment request from the licensee at Grand
Junction that seeks to " clarify" the licensee's participation in the " nuclear
network". We have not acted on the licensee's request. As result of your
memorandum we are reexamining our position in this matter and plan to confer
with VA staff before proceeding. He will keep you informed of our decision
in this natter.

The license for the VA Ilospital at Amarillo seems to be similar to other
nuclear medicine licenses. We have no reason to believe that the authorizedphysicians are not physically located at the Amarillo facility. From flP.C's{ standpoint thero does not appear to be any need for Anarillo to be connected
to the " nuclear network". The connection may be for consultation on unusual
Cases.

The Type A License of Dread Scope for the VA !!ospital at St. Louis was renewed
in June 1981 based on an application dated December 23, 1930 and a letterdated April 9,1931.

From the information contained in these documents it
-

appears that the Jefferson Ostracks, Poplar Bluff (MO) and Marion (IL facilities |are additional places of use that are staffed with authorized users, p)aramedical;
personnel, etc. and that operate in the same manner as the main St. Louis-
facility (i.e., in the same canner as any other nuclear medicine licensee).

'

It should bc noted, though, that attachments to the licensee's 1975
correspondence did provide information pertaining to the " nuclear network"and precedures to be followed. The most recent inspection of this license
in 1979 revealed items of non-ccmpliance associated with the licensee's
activities at thess satellite facilities.

i

i
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General Discussion of Authorized User Conditions as Lsed en Wdical Licenses

A person named as an authorized user on an !!RC license is responsible for |

ensuring that radioac't'ive r.ateriaTs~are handled and used safely and in accor-
dance with IIRC regulations and the tems and conditions of the |lRC license. For |
activities involving human use of licensed caterial, the person must be a i

physician (see 10 CFR 35.3).

As stated in Enclosure 1 the Comission recognizes the uniqueness of the
'

r'edical licensee, specifies certain duties (see tha proposed 10 CFR 35.32(b)) 1

that the authorized physician-user r:ust either perfom himself or tray delegate 1

only to another physician and Itsts other activities (see the proposed 10 CFR 1
;3f. 32 (c)) thht the authori:ed physician-user may delegate to properly trained

paramedical personnel. lioto that, in the infomation preceding the proposed" ,

rule in Enclosure 1 the Comission states that it still considers the authorized :
physician-user to be the " user of radioisotopes" even though he may have i

delegated certain activities to paramedical personnel. We believe in the
continued validity of the position expretsed in Enclosure 1.

If we were to take the position that paramedical personnel should be considered
as authori:cd users (i.e., for those activities listed in the proposed 10 -

CFR 35.32 (c)), then we would have to review the training and experience of
these personnel. However, in the medical policy statement published in
February 1979 (Enclosure 3) the Comissior; decided not to becc=e involved
in determining the adequacy of training of paracedical personnel.

*A. " Licensed raterial shall be used by .

This condition is used on private practica licenses (i.e., those issued
pursuant to 10 CFR 35.12). The authorized physician-user has all of the
responsibilities of an authori cd user en any |!RC license. In addition,

'

in his special position es a physician he has the respcnsibilities listed
in the ;)roposed 10 CFR 35.02(b). Also, as indicated in Enclosure 1 he
rnay delegate certain activities to properly trained paramedical personnel.
(In Regulatory Guide 10.8 (Revision 1) and the draft teletherapy guide

i being prepared by H. Wangler, RES, we have used the word " directs" to -

describe how the authori:od user interacts with technologists or other
parr.:edical personnel.)

S. " Licensed material shall be used by. or under the supervision of. *

This condition is used primarily on institutional licenses (i.e.,
licenses issued pursuant to 10 CFR 35.11). As explained in Enclosure

1, this condition provides a meens whereby nonapproved physiciens
under the supervision of an authorized physician-user can obtain
training (primarily clinical training) that ray casble them to qualify
as autnorized users. ,

-

(
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Cn licenses with this condition, the authort:cd physician-user has all -

( of the duties and responsibilities outlined in A. above. In addition
he asy provide clinical training for nonapproved physicians and nay
delegate to then the ectivities listed in the proposed 10 CFR 35.32(B).

In gerieral, we believe that physicians working "under the supervision -

of* an authort.:ed physician-user should be physicians-in-training. 9However, for relatively short periods of time a physician nay work 1

"under the supervision of" an authorized user while the license is being.

amended to add his nme as an authorized user. We believe that any other _""
physicians involved with the use of radioactive raaterials should be added

-

to the license.

-

What constitutes direction of technologists and/or supervision of nonapproveE lphysicians?

We agree with yo;r Interpretive Guide that the wido variety of circu= stances
_

found in medical programs makes it impractical to define supervisien or
direction in tems of numerical times and distances, frequency of ttritten
or oral orders, perfomance of audits, etc. We also agree that inspectors
must excercise considerabic judgment in implementing guidelines on this M

a

matter. Soc.e factors that should be considered are as follows: --

1. The authcrize.1 physician-user has the same responsibilities as an
authorized user on a ncn-r.edical license, e.g. , ensuring that radio-

( active c.aterials are han.iled and used safely and in accordance with 'GC
regulations and terms of tha I:P.C license; ensuring that personnel such
as technologists and physician-trainees have appropriata training and
instruction.

2. The authcrized physician-user is expected to manaDe the tredical program.

authorized by the licensa, to set up the ilinical parreters to be used
by the nonapproved physicians he supervises with regard to patient selection,
dose selection, clinical interpretation and, at a minimum, to review m
closely the radiation safety procedures used by, and the diagnostic and/or
therapeutic procedures performed by, the supervised physician trainee.

3. One of the authorized physician-users should be present on tha licensee's
-

precises for on-going and reasonable periods of time. For example, it
is not acceptable for the physician-user simply to cene in alone at night
and read scans; he cust have more involvement with the program. y

4. If none of the authorized users is physically prasent on the precises *;
where radioactive naterials are used, then one of the user should be
available by telephone and should be able to gat to the licensec's
facility within a short time to handle any emergency.

,

.

.
. . . . . . ;____,
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( S. Authorized physician-users who are ill, on vacation, or otherwise unable
t to fulfill the responsibilities outlined in Itc;s 1 above and in the

proposed 10 CFR 35.32(b) should not be considered as supervising or
directing other personnel. The ' visiting physician" condition (Enclosure
2) has been added to institutional licenses to assist in these situations.Licensees who do not have this condition or whose proposed " visiting
physician" does not neet all of the require.m.ents specified in Enclosura
2 should have their licenses anended to add the new user (s).

6. We have recorcended to licensees that a physician (not necessarily one
oftheauthorizedusers)bereadilyeccessiblewhenradioisotopesare

This recomendation
administered (e.g.,totreatanaphylacticshock)(.g);seeEnclosure1.is in accordance with the proposed 10 CFR 35.32

He hope that these cos:nents will be helpful to you. He will keep you infomed
of our future decisions regarding the VA's " nuclear network" and expect that
one or nore 1E staff working with the Part 35 Rtvision Task Force will be
involved in clarifying these license conditions in the revised regulation.

Vandy L. Miller, Chief
I4aterial Licensing Branch
Division of Fuel Cycle and .

Material Safety

{ '

Enclosures:
1. 1973 Proposed Rule Change
2. " Visiting Physician * Condition
3. 1979 Medical Policy Statement

cc: John Cook
William J. Walker, Jr. Ph.D.
John Glenn, Ph.D.
Druce Fallett Ph.D. ,

DISTRIBUTION i
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llMSS r/f i

FCML r/f
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APPEN0lX A

ACCEPTABLE TRAINING AND EXPERIENCE FOR
MEDICAL. USES OF BYPRODUCT MATERI AL*

t. General Criteria a. Traming in huis radioisotope ( 200 hoursi"
handling techniques appheable

Any human use of byproduct enatenal(i.e., the internal
to the use of unsealed sources.'

o. external administration of byproduct matenal, or This training should consist of
the radiation therefror'i, to human bemss) must be lectures, laboratory sessions,
carried out by or under the supervision of a physician, discussion groups.or supervised
As defined in paragraph 35.3(b)of 10 CFR Part 35.a

exterience in a nuclear rnedicine
physseian means an individual licensed by a State or laboratory l i. e., on the9obterntory of the United States, the District of Columbia, trainiris in a formatiaod training
or the Commonwealth of Puerto Rico to dispense diugs program) in the tollowirt areasiin the practice of medicine.

(t) Radiation physics and (100 hours)Parag;aph 35.ll(d) of 10 CFR Part 35 provides that the instrumentation
Commission will approve a license application by an
institution for medical use of byproduct matenalif it (2) Radiation protection (30 hours)determines, among other things, that the physician
designated as the individual user is adequately trained (3) Mathematics pertaining to (20 hours)and experienced in (a) basic radioisotope handling

the usc and rnensurcmenttechniques and (b) the clinical management of of radioactivity
patients to whom radiopharmaceuticals have been
administered. Similar criteria are established in para- (4) Radiation biology (20 hours)graph 35.1 f a)(4) of 10 CFR Part 35 for the approvalof
licenses for medical use of radiopharmaceuticals by (5) Radiopharmaceutical chemistry (30 hours)
tndividual physicians. Outlined below are training andh, expenence criteria that the Commission, with the
assis:ance of its Advisory Committee on the Medical (The hours listed,next to each of the five subjects !

Uses of Isotopes ( ACMUI) has found acceptable for above are suggested values and should not be
interpreted as specific requirements.)physicians who use radiopharmaceuticals.

This training and experience must have been obtained F.xpenence with the types and quantities ofb.

byproduct material for which the application ise

within 15 year period preceding the date of the lice.tse
beir.g made, or equiv alent (500 hours). For author-

application or must be supplemented by continuing
ization for Group f!!(generators and reagent kits),education orexperience. Also, the originaltraining and
this expertence should include personal partisi-expenence should have been received in a formal resi,

dency program in an accredited medical Institution. Itation in fiw procedures to elute Tc 09m, including

Each physician's training and experience are examined testing of cluste, and five procedures to prepare
radiopharnuceuticals from Group 111 reagent kits.on a case by case basis, if a physician wishes to use radio-

pharmaceuticals but does not have the training and c. Supervised elinical training in an institutional
experience described, he may submit an application nuclear meJieine program (500 hours).The clini. I

*

listing his specific qualifications and these will be
reviewed by the Commission with the assistance of cat training should cover all appropriate types of

diagnostic procedures and shos.ld include:the ACMUI. ,
'

i(1)
2. Training for Routine Diagnostic Procedures (Groups

Supervised examination of sxittents to deter- ~'

'

1111) mine the suitability for radioisotope diag-
nosis and recommendation on dosage to be
prescribed.

To qualify as adequately trained to use or directly '

supervise the use of byproduct matenal listed in
' (2) Collaboration in calibration of the dose andGroups I,11, and/or tilin $35.100 of to CFR Part 35,

the setual administration of the dose to thea physician should have'
patie' t. in.:luding cateulation of the radia- !

tion Jose, related measurement, and plot- !

% (alter put>hcation or th64 guede) and wtil he putHished en a revison
' changes en thew reautrements are anticipated in the near ruture

ting data.
j..

io th64 putJ4. The huuri are in terras ur hours or clans lannestory.ne cahucal (entwntnte rather ihan semester huurt. 1

|

| 10.8 15 g /di
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(3) l'ollowup of patients when required. (I) Radiation physics and (23 hours)
instrumentation

14) Study and discussinn with preceptor of case
histories to establish most appropriate diag. (21 Radiation protection (25 hourst
nostic procedu res. hmitation, contraindica-
tion, et c (3) Mathematics pertaming (10 houtsi

to the use and rnessure-
* ment of radioactivity

Nnte A1

(4) Radiation biology (20 hours)
The requirements specified in Sections la, b.and c may
be satisfied concurrently in a 3 month traming program (These requirements are in lieu of, not in addition
IF all three areas are integrated into the program, to, those specified in Section 2a above.)

b. C:Imcal training in specific therapy procedures
Note B:

For Croup IV
For each physician named in item 4 of Form NRC 313M.
complete Supplements A (Training and Experience) (1) 1131 for treatment of hyperthyroidism
and B (Preceptor Statement) of Form NRC 313M. For and/or cardiac conditions t
each subject covered in basic training, state where the
training was obtained, the dates, total number of hours, Clinical experience in the diagnosis of
and type of training. Hours of training should be broken thyroid function and active participation
down into lecture or laboratory hours or on the job in the treatment of ten patients,
training (Om. OJT must have been obtained in a
formaliacd training prograrn. Be sure that individual (2) Soluble P 32 for treatment of polycythe-
hours of training can be traced to ,the institution mia vers, leukemia.and/or bone metastasest
where the training was received. Each hour of training
should be listed under only one subject category (i.e., Active participation in the treatment of
the most applicable subject category), three Patient.: with any combination of

these three conditions. Y

Alternatives .
{

(3) Colloida! P 32 forintracavitary treatment ; . . ' . . "Certification by(a)the American Board of Nuclear Med-
' |

.

icine, or (b) the American Board of Radiology in Diag- Active participation in the treatment of
nostic Radiology with Special Competence in Nuclear three patients.
Radiology will be accepted as evidence that a physician*

j
has had adequate training and ex perience to use Groups for Croup V ;I,11, and Ill. ',

'

(1) 1131 for treatment of thyroid carcinoma : i
3. Training for Specific Diagnostic Procedures '

Clinical expertence in diagnosis of thyroid
A physician who wishes to be authorized for only one function, personal participation in the treat- lor two specific diagnostic proceduresshould have train- nunt of ten patients with hyperthyroidism I
ing in basic radioisotope handling techniques and c!!ni- and/or cardiac dysfunction, and active par.
cal procedures commensurate with the procedures and ticipation in the treatment of three patients !
quantities of byproduct material being requested. Such with thyroid carcinoma.
requests will be examined on a case by case basis by
the Commission with the assistance of the ACMUI. (2) Colloidal Au 198 for intracavitary treat-

ment: 1
4 Training for Therapy Procedures involving Radio-

pharmaceuticals Active participation in the treatment of !

*

three patients. '

To qualify as adequately trained to use or directly
supervise the use of byproduct material listed in 5. Training for Therapy Procedures Involvina Sealed
Groups IV and/or V in 935.100 of 10 CFR Part 35, a Sources
physician should have:

{
To qualify as adequately trained to use or directly super-

'

a. Training in basic radioisotope (80 hourst vise the use of byproduct materiallistedin Group VIin
h.indling techniquesapplicabic g35.100 of 10 CFR Part 35, a physician should have '
to the use of unsealed sources '

for therapy procedures, includ- a. Training in basic radioisotop* (200 huurst
ing handling techniques applicat>le ,

10.8 16
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to the use of seaJed sources for above. Physicianscertified by the FFR or FRCR must
therapy procedures, snsisting also submit evidence of specialpation in radiotherapy,

'

ollectures, laboratory sessions, Evidence of previous approval by the NRC or an Agree-
discussion groups,or supervised ment State muy also be submitted in lieu of the infor-
experience in the following mation requested above. In this cane, the applicant
areast should specify the number of the NRClitense or submit

a copy of the Agreement State license on which the
(1) Radiation physics and (110 hours) applicant physician was specifically listed as an author-

instrumentation ited user.

(2) Radiation protection (40 hours)
6. Training for Physicians Wlahing to Une Sr.90 Ophthal-

*

(3) Mathematics pertaining (25 hours) mic Eye Applicators Only
*

to the use and measure-
ment of radioactivity To qualify as adequately trained to use or supervise

the use of an Sr 90 cyc applicator only, a physician
(4) Radiation biology (25 hours) should submit t

(The hours listed next to each of the four subjects a. Evidence of certification by the American Board
above are suggested values and should not be of Radiology in radiology or therapeutic radiol-
interpreted as specific requirements.) ogy,or

I b, Experience with the tres and quantities of radio- b. Evidence of t
active material for which the application is made,
or equivalent (500 hours). (|} Active practice m therapeutie radiology or

ophthalmology, and
c. Clinical training in Group VI procedures :

(2) Training in basis radio- 124 hourst
Active practice in therapeutic radiology with a isotope handling tech-
minirnum of 3 years experience of which at least niques. including

i1 year should have been spent in a formal training '

. program accredited by the Residency Review (a) Radiation physics and 16 hours)
) Committee of Radiology and the Liaison Com- ins.trumentation

mittee on Graduate Medical Education-
, (b) Radiation protection (6 hours)

As evidence of the foregoing training and experi.
ence, the applicant should complete Supple. (c) Mathematics pertain- (4 hours)ments A and B of Form NRC 313M. Supple- ing to the use and,

ment B should be completed and signed by each measurement of
preceptor physician under whom the applicant- radioactivity
physician gained experience or training.Submis-
sion ofletters of evaluation from esch preceptor- (d) Radiation biology (H hourst
physician on behalf of the applicant physician
should be included with the application. These This information may be submitted on {letters of evaluation should describe the scope Supplement A of Form NRC 313M. The j

'

and extent of the applicant physician's training hours listed next to each of the four sub-
|and experience and should include an appraisal jects are suggested minimum values and
iof the applicant physician's competency to use should not be interpreted as specific

Group VI sources independently for therapy requirements,
procedures.

(3) Evidence of active particitation in the treat-,

Note: ment of five patients (to be submitted on I,
<

Supplement B (l' receptor Statement) of
Evidence of certification by the American Board of Form NRC 313M). !

,

Radiology in Radiology or Therapeutic Radiology,
certification as a Bntish " Fellow of the Fsculty of " Active rutticirution"should inchide super.
Radiology" (FFR) or " Fellow of the Royal College of wised examirution of retients, sollaboration

| Radiology" (FRCR) or Canadian certification from und calculatione concermng the dose to be ;

the Royal College of Physicians and Surgeons (RCPS) used, administration of the dose to the !
in therapeutic radiology may be submitted in lieu of patient and followupand studyof patient i

the information requested in Sections 5a through c case histories. i
i

10.8 17

..
. . _. _.

.. - _ - _ _ _ _ _ _ - _ _ _ _____ _ _



- .

'
..

;
-

' ,

--
. - - -

_ _ _ -

July 5s, issa

50 FR 30516

8 -

.

,

|

I,
_ a_

y- Part IV -

,

"'

y- Nuclear Regulatory
-

'

Commission..

10 CPR Parts 30, 31, 32, 35 and 40 L

Medical Use of Byproduct Materlat;
,

!

Proposed' Rule '

. .

--

|_
1

. _ _ _ . , _ _. ._ . _ _ . . - .. . !-

. .. _ _ _ _ _ _ _ _ _ _



. . ___

.

;
.. .

. . . .- .

. ..
.. .

.

..

.#""%, _
UNITED STATES

'

i- $

NUCLEAR REGULATORY COMMISSIONi

\ . [. . . Offloe of Pubilo Affaire
Washinggon, D.C. 20555
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Tel. 301/492-7715 FOR IMMEDIATE RELEASE
(Friday, July 19,1985)

HRC PROPOSES TO $!MPLIFY MEDICAL LICENSING PROCEDURES

The Nuclear Regulatory Commiss'on is proposing to revise its regulationsi
to simplify and make more efficient the regulatory process for the medicaluses of radioisotopes. '

for the use of radioactive materials to diagnose and to treat patients.The NRC issues licenses to medical facilities and individual physicians
Specific licenses are issued for one or more of six groups of medical uses
or anized in ascending order of radiation hazard potential, each containing g .
re ated diagnostic or therapeutic procedures. A separate license is issued
for teletherapy units. Applicants for. specific licenses must submit a
substantial amount of infomation to show that all radiation safety
requirements will be met, including a description of the procedures used inmeeting the requirements.
three general areas: The Commission's radiation safety review covers

training and experience; and facilities and equipment. radiological-health and safety procedures; personnel

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.
the primary purpose of the proposed revision is to consolidate the require-Therefore,

one place, Part 35 of NRC regulations, which would serve to regulate theUnder the proposal, all requirements would be clarified and published in
ments.

day-to-day uses of medical radioisotopes.
both licensees and NRC staff a clearer basis for licensing, operation, andThe revised regulation would giveinspection activities.

A draft regulatory guide for medical programs has been prepared.
It

contains a model procedure acceptable to NRC for meeting each of the medicaluse requirements.
requirements or could prepare their own procedures. Licensees could use the model procedure for meeting the

If applicants submit their own radiation safety procedures, the NRC staff
will continue to review them to detemine whether they are adequate to meet the
requirements of the regulations. However, to permit licensees to make prompt
use of new safety methods and to adjust their radioisutope programs to meet.new
needs caused by changes in demand for patient care services or patient load,

. . . . _ _ . . . .. / - - - . . - - - - - ~ ~~ '
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licensees wou'lt be able to modify their procedures without NRC review provided
the regulations are met. Modifications would reouire approval of the ,

licensee's Radiation Safety Officer, and at a hospital, its Radiation
Safety Comittee.

.

Some types of program changes which would still require a formal NRC
review and licensa amendment include new physician user, new medical use, and
new location of use. ,

The proposed revision to Part 35 of NRC regulations is being published
for public coment in the Federal Register on July 19. 1985. Comments should ,

be submitted within 120 days (by November 18) to the Office cf the Secretary,
Nuclear Regulatory Comission, Washington, D. C. 20555, Attention:
Docketing and Service Branch. ,
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NUCt.8AM IISOUL.ATORY speessasestraov neeonesattom ,

COMMISSH>tt ph.isiciens. Rese licenses authontes'

g pyeduct Maeorialla Medicles certeln disenostic and therapeutic uses
-,

y

of raideoactne matenals.Use for Patient Core ,,

; 10 CFM parte 30,31,33,33, and 44
Radioactive meterials are used in NRC's Regulatory Program

,

'

(
drves in the field of nuclear medicine.

Pohey /tepartlica the Medeco/ Use ofModcol Use of Byproduct Memdal fno vn a re op a ace les in UE **#
diagnostic nuclear medicme, patients In a policy statement published inacesscvt Nuclear Regulatory

Commission.
receive these materials by inloction. 19:'s (44 FR 8:42), the NRC noted that it
inhalation, or oral administration. regulates the medical use of byproductPhysicians use radiation detection matenal as necessary to provide for the

.
iatteost Proposed rule. equipment to visuallae the distribution radiation safety of workers and the j

of a radioactive drug within the patient, general public, regulates the radiation (

tussenaam N Nuclear Regulatory Using this technology, it is possible to safety of patients where justified by theCommission (NRC)is proposing to locate tumors, assess orgen function, or nsk to patients, and minimtsee itsrevise its regulations to modi the
monitor the effecttvenees of a treatment. Intrusion into medical judamenteprocese forlicensing and reg ting the in theropounc nuclear medician, larger affecting pallents, and into other arens |

'

| medical use of red 6oective byproduct quanuties of radiopharmaceutteele ese tradit6onelly considered to be the
!i metertok De proposed revision would adminsterord to treet hyperessive practice of medicine.The NRC does iprimarily affect hospitals, c!1nics, and thyroid conditions and certain forms of have the authority to regulate theindividual physiciana, cancer. An estimated 16 to 30 million

By clarifying and consolidating all the nuclear medicine pa: % see medicial use of byproduct matonalio!

essential radiation safety requirements performed in this country annuaUy. protect the health and safety of patients.a
$

that are now contained in the Sealed radioactive sourses that b9t also recosmses that physicians have

regulations, license conditione produce high radiation fields am used in the pnmary responsibility for the
protection of their patients. NRCN 8M8 F N8888n#r Aregulatory guides, and staff positions *

the proposed regulselon provides a radioactive source in a teletheropF mgulations are predicated on the

single source of requirements related machine can be adjusted to direct a assumption that properly trained and |

specifically to medical use of byproduct radiation beam to the part of the adequately informed physicians wdl |

materials. The proposed regulation slao patient's body to be treated. As make decnolone in the best interest of |th #* tient**
provides flexibility for licensees to estimated 2 million teletherapy

tr,etments am performed annuedy by his revis6on retains NRC's currentupdate their day.to. day radiation safety NRC licensees. Smaller, less radioactive balance betwwn adequam controle andprocedures.N revis6cn of the
sealed sources are designed to be '''Id'"'' 'I ""d"' I"'''I'''"*' I"regulations would provide a more implanted directly into a tumor area or medical judgments. Too much regulation

emetent awthod for regulating the applied on the surface of an eres to be could result in poorer health care
medloal uses of byproduct material, treated. Mis procedure is known as delivery to Patienta,insvficient
gate: Comment period exphee brachytherapy. NRC licenseos perfarne ,"t
November 13. tees. Commente received approximately 10.000 brechytherapy or u of radiation.

at I ta nce a re t sources can sloo hnWem4 Mu
consideration cannot be given except as be used la machines that are used for
13 comments !!!ed on or befom this date. diagnwuc purpows. N sour" The current regulations in to Cf'R Part

provides a boasa of radiation thatle as.* Human Uses of Byproduct
a-- Sebmit wntten comments projected through the patient. A device Meterial." provide for general and
and sugestions to the Secretary of tne on the other side of the patient detests specific 14 censes for medical use.
Commise6on. U.S. Nuclear Regulatory the amount or opetial distribution of

*

N ' " '"III" "**I" 8"'" "II 33'3I8CoMi . Washington. DC 30855. radiation that gese through the potlant. methonese physicians to use small
Attention: Docketing and Service This ces provide infenestion about atitles of propeckaged. Individual
Sranch. tissues within the patient. Die le a of byproduct ensurials.

Copies of the preliminary regulatory relatively new development in the held icgyoump[y a non
cnalysis and the comments received . of medicine and the NRC has no ,
may be esamined at the Commission's estimate of the numberof thwe cop Ih a registration number ia
Public Document Room at 1717 H Street diagnostic procedures performed "' 'PPI "
NW Washington. DC. Single copies of annually, cal ti

, the preliminary regulatory analysis and State andFederalRegulctioncnvironmentalimpact assessment are need more byproduct malertal than can
sveilable from Normen L McElroy. Twenty.eeven states.known, as be permitted under the general license
Office of Nuclear Material Sefety an ' Agreement States, have assue ed program. A specific license. which
Safeguard. U.S. Nuclear Resulatory raponmbility fo- sting certain authorises a largerinventory of
Commission. Weehington DC||0SF , radioactive mr.teria within their byproduct material and a wider variety
Tdephone (301) 427-410s, respective botdere by agreement witle or unce mey tte issued for one or more

the NRC.(This kind of agreement is of six types of medical use, defined ascom puerfuen empoassavions com act: authortsed by the Atomic Energy Act.) Croups I-VI in the current i 38.100. EachNoeman I. McElroy. Office of f(,uclear They lesue licenses for the medical use group is comprised of a number ofMaterial Safety and Safeguards. U.S. of byproduct meterial. In non. diagnoetic or therapeutic procedurveNuclear Regulatory Commisalon. Agreement Statee, the NRC lesmee that have been grouped togetherW:ehington. DC 20648. Telephone: (301) licenses to medical institutions (mostfy because they require similar physician42*-4108. hospitals and clinics) and to individual training and radiation safety

. _ . . . . . .. .. - . . - - - .
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precaution for safe we. A separate features. case by.csse rev6ew of approved, the NRC issues a specificspecific hcense may also be issued for applications, on.stte inspections, and 1. cense that grants the authority foruse of a taletherapy unit. Applications penodic license renewalt. medical ne of byproduct malenalinfor a spectfic license are much more A major problem with the curent ;
detailed than a generallicense licensing program is that radiation accordance with the program described i

in the application. Requirements inapplication and actpily contain the protection requirements are not located
addition to those conteined in theoppheent's step.by etep redletion safety in one document Requirements are t

r,gulations are frequently incorporatedprocedures, which are reviewed and scattered in the regulations. inspection
in the license es conditions of use. Sincet.pproved individully by NRC.

and Enforcement (IE) orders that modify the licewee must comply with
.

The NRC has issued 350 general a license or group of licensea, and in
licenses, and in 1983 received seventeen conditions attached to individual condiuone specified in the license, the
new applications. NRC currently has licenses. Suggestions for good practice licope, rether than the regulations, is
tbout 280D specific medicallicensees are contained in NRC resulatory frequently used to regulate redletion '

and technical reports (Nt1 REG's).guideosafety in the day.towsey use of12300 hospitals and 300 physicians in
Forpnvate practice). In 1983, the NRC example. Regulatory Culde 10.g. "Culde byproduct material.

received 143 new applications for for the Preparation of Applications for ne aP'*Ific lim la vdid tw h especific l6 censes. 347 license renewel Medical Programa." and NUREG-03sf. [, am. W heense must be amnded
.<

;
applications, and Ly72 Itoanse "Pnncipler and Practices for Keeping fem meeds of m or procedums

.

I' amendment requests for a total of 2. net Occupational Radieuon Esposure at may be added or chansmL or beim
;
,

licensina action. MedicalInsututions As Low As pennining additical physicians to m} To help 16censees design their Reasonably Achievable." contain many mawriale. Aha la e speelf6c
,

I I rad 6tuon safety p ma. the NRC has recommendations that the NRC believes license involw an applicauon. review. ;
! I published many NU reports and are important for the safe use of and approval process similar to that for
,

requ! story guidas that contain radieuon byproduct material. The rqvtsion of Port new licenses. Renewals are treated insa.ety guidance. Wu publications 35 incorporetes those recommendations, the same manner as new license|
,

address three general areas: radiological and also corrects the piecemeal fashion appliceboos.
health and safety, personnel training in which the regulations have been This regulatory process wasand experience, and facihtles and amended over the i

equipment. Experience has shown that if specific problems. years to address appropriate during the evolution of the
| licenees follow the suidance in the When preparing a specific liconee Radiation safety problems wm not well

use of byproduct materialin snedleine, ,

t
: publicottons, the medical use of application for review under the current

defined, regulatory requirements had notbyproduct material generally poses no licensing program, the applicant must
hazard to workere and the public, include sufficient information to secure caught up with developing technology,

Problems with Currenthectice MC mmwm b hproduct maw hysiolan training curnoute had not

will be used safely. Applicanta include, n established, and thm wm no
The Generof License. The generel as an integral part of the application formal training programs for nuclear

license program is based on the fact that package, copies of their proposed step-medicine technologists.Therefore.it *

the quanuties and forms of meterial that
are authonsed by a generellicense by etop radiation safety procedures. In was noosesary to regulate by reviewing

sent a very low health risk.The NRC many cases, the procedures are edited each individual radiation safety program

lieves it is no longer efficient to (asue versions of procedures described in to ensure that the applicant had

medical generallicenses.The testa Regulatory Cu6de 10.8. adequate personnel, facilities, and
'9"I ""I'\Wn hRC receives the application. a P

authortsed under l 35.31 heve been licensing reviewer evaluates the
Proposed Revimos af the Regulatorysupernded by newer procedures with applicant's training and exponence. Programgreater diagnoeuc accuracy.These

fac hty, equipment. and radiation safetydevelopments have been reflected by a proedures in detail. lf the application la Omie**
'

significant decrease in apphcauona for
generallicenses. As noted above. found to be h yh e or taadequate, a

. NRC lat' ends to modify its regusation
t

although NRC has on file 680 in. vivo
" deficiency letter"is sent to the ,

applicant explaining what additional of the medical use of byproduct,

general licensee under i 38.31. only- Information is moeded. Review of the material.De Comadesion pleas to
i

seventeen now applications were applicadon is not resumed until a revin to mgaleden 2 provide a sinple
, received by NRC in 1983.

wntten reopense Irora the appliesst has sourw of requissants specifically
| To determine the status of general been recalved. Staff studies indioete that related to medleal use of byproduct '

license use, the staff performed a
i teleplee survey of to percent of the about 40 percent of all applienata materials, and within the boundaries set
I receive either a deflaiency letter or a by he reguladons.aHow medm. al'

I curnnt registrants.no survey resulta phone cau for addit 6enal infonmation. Hcenews a modify heir radiation

indicated that less than 9[use materialThe need for danciency lettere stems saMy posesses, faciHusa,andtcent of all
the cunent registrants stl

from two sources. Guidance as what is equipo eat so they can snake proespt use
urider a generallicense: many are now needed to get a license is unclear and of new aaky methods and also mut
using byproduct matenal under a scattered la verloos documenta. new nuds caused by changee in

,

specific license. Because of the low level Applicadon review pracdos must be demand for various pauhat care servicesof use of the generallicense the NRC conurveuve because the application or in pa, lent load. De proposed revisions

hos concluded that it no longer serves a and license comprise the basis for of to CFR Part as is consisteal with theuseful role in licensing the medical use regulatory control. Deficiency letters are Cw.nussion's general policy on medical
>

of hyproduct material. costly for the NRC and the applicant use of byproduct matenalinaued| NSpecificL/ cense.Because of the and greatly increase the time aseded to February e.1ert (44 PR st42). It statespotentiel radiation hasa.rd to workera complete licensing acdons. "NRC will continue to regulate the
e

and the public, the specific license When the appucation, including any medical unas of radioisotopes, as
program incorporetse three regulatory additional submitted laformauon, la neccesary, to provide for the radiation

.

.
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ufety of weekwe and the general
reduces the amount of une NRC mut Officm. but would be a newpublic."
opend rev ewtag procedwes.) De

Codsficosion of Aegu/remente la the opphoast mails the sempleted
.

requirement for quehfied teletherapy
, , .

Ap/et/me ePPileetion. with appuestos foe, to the calibrouon emporte, whose credentale

NkC proposee to simplify regulation NRC offlee identdled os the foria.
are curmatly mytowed by the bcensee. ;

'

N NRC staff wiu sentinue to review m etaff wul review thue Lullviduals' i

of mdecal mamse by incorporeung au the oppueston to determine whether the trotning and expertence agelaat the** dical uw mquimmente le 10 CyR Part
38.Nw mguladone would become the osat's radiance safety proyen le standards in the regulation befona

Primay means of mgulaung the medical to meet the regarement authoriains them to work under theo

use of byproduct metakt Conwel the reguleuona. AAer completing .e oflicense. (Also consionant wth survente

**I'W '*luiremente for workw review,if the appuoent's propam practice, any Ladividual who does not

lastmodon. wwkw esfey. appears incomplete or inadeguale. NRC meet the standards may eek for as

nonoompilanos reporte, sad entwtale wdllease e deAoiemey letter est nemption from the trotning and

exponence mquir.ements, no NRC stafflicene that are le Parts 18. 30. St. and dueths &e apparent abermoennes in
mu revkw he h v6dW's ukhs ad

.

30 wm so continue w apply to Port 38 the applicant's proyen and requests
noenews. N mmt uomme olartAcetion or sorrecusa. If the uponence wth he aestatenee of lie

loation process wtu be appucent's toepenas to the defleianoF Admory Consettee on the hoedoel Use
geppucant prepares e completeo'* letter le sedainstory (or if no deAoiseeF Miemopw. and may leeue em

,

NRC-813.he form asks for the kn w wee ne d ed),to hasa m w W W maphe u a uman esee6W
leend. Eq/stusmeet.

melling address of appl t Lleensen wd be tw W modify limi'

ftornal Mdm and appmal proons'wm anw oomduomas a mquimd
Under thle regulatory scheme, aloostion of use: a who ena be

licensee wul be atted for fauwe to meetsentested about tism what
.

'** * the requiremente of the reguladone or
A[er*** nu woul'dmetenale .are r.eques

,

.is .see. me oei.use,th.e pwpose (la
'

lleense condition ( hi h lg

us av.e. au or.s w c wou d list ,for
s tre ing

e - ,i w . ere.ioce oau e et co of . se.ortow usere = m a -aad e d-6a-a
m.d R.adletion Safety Offleert the worker or w m . a e a use,

,,[, tu o,[f[e,[ th,e
an

*"8'd UP' Ia o. eafe,y g -
a'"veniory usoie."aw""o.e,''e."I **d .edan "*' ' .ep.efootlities and equipment the radiation o ,,o,, (,,,,,g, ,g ,f,,,,_ limitettone), fauwe to beve on hand the

.
oefety program: and weste management. ,

Liceneses would not fees engsdicant Die wW ausw seek useam W mah wrttien procedwee aveutrod by the
new segulatory burdens beesuse,la m a m enfmy m eode W reguladone, failwe to follow the

would autorme me.re eim .eu s.'|im.,r,*.o*e"w':Te||||||*"mona.meat"m' noJ"ed|&y''d||"="ou," precedwee se hand,isdure to have abs'",
;ff,,=,g,6r,*|,,soods,e,(eman,ie,g,,g*-

a.r . ,eeed e- - I- ,ami - e-<e- - ,,

cal g patteet load. A list of radiaties safety en
teriale for ed toples that should be considerW when (netrument that doesn't met

,

by se ppends tery no su ; inseament
nie would elephry Laspections for NRC Guide to.a. De right to medfy enough time to respoed. or maklag
boomuse tospostors would only need to me dom not sehen to licensee mubstandeW ammphas la
be femular wth one est d adoes the re

agulaeone.quirement to comply with thecal.culatione). Use of material een be
,

rath.er.them a diffe.ren,t set o,f censew.mid n .His agule.mry soimm su onsed eit- W uomo or Wrmeon,o u ,s a.oa es e,,son oor,. rete e_t a wo*=g -d- e --i- m
procedures et each faenity* F*learement that Hesseems use without authertsence would be e
IJoense Ammidesdiesleeuenos and bypredmet sentarial in aseseglanos with violenes of the segulations and the Aet, +
AmharityandAsepenes6il#r en statemente made in the appliendon, which wedd sublest the user to engie y,,,,,,g ,,

New mielene of Regulatory Guide whiah gives mere ,,gue,y ,,,y , enforeement aseen.
.r - - ;-

-

to.a " Guide for he preparetten of emeersty, and semesmitant A ,g
eene sernessent propeas,"

Drek Regulatory Guide 'tw cas.4, bety, to me insamese, apeweats As mentioned ebeve, under tem
la se pousy that has guided eurent tory scheme, the licensee

a
" Guide ter the properosen of Lice NRCe negolaties of modosilleoneses le req to headle material onestlyla heedical Teleterapy proyame,"nseswe

for sevuel years.N NRC partlaularly assording to the radiation safetyesotein lastruseene se the type and lavtees - e
esteet ofleformenom that must be so whether tido abange procedwee submitted with the
embautted bened on what tryproduct

la appropriate et tide thee, and whether appilostion.The NRC bequently
materiale the appuaant has requested, or not it wul benant 16eensese, workers, receives requests forperadesion toand the publia,

.ney wW aim sommie model[m o-m proposed ugulatione mquim imodify day t Mier radiation selety
that the e t osa see to evelop opeams trainlag and expertones foe the pmoed-ee. noseuse om seguletions wW
at preendorse.

use of material ta eseh use
now contain su!Befest prescripuvo and

with surrent process, app (Consistaat perfonnenes artteria on which to beneitomate will proposed autherteed user yeasiene

certify that they wd! fouow the model and qualtfled teletherapy caubration enforeement sotions, the NRC wouldalternatively be eBowed to simply

preendwo developed by NRC eteKwt&
experte (identified ta current part 38 as allow a lleenees to change its radiation

pubdo seament and pubushed la e quali8ed experts) will have to embedt safety procedures without prepartas a
1

regulatory guide to meet a certata . summertes of their traintag and formal amendment request, paying en
enwndment fee, and awaiting NRC

requirement. nie mothed signisonady expertense.This te omready required for approval. This would sof relieve the
autherteed usare and Radiation safety licenm fross the regulatory regulroment

,

.

i, , _ . - . , _ . . . . . - - - - -
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to comply with the tepuleuone la Port al licensees who want to use the new continue to review wer tranalog and
! of to other parts of 10 Q1t Chapter L matenal wdl have le subaut a request expenence. The NRC wdl review site.

Four types of proprea changes will for amendment wiuch includes e specmc radiadon safety procedures for', still require formal ueense amendmente: proposed peacedure that wdl be completenees and adequacy and nuue
. (1) New users. The NRC wdl review reviewed by NRC let osapleteases and deficiency lettere il necessary, but wdl'

the training and emperlooes of each
odequesy,losesion of usa Two types ofallow licensees to change proceduresproposed authonsed user. Rad 66use (4)New that were subenitted la support of the

Safety Ofhoer, and quahned teleeerapy amendment may be needed. appbeenen after conduoung an internal;

cahbretion empert se described above (e) A request to leave one locaues of redieuos safety review of sech change
before hauas the indiv6 dual on e beenee. use and besla werWas la e new However, the naht to change procedures,

(2)New type of use. A Deensee's locanon, for saample when moving a does not rouevo the ucensee from therequest to add a type of use (for pnvote procues to a new alBee er when requiremaet to comply wie es
example, adding redlophanneceuueal moving into e new bespila! buCdias, wG regulations. Ammadment requests wultherapy to a license that authortese have to be supported by a complete new genere!!y be reviewed just as new
radiopharmosenticale for tanaging) to en oppheation appuesumes are reviewed, but by mayesteting license wdl be headled as a (b) Some reanive packages, incorporete by referesse the original l'
new appliestion. The authoneed user's prepare radiopharmaceuticale, and appucation and any previoustraining and wulbe

packase waste at a sentral facility,l atbut amendmaata.
, reviewed for usey w6th respect to actually use the bygeoduct malana
1 the new of use, and . - M that estelhte losesions, nas adsht be a Nesse
; must be e tied la espport of the mobile suelear mediolas eeryla that*

; request wiu be stylewed for providee diagnostic serviese et clients' y,,g g,
completeness and adequacy with faciuties such as eHnios, small hospitale, in propenne the proposed revision ofi

: respect to the new type of use before the or nursing homes, er it maybe a licensee Part as, one geel was to temove )1 emendraent le luued, that has a principal faculty and outlytag langeage that might be misinterpreted.
(3)New asedhedof use. Two cliales. !! the licensee has bees The loupwing wenis used in the revision

developmente may occur but only one approved to oiler service ht esteulte may require olanAcetion.
type of Heense amendraent wiu be locatione, a request to add another 1. Usensom The person (individual. '

needed. estellite locados wGl only have to partnership, corporeden, or agency) I
(e)!! e new radioactive material identify the new loestice. (Due to the listed on the licones se the "Doensee"le

.
I,

becomes avellable, and the radiation training spees, and equipesent toeponsible for comphance with
selety precedures needed for its safe use commitments needed for safety during regulanone and boense condidoce. N

,

! am ideousal to the preesdures a mereur presedman, the NRC wul Hornsee sur offset semplianos threeshestablished for as sbeedy esta generally met authories lleoneses to fuB Hue erpart eten maployoos.
-

and autherteed ese (for ====pla e new perform therapies at esteutte leentions. - contreets with sensultante or service
*

imagias agent administered by this tygof request wulbe handled on o, gen.sations, or other bestasesintrevaasus laisation).no licones e ear , - basie.)amendment will be required. Insteed, arrangements. The weed "lisonm"le
the new meterial wGl be added by

wg und trougham he regulaeos to otrose
rulemaking to the het of materiale le the The NRCliesseele valid for See

the foot that, ne matter wblah method is
appropriate use specified le the years. If a person weste to contian med. he Bosnow h legeur responsible
regulations.The wiu med to using byprodnet sostertel the hoense in case of ase.eemphansa, i

>

licenases a nottes that says these who must be renewed. The senswel 2. % o/ m andarme in g, .
.

are esthortsed to use meterial la that oppilostlen meet sempletely describe cunent pen 3e em an sta upe,, et,

,

j group may begin using the new meterial the enttre radiation esfWy program just use dear in1 g e p is
on the afloodvs date of the final rule as a new applissuem does. If a cos'Pnnd a wt al

i that adde the asw motorial to the previeusly enheitted reeseen sofMy procedures that require similar training
regulettene, proseshes. fesulty_ desertption, or and miuipmeeder reeense salmy

(b)If a new redleestive seaterial equipment tiet aus eeneretely redleste ("' Pons,hwerd " has ad
mdle to mision labeesmos oveliable but its safe use that part of the teamese's prepam, the

depende sa fouewtes e new preesdere renewal appliment may eleply make a onier to avoid betwee es'

that surrent lloonasse have not clear redsmuse to the provises old and new pan 85.The mieten mes
submitted and NRC hee not reviewed. submissism. If the kosasse bee ebenged the phrase type of use"let thle essespt.
two settens willbe taken. e preesden, is estag dtNorest areas of Bose types of m en smalgunauena of

(1)The meer meterial will be added by use, or le medag dlSerent eqelpineet, e old gaps. and same e asw.N
rulem to the appropriate use group ees.nplete new desertptism of the ein tyyn of m are 4) duudon,
la the sens but eethertsetica to partiador preesdue, area of use or and semden-GeppenDi(a) Imaging

""d M- Iuse it be limited to ponene who equipment meet be sabedstest.The reeophaamassedeal.c 'I8hwere linessed eherit wee added to the Usensee may eles take this eypertonity -- ,, ---,a
use group and who have submitted the to identify new eethertend usere or F;(4) brahyemapp-sebyen,Gsp
new preeedwo for review in their regeest autheatentes for new typse e, waled emom for. .

meente of use. H; and (s) telebers_ ,, _ _eppliceuen peekages. a --

(u)NRC wulseau to sweentlicensees 3.Mechedof see end peceshus.The
e notice that seye they may apply for SummaryofChesseeWW word '' procedure" le inquently used in
authortaneen to ese the new material. II8E8 888'F 'I8I''" supperung desamentaten for by
With that neues. NRC wiu also supply a . In summary, the regulation wul be prodnet metanale Some&nes
model pi;. whleb would becoma amended to regelse tast besseses most it refore to e e set of steps that
a new appendin la Regulatory Guide standania that are omvently imposed by must be takes to eCeet an end for
to16 for the new metenaL These liosase ===a- The NRC wul example a paeedus 1er entenas and

.

.

'
, . . . . .- . ~ - . . . . . . . ....-.
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{ teceiving packages. Somet4mos it is used revistoa thle conoopt of perfunctorybe operable. Il e piece of equipment is

_ _ . _ _ __ _ _.. _ _
,i

to indicate a type of medical-
emanunation is referred to as a "r. heck." not operable or rollable, whether due to -;

! eneminat6on or treatment, for eaample a
y. l.acedon of use, focihty, and oreo of old or absent bettenee. Incomplete or

,

thyroid uptake study or a osolum
ved. De phrase "locatie's of use" le used improper mainteunce, damage,implant therepy without lados the to deteribe es building er buddlage inappropnete use, or improper use, it

i
'

emount of byproduct material u er
the specific steps takes la handling it,

(typically ideauAed by a single street cannot be used to meet a regulatoryaddrees) where byproduct meternal le
reiautrement beoeuse there le no

;
The word may also be used to indsaate med. The word *facu6ty" sonnotes a assurance that it scoompilohed the task 1
the number of patiente cared fot over a room or contiguous rooms where for which it was used.penod of time, for nample an everage byproduct materialle esed. eueh as a 11 Implement. This verb le used with

!

workleed of fifteen procedures web nuclear medicine stiais comprised of as its ordinary definition, which is "to
'

i day,in ordw to avoid confusion. b offica. an imaging room, and a dosage out, accompush, or snowephreee " method of use" appears in the EreParotion and waste storage room. fullt t of."proposed mvision. F.st.h type of use to Tae phrees " area of use" eennotes the 18 hemps /y. This word is used with
'

comprteed of several methods of uos opoos used by worker when perforums its ordinary deflaition, whleh toEach method of use abound ideaufy,
a speciac taak sonneced with rossivtas, " performed maduy or namediately."explicitly or by contest, the handlins, or stortag b matonal,

radionw.inde, its chemical and physioel 3 Chess /selfbna, automt gg ;
fone, meeed of adotaistretten, and regulamen requiseq that if a rede. De Comadesten requirse that

i

purpees (espeele er therapy), phenseesueleelle used for lamentlene
lieeneses make and retain reeenis as

,

4. Dese and desage, la pharmeer, the other than esse deseribed la the
word "dme" h used to ladeau to pa lasert, the user must evidem of compilaam wie Ngulaeone'

'

and license conditions. A review of
,

amount of chondaal a" ' in nevo follow lastructions on, recorde during Laepeatione to the leastredlauon biology it le used toidente chemical and phyeleal loan. dosage, and bedensome way est the Commission :'

|
the amount of leaising enney abeerted roula of admisustration. De proposed easy be answed est the lleensee hae
per unit maes: and la radianos safety it revtalon has deleted the word chemical developed and implemented a radiation1
to used u a shoreand toren W indeem a la its restatement of this requirement
worker's espeewe te redemon. la order . beoeuse to change the chemical form safety program. However, pennaneet

to avoid confusion, the went " dosage" la wnld be m amew a
stection of all required records, or

used la the propped revklas M bdesk redlophanneceutlaal other than the one manuon betwas naspmuona, would be;

quanuties of radioactivity that are moeind ihm se sueortaed diewibutor, unreasonable and would run counter to
ammwed wah es base unit Cate. m Deleuon of ek wadin es popmed new guidance 2 mgulatory a

met was fund by se one
word does is used W indeem gemisse revision does met authortse Part as
of renauen abeerbod dose erdose hosasom k manufsetum

Managessent and Budget. Therefore the

equivalent that are meesmed with the reeophamaesemealm Commissia has,la es proposed
-

mvision, genereUy adheral to to
base undt red er rom. 8 A'e/JeWe/bruse,in many easse following policy.

5.Assentand P* A record le he'Ngulates stems as minipmem
L Fw mounts meerde est amime makmbh memum w maph posesseios requirement liessues the

cmated on a daily beats, for example.

document. It may consist of sauntidas piees of equipasst le considered by end of day e and for most aca-
se smau as e chabass on a form or experte to be as lategrel part of the recurring, spora or parkse records,
something as extensive as a eurvey of a rediscon safety program. la e few cases
newly installed teletherapy unit with the need for a piece of equipment le such as individual patient dosage -

meneurementa or omvey instrument
appended calculations to demonstrate sporadic and normally eeheduled weeks calibrations, the %==la=ia= has mader
complianos with the limits on empaum h utvanes.For mample, a Heansee who
in uncontrolled areas. A report le a has a diagnostle sealed sourse la e aimigemat est ramede rewauen fa '

two yeare provtdee adequate evidense
menefer ofinfomessa which might be devies (see I asJest useauy only needs of complianos with requisemente,
made tem h foam by mispheam a survey lassunset when sessivtag er
wiegram,mo returales a redleestive sourest there le

3. In a few eesse a record le only

l'*""d"*!'
peter unk. er hast e'PF

as ased to hose the lassement en head erseted ease or the Cesaalesion
eensidere the reesed to be essentialevery der.'the "evealehle forG. 7het and cheek, por many please of use"le la

to connote that the that,if not followed. might asues an
evidense of sempuanee with regulettene

equipment, draftlas sommittese
comprised ofladustry expens have beensee either may poseoas equipment i=== mate &seernible impost on a

or contreet for measurement servtoes.prepared standards of performance and
but la not required to have regular day-

example. requirmaante for the geometry
worker or member of the pubus @r

complete onlibretten protocole. lf a piees to day possemelos of the desertbed
test for a does enlibretor and theof equipment le suWested to the protocol equipment.

in the onllbration laborotary and meete
10. Dedicodedchec& souros. A long-

teletherepy destemtry equipment
; au the standards, then the abdity of the

lived radioactive eeures oss be used to
calibrauen, respectively). la those esses

equipment to perfone se expectedla the Cossnesion has made a judpnent
normal Sold use le assured. la the

check the day to< lay osastancy of as
that retention for the duration or use of

proposed revleien this concept of instrument.The same souses (a the equipment or of the liessee le
somelete anaadnation le referred to as a " dedicated" soures) must be used everymessenery,
"teet." Dwtag flend use it le esaunas day se that the user imows what reading

to expect trose the inetnament.De U " I""'d"""""' e

practice to suWest a pioen of equipment source may also be used for other
In addition to the more enounosto a quick examinaties to deteradas purposes.

whetherit le working, nie procedure IL OperoWo. W word " operable" la that authorise by product meterial for
" group" Deanees which the NRCleemos

does not emendas all parametere of not used in the proposed regulation uses desertbed in the the NRCequipment perfonamnes. In the proposed boosune eury pleos of equipment must
has also leeued about too d lineases

,

_ , , , _ , , . . ee== =a em ee ** *'
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under Part 33 that include medical up. Transition Policyfor Generol!.icensere Trs.nsition Policyfor Specific UcenomThey are issued toiarge me@ cal /
academic instituuono that heve had The generallicense in curmat i 35.31 Under the current regulatory program. * .

eeveral years empettence using has been ohminated from the proposed the license document with the appended )radioscuve metenale, regulations. In the future, all medical use application is pod to regulate each
About 80 of the moscal use broad will be speedeally liconeed. Curmat individuallicensee. Became the( lioonees that have been issued voet in general Deanseos, all of whose are requitoesnte in the proposed revision

t 5each ineutution's Radiation Safety Physicians, will receive e specinc were taken from comunonly used topical )Committee the authority to permit license that wel be incorporetH into Deense conditione and regulatory '

medical procutionere to see byproduct Me lang system le kaping tmck of guidance est most Hoensen han
|maternalfee boe pauset onre and specine Doonsees. However, they wul be incorporated into their appilaations, the I

mensal research, to permit indviduals hmited to the methods of use deoortbed Comunisolos does not expect any
{!

to use byproduct maternal for research in in the surrent i 38.31. and tellewd by significant laconsisteneles between'

tut tubes and animala, and to review llomw eendoos on a pm printed corrent lleensee radiation safety
the facilities and radiation safety Dconse,l>ess the mquiremente that are programs and radiation safety programs
procedures that these individuals wiu mom burdensome than the curmnt of applicants that apply after the

1

,

use. Before NRC issues a broad license genersillesasse mquiremnte. De only e5ecdve deu of es pmped mgulations.i

It reviews the applicant's administrouve action generallicensees wdl need to Derefore, current lioeneses wiu
l

and safety precedures. the troenlag and take le to aihrestively to an normaHy be oited if they de not comply
of to Radation Safety NRC neues asks if they want to with the asw regulations. Howper.en

'

. and of each inevidual member continue to have en NRC liosase that le boosuse sack current lioonese's
of the Comunittee, and the standarde and limited to the seethods of uw authorised radiation safety program wee revleu ed
management procedures it wt!!use by the current generalliospee. ladividually and licones constions we.si
when reviewing permit requests. This no Cornminaion propms, under tailored to meet the liconese's individuali
type of license le needed to allow for the I smt1(b). to continue to exempt these needs, em may be an occasional,orderly evolution of the medical licensees frosa application and renewal inconsiouncy betwnn a Hoew
eciences.De NRC will continue to fees as lens as their propens are oseduos and he mgWaum(for
review Comunittee member limited to the material useo described in example, e license may mquire surwy
quahfications on aease by case beste current i 35.31. Under the new spoetAc instrument caHbration biennially, but
because the stee and individushty of licenetag e stem formergeneral **fmpond mgulaum would mquimeach broad licente progreta precludes licensees tkat want to make any onharation annually). There la as health

. the preparauon of generic presortptive changes in their preyams, amend their and safety reason to undo these lleenses i|
quahAcadoes. Does licensees would be licensee, or transfer een to o&ar to effect aaYa- with the regulation. '

mquimd 2 comply with he proposed phyololans, wul have to a ly under the To laipose the regulation la addluon to
prescriptive and performance artteria of
Part 3s. but would be exempted frera the new B%whose 8 be or in heu of the license conditions would

n de for signiacant additional
training and experience requiremente of ,p,, bet 2 au to fees that apply W o' er [th and safety. De Commissivasub &

gg, go,,,,,,,Subpart I and the authortsed materials
and authensed use restricuene la De Caumlesia poposes to wai" therefore proposes to resolve possible

Proposed il 35.49. 38.no. 36.200. 38.300, fue k forme gaml heenpa for he temporary inconsistemmes between

35.400, and 35.400. following reasons. General licensees do tioense condluono and the regulation by

The other 30 medical broad licensee not nm pegm. Abat em of the 800 providing in the regulation a traneidon *

that have been issued are similar to the or p guerel homeow em inactim. period betwan the effective date of the
linal rule and the expiration date of

license described above, except that the year NRC mceim onh a my f* each license. During this transition
Committee only has the authority to requeste for generalliconess under
permit individuals to see material in test i 38.31. Mare would be no NRC revie" perkd. U em is an inconsistency

tube and animal resserch, and only time needed and only a minor NRC , between a provision in a license (issued

authortees medical use in sonordance adadalstrative oost to prosses these prior to se regulanon) and the
regulados, the usa

,

with the groupe in. current i 38.2006 The lleenses. It would be unfair to charge states that the ties wouldNRC would continue to revtew the these liconesse the fece lie 9ed in 10 CFR take precedence over the regWades.
| training and expertence of mescal Part 170 and it would be more coedy for Because the Deense conduons were
' precuuonere before allowing them to NRC to alter that fee structure than to
'

use meterial for medical use. Beoeuse grant the exempuon. takwed from to perspesuve of ovmu
safety and approved by the NRC. the

control of medical use in these cases le he current Part 33 aise grante a inconslatency would not result la as
the same as that exercised over the . generallicense forin vitro work inaressed risk to workers or the public.more common group Licensees, the basis desertbed in 6 31.11 to licensees la addition to the topiost licensefor a determination of compilance wiu without requiring that submit an in conditions mentioned above (forbe the same as thei described below for vitro registration form. Under the ensaple, sealed souros leek testI group licensees. proposed regulation, applicants would requirenants.epecial bloosesyBecause, whether et a group or broad neve to vaannany regeest this requimments, redoeotive patientlicense facility, teletherapy is esparately authorisation es a line item on their surveys and release limits, or waste

( licensed "for treatment of hunans" and appilastions. Part 31 wGl be amended to disposal restrictional, each spectSc
,

b aceuse the NRC reviews qualificatione continue the in vitro authorisation for license hee an encompassing liconesof proposed usere and safety current medical licensees until their condluon that requires each licensee toprocedures, no significant licensee are renewed, la either case, the possess and use licensed materialin
inconsistencies with current teletherapy use of 5 31.11 materials within the

sonordance with the statements.; programe or new teletherapy pogrome inventory limits of that section will only representations. and procedures'

are expected, be subject to the requirements of I 31.11. osatained la the licenes application and '

<
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in lettere of clanDcados. Despite th6s guideo would be consolidated into e
document. but this dow not rollese the.nencompassing condition,liconeses concise set of regulations. no of the requirement to conduct their workwould be allowed to make changes in

their radiation safety programs;
requirements that apply to all licensees in accordance with requaremente of the
appear first. followed by the epocific licente evid the regulauone of 'ais| permineible charsges would be restricted requiremente for each of the ela teetc chapter. ne licensee reme' eto thoes identified in i 33.33. and the types of use. responsible for the noneetsplianos ofl6censee would beve to conduct the in the propoeod regulation. Items of such agente or employees, and may be

'

internal review required by that section. generalinformation, general subject to sanct6ons for their failure toin the case of record retention, the adminlettstive requirements, and comply,regulation will generally take general technical requiremente are ,

precedence because,in the past the addressed first in Subparte A through C. Secuan## Inkmohmco#ec#m
Commission has not offered much respectively. Subperte D through I *N8'" # N dgmdance on this topic. Many applicants contakt the additional technleal This section provides notion that thehave either not specined a per6od of requiremente that apply to licensees for
retonnon or have laserpereted a single, each of the sin new types of use, Office of " 7 7 and Budget has

phrees "until *be Comunisales authertsee Subpart Ilir,te the tro6ains and
reviewed and appeeved the talorinat6enall encompassing record retenuos
collechen requiremente contained la this

exponence requiromasta and Subpart X part.their disposal" rather than shouldernas liste the penalues for violations of the
Ow burden of justifying to NRC a shorter regulaueno. Sec#eniJs Main'onspened. lf a record to substanovely the In order to malatgis assaisteney;

eame se a sesord desertbed is the annoeg the vanous parts of NRC's b term "Asseensat State" apphes *

propoemd regulation and the licensee regulatione, conforudne amendments to those states that have entered into as
has not stated a retenues period for that have been made to the affected sections agreement with NRC to sesume
specific record, licensees could adopt of Porta 30. 31,32, and so. Deee e,eponsibility for regulatlag the use of' i

the retention period stated in the Anal conforming amendmente can be found byproduct material within their borders.,

rulemaking. However. liconeses would immediately after the revised part 33. A m we,g ALAgA" wm added toei

still have to comply with any record section by.section discueelon of the identify the aeronym for the phrase "as
retention period seguired by a topical proposed revision of Part 33 fouows. low se senseeably achievable."
license condition or another part (for The term " area of use" was added to
example Port 30) of the reguladona. (For Tide ' idenufy a plass la which byproduct
example, surveys that peovide the basie N title of Part 33 bee been changed materiale ese rese6ved used, or sto

g g,, g, ,g g, ggg g og, red., , -for occupat6onaldoes records or from Human Usee of Byproduct
measurements of affluent release are Material" to " Medical Use of pyproduct y**""' *** '",,3,'"governed by Part 20.) Material" to better refleet the scope of , ,

NRC does not currently review the part. idmuSed la to gpuosues.
' *'' AWMority'

a d t den h added identify ladMduals who are
! Radiation Safety Offleer on the Ucense. Die listing provides notice of the . IdennSed by name se a became and who

Under this propoest NRC would besta statutory beeis for the regulations, it am autherteed by the ====='a= or ase
to review their credentiale and identify also provides nouco that the NRC may Agreement State to administer
both of them just as it does now for iniua;e criminal preocuuon of persons byproduct matertaL or the radietton

| authonsed usere.To add current who knowingly and willfully do not therefrom, to humane for medical care, ,

licensees to this new scheme.11censees comply with the presenptive and supervtse its use by othere.
would be required to submit their requirements issued under section letb The term " dentist" we added to

,

credentials for review and approval or the recordkeeping and reporttag identify a group of precationare licensed
when the neat amendenent or renewal requiremente issued under section 181o. by the States who might see byprodest

+

request is regatred. These individuale
would be identified on the nest lloonee

SubporfA # - " la/ersios/oe "*** * I" "I' I"*'O'**- "

Tim term "medieal use" wee leeindedamendment. 8888/08 JEJ PhrPese andscope, to help identify the esepe of this part.The NRC particularly requeste public h regulatione la this part apply to De word "latsamenel" wee insiedad lacasesneat on this treneitten poucy and au persono liosaned by the Coramissies the deAnities to makeit sleer thatwould like to know if 16eeneseo enviaton
problems ofinterpretation or to intentionally admiinister byprodnet occupadonal and nonosespotional

material or the radiation bom byproduct aposuses under 2e segulations of Postcompitense that the etsff might not maternal to humana, and to individuele 30. sonidental exposases, and unweatedfortese.
working under their superviolon, suposures from other sources of

D6scuselon af Proposed Regulademo Sect /asass usenserege/ red- radiation (e.g. nualeer powered cardine
paeomakers, smoke detectors, andThe pnmary purpose la initiating this This section requirse that persone redloeotive weste) are not consideredrevision to the regulations is to simplify have a license issued by the medleal ute. The phrees "in the practicethe regulatory process by providing Commission or an Agreernent State of medicine la accordance with alicensees with a single source of before they handle bypenduct restertal
license" wee included to make it clearrequirements for the medical use of

for medical use. De Coseraission mese that NRC recognises that States maybyprodnet meterial. Radiaties .
the specias lieomolas process to theit the have different diftnitions of swdioolprotection standarde now =='==d la. use of byprodnet maternal to porosos practice or different levels of controlseveral calcune regulations. Inspoense who have the equisenoot. facilities, and that ilconsees should not interpretand Enfoeosment orders that medily a training. and empettence needed to that NRC license as a peo empties of ~eingle liesnee or group ofliceness,
ensure tte safe usa. ladividuals who aretechnical reporte (NURECs) etandard working under the supeevision of as State inedical regulettone or en attempt

,

to direst the States' regulation ofconditions ofIleonees and regulatory authonsed user do not need a Ucense medical practies.
|

|

|

. . . _ .. . . - . . . . - - ' ' ~~
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i
! The word " medical institution" was Section35.28 Applicefionforlicense, of this part. the phrene " location of use" |ad' led to identify organisations in which amendment, or renewol, refers to a bui! ding. (Moving from one [the radiation safety program depends on

the cooperation of individuals from At en institution, only management room to another within a building would j
may apply for a license; individual not constitute a change in location of

several different departments. physiciens would be listed on that up.) j
no word " management" was added license as authorised users. An (3) The Commission mut be suured .j

4

to identify th individual responsible for individual phys 6cian may not opply for that the training and emperience of ;
defining the licensee's pohcies and use within a medicalineutution (an Radletion Sefety Officers, authertaed ;

,
'

allocating personnel, budget, and space organisation that provides various users. and quellfied teletherapy y
resources, medical serviose). his requirement calibration experts is sufficient to suure

no word "misedministration" was mflects the need for coordination with that they are able to understand and f
included to define those instances in other employoos who may not be under follow regulations for the safe use of j
which a mistake has been made in the the administrettve control of the . byproduct metwlal.
medical use of byproduct meterial.The authoned usw. For use sited outelde a sectjon3g.Ja Notificotions.
definitione are the same as those in the inedical ineutution, such as for private
current i 38.41* procues or mobile service, any person A notification requirement was added , ,

,

apply. An application must be filed to require the licensee to notify the
mehans NRC-313 because it etsitsCommiselon if an authonaed user,ne tone "mobHe nuclear tumucine
onservice was added to describe the

transport of byprednet meterial for the infonnation la en cederly manner that Redletion Safety Offneer or quahlied *

purpose of offering diagnostic nuclear wHI anow for uniformityin appheadon telethers_py calibration empert is no '

medicine wrvices at addtmas oeer
revkw premduros longer affilisted with the licensee's '

than the principal business address of Teletherapy applications must be byproduct material prograta. Without

; the lionen, submitted separetely becesse the scope this notice the NRC would not have
and neture ofinformation needed le assurance that the collective training +

h word " output" was added to much different than that neded for the and experience of the licensee's '

describe the amount of radiation in a other types of medical use.This mmaining personnelis adequate to
telethesepy beam. requirement does not imply that se ensure the safe use of byproduct

,

h word "physistan" was included to applicant should have two separete meterial for au the types of use
,

identify individuale licensed by the safety programs, authonsed by the license, h
States to practies medicine and his section also reflects the Commission has made a judgment that

t therefore eligible to use byproduct Commission's desteion to delegate to notification within 30 days is sufficient
l

meterialin the pracdos of medicine. Regional Admialstratore some licensing because technicians who have worked
he word "pahatrut" was added g functions which. until recently, wer, under the superviston of the authorised !

decri F c an p a uctt Ste wbe mich act
materiale la their practice * nonces published hisy 27.1982 maMal. bwner, aWnce W an

h knn "quahnal teleeempy (47 FR astat). April 14.1988 (48 FR individual to oversee a byproduct ,

calibration emport" was included to 19030) h4ey 0.1984 (40 FR 19:30), and material prorrem may increses the
probability of an accumulation ofreplace the term " qualified expert" April 18.1ses (50 FR 14est). .

which is used in the current i 38.24. The Section 33.Jy 4/ cense omendments. unused byproduct material or
unauthonsed use of metenal. his '

new term better reflects the trotning. M Commission requires that the presents an unacceptable potential texperience, and responsibiliues of the !!censee obtain en amendment for any hesord. -
Individual who is responalble for changes in the byproduct material 3,,,j,, ,33,3, j,,3,, j,,,,3,,,calibrating a heenese's teletherapy unit. program that might increase the

ne term " Radiation Safety OfBoer" potential for radiation exposure to The Commission hee selected a
wee added to identify the individual workers and the general public, or make license term of five years. A oboeter
named en a license and who is it difficult for the a==waa to term would not benefit the public healthr
responsible for naamaging the liosasse's conduet its inspecties program.The and safety because past emperienes
radiation safety propen. Pa==Maa has detonained est certain Indicates $at medical programs do not

The term " sealed source" was changes are potentially significant for general'y change signifloendy over that
included to identify byproduct meterial se foHowing masons and thus wiH Pwimi d ume. A shormt Wnn may.

et le specieyy encapsug,ted to prevent require en a==admaat: unduly interfere la patient care because

boen)see has adequate training and(1 no NRC must be aneured that the
the !! censes would opend an inordinateakage or secepe duttog use and,

amount of time requesting renewala. A '
s ge. h is me easne dena&uon as use
[4 30.4. experience and facilities before longer term may occasionally result in

authortsing a change la the type or unintentionalabandonmentof the iThe term " visiting authorised user"
method of medical mee or amount of license.was added to identify individuals listed
byproduct meterial used. Such a change The applicant must use Fonn NRC-. as authorised users on one license who, might aise indicate a need for lacreased 313 to provide for an orderly safetywhile working for another liconese en a inspection frequeney. review of the applicant's program.Thetemporary or oecesional basie, use (3)De une 9f byproduct snatorial at Commission wiH epply certainbyproduct meterial under the.
an addrese not ideouAed on the license beendards when revtewing an

restrictions of the temporary employer's would make it impossible for the applicellon so as to ensure that the
license, which doos not identify the Con. mission to make unannounced wrety of workers and the public wiH not
visitor as an authonzed user.nis inspections.The Commission roues on be compromleed if the license le granted.
authorisation la beoed on a frequently the unannounced inspection to ensure The staff must be assured that theused top 6callicense condition, day to day a==gdh For the purpose applicant's proposed equipment and,

, . . . . . . . . - _ . . . . . . . . . . . ..
,
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facilities are adequate to protect health
and minuasse danger to life or psoporty in this proposed ruiemaking the 2'.023), and as e final rule on September
Il 30.33(aH2)l. and that the authorised

Comminion has not required non. 13,19a2 (47 FR 40149|.
users are quahlied by tro6nang and institutional licansaea, audi as one or a

empenence to use the metenal for the few phystoians kn pr6vete procuos, to Committee membership must include

purpeene listed ta the opplicauen la have a formal ALARA program because. a physician identified on the

such a manner as to protect health and for those licensees, the pbyencien Institution's license se an authorised
user or byproduct metenal for each type

minimias danger to info or property authoneed user to usually slee the
Radlettoa Safety Officer, managesment. of use perseitted by the licones. the

Il 30.33(eit3)), and that applicant hee and the line manager. Hence, any formal Institutios's Rediscon Safety OfReer, aestablished procedures adequate to ALARA report requireme it would representauve of :he institutaon's
enure that safe use of byproduct
metenal consist of the phyeteten reporting to management, and a reptwenteuve of the

Concerning fus. Congrees has himself. However, the Comanse6on nursing service.

directed that egency somces, such as would appres6 ate soeuneate es to ineututions that only request a lleense

whether allmedical licaneses should for diagnostic sealed sources will be
licensing and inspection, must be wif. heve a formal ALARA program. If oo. enempted. trom thne requimment by *

sustatning to the extent possible.
should smalllicensees conduct sa Incense condition besacas the radiation

Section329 Speci/scesempa/ans. internal annual avv6ew or should that piety program would not depend on the
As part of en application er review be conducted by someone who la coopereuen of Individuale from several

amendment voquest, e may not aseeensted with the hasasse a di!!erent departmante, peekages would
ea e day arrive introqueady them weeld be noe, quest en enempuen ear @mm are .to.de baalet chance of contandmedag an enties roomrequirement of this part. The NRC that the

occootonelly receives requeste for exhorteuos in 10 CFR El(c) to smoke or sulte, no radioactive weste, no
todioactive patients. and littie chance ofenempoons from procedurel. equipment. (ky",,"**** htoMa la loss of matenal,or traming standsede, no Commiselon

may allow the enemption if the radioactive matenate ALARA applies to D"""" *N* * " *
applicant een show that it will not medicallicensees. the public in light of este-specinc

exigencies. the Committee must teviewcompromise the health and safety of
Section X31 Aosfiction Sefety Officer.workere sad the public. on the basis of safe (1) D e

quellnestions of osgindividual to beSubport A--GeneralAdminierrot/re h RadiaHon 8sfe Offleeris sagquimments individual with speel emporttee who la listed se en authortsed user and (2|
Sectios agJe AIAM preprou. needed to esordinate the safe use of each proposed method of use. In its

byproduct astenal in eseosdames with reviews, the Comsnittee should consider
An ALARA propum is a management Ow Heense and the Commiselse's compilanes with NRC regulattees,

tool needed ta essure that all reasonable regulauona, special phyeleal or ehemleal

efforte are made to assure that safe une conta4 ament problems, the amount of
of byprodest meterial. (See Section23 Sos 6ationSefety byproduct material that will be used,
' Management Orgentsetton and Comarges,

and the relative haeant of the mater 6al
Administration for ALARA* by Kathren. The proposed Port se n'equires

allin light of the liosasee's facility and
-

Neolth Physics. Vol et.No.2. February
ineutuuonal liconesee to estabileh a no Coeuulttee must review

etaff. .
1932 p.119-t31 and ' Radiation Safety Radiation Safety Comunitee to oversee
in a Nuclear Medicine Department.' by the use of byproduct matenal.The more frequent review would ,

occupauonal exposures quarterly. A
Candsman et eL.Neo/th Physics. Vol
38. No. 3. March 1980, p. 3sD40s.) In an committee le required beesuse,in en

inatttuuon many workare from different Institution, radiation safety for all inappropriately emphasise normal and j

departments might be occasionally workers (users and ancillery staff) and eapected atatteucal vertations in
-

expond to byproduct matenalne the public depende on the esopeestion of exposure data. A lose frequent review
i
~

Cammission has made a judynent that a employees tres adensdeerettvely
would not provide for timely nottee of

separate de unnecessary or unneessoartly high
formal ALARA progres te the only benent of =partmenta. Without the doses.

== deseselse.rnanagement tool that cea ensure a autherland unen may set to swose of De que review should be golded ,

cooperseve eNert to rednes ladividual radiation salsty peeblons estelde their by two trigger for individmet
i

and ostlective dose and ensure regular
safety rev6 ewe. Spect9c requirements

own department that are censed by thele doses.We lower level would be a
patiente peakages,orweste.De minimum level below which no oesten

usuully conendered part of an ALARA Committee's asuberettees wdl psov6de need be taken. Above the adminnes

35.32. managessent and autherteed users with level, the source of exposure should be !program are required by it 33.31 acid

Informatten that le needed to optimise determined and ceneideration steen to
The annual brieflag of management by allocation of reneurass availates for methods of reducing the esposere reto.

the Radiation Safety OfRest on the radiation safety. A Committee ne not The higher level abould trisper
byproduct motettal progreen is intended required for tiennesse that one met immediate latervention by the Radiation i

to eseme that licensee management medicalinstituatoes because such Safety Ofneer to reduos the espesure.
knows what kinde of byproduct material organisatione generally do not have the The committee abould review the
are used la which to, which multi armed, multi tiered maneemment appropriatensee and completeesse of the

,weekere are its aos, the structure typiest of modteal Inoutettons. intervent|en, and should develop e
' regulatory requirements that govem ite In noa. institutions the authertmed user le permanent solution to maintain doses at

'

use, and currest and potenued redietton likely to be part of management and e e lower level,
safety problems, heasagement needs this
informanon to ensure that lie doctoions

line supervleer ter emediery weekeret The annual review of the safety

therefore a forsnel comenttee structure
program to needed to determir s its

do not laadverteady roeute la activitise would serve me useful purpose. A adequacy in light of the curreJ and
projected use of all byproduct moeterialcontrary to the regulatione er 16 cones almilar requirement was publiehod as a

pfoPosed rule on April 9.19"9 (44 FR In the Cornaleaton's judgment, a reviewconditions.
st least once each year le edequate to

1
.
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essi,e mete - e.,emens u. m w e weiere 6e ham.see m.hi si. .ienei w .noroni w of melena l
~

comedenne the few passtem bas e s6eer and dwest sentrol over then persutted by the beenese esedediustmente r)pasady ende dar.ng boy personnel, feehties, or equipmenL The befare ming snuerel M les4uose notemp4 year.heere une beoen renews Commenen wiu eennnue. se e anne 4y.
I.ewd ea &e llosame. These we metermeet ret rermu the sommitwo to make e.see Wm. no emahenne pmeson oflow t.henen a e hennese's maneuse mler j

1

timely recommendelless for reducmg lecol t"-"----"-l therapy bF progrom fer wlueh a heemse messedmontunnet eenery worhet, public, et pueel mobile omlear snessee serviese. These
'

espeevre by for seample c.hangarig lit.eneeos are required to have e letter of would still be sgunrod (see i 38.1r).
'

apote silecoinen, purchoeing new porousesen ime sie sammagement of t)nder mis propenal ou ether aheape I
equipment, w Aengleg preesdwm uch cheat es answe that the ekset (eash as selecting splacement

!

** ,,g,,,,,,,,,,,,,,,,g,,,,,g,,
Sortion Ra# Aomewesent /er , " 'g ""

,,,,,,,, ,,,,,,, ,,,,s .$,en,,,d a mediome cha6e. owtiehens. iron one
ge.or,,. ener e.emmw

, eem,eeopetreet. ee.e w..mopensebuisess. .

m woes oey em h preende '*'siedsg to en ohesnowee ovulpinent
To enews that metenelle esed eefety, licensed eheets beenese,la eene of a gehty envenu pmedum) weed k

the Re6H6en Edwy Ofhser end spill er does seems ehese regunmary meer ebengen.
Reseuen Sefery Cesenittee need a hmite, the : , "O Aseserresese The Commissies would opsumenete
clear etetement of their emise from unas mayheensedes assumente se this meier/mamer din 6agmanagement se thet geesteet ebest
4 othen F. ressano6httity, and g ,,,gg,,, m g inne er treebels as able se6shes has
JufeeWattom de not beep these N sneerand ?Apetheseasher

lostarte met be esmeldered to
.

6aendeele from settng. This aestian 48 ewe the hosasse to
Section 28.34 Vis/disy seehensoof amor. make shooges in to m64ttee telHF awier deesse, er see some of these

Program shot wee descreed ist es meterahoogse soeur notimportant to
The unanterrupted provisan of apphesues af the cheeses are widun the health and mie ? le there essee other

i medical care escaelenelly requires e regWremeses of the regelence, The Wndise has, e' Anod or Ace 4le,
neiung authensed user to work ler e purpees of this nothenaeuen le le ellow g g g g g,9,, y,heet beenese whee ses pennement Melf the liconess to re!) peed le thengee in ,,gI g ,, y g,gg g g,,,
mer he unebne to de ee. Th6e wu etelf levde. eudehne equipment er and may $wim he made h t's
allowsd 6e lhe poet by e steaslesd
bcense acadeem,1f tee beenese had a

peuent lead abet may regune hoenmf Ahenoumly,should no*

reattamaman of fleer speas. er to sabe Commise6en senunn *e Molmcopy of another beennee's NRC leones ehenges that may be essessary fe, lissesses to submit allmessen safey
that hated the easaler es en eetherland pat 6ent ease, admisdeareties, redet6es proyes elenges fet egency appmelf
uset. the vinter asund work moder 6e ealery. er esenemy needs. Beforo
tiesnae der meay doye oesdi year without 6mplesmesuas ear chasse, the hensees Sandee.hs.3y Asewide ausfsuperorof '

.

seepe of this concept has bees a9H make a reened of eniety metere Ireguseting a tieense amendment. The ... .a

that were esse 6dered when pleanseg the The peepened Pen 38 re6ense the !omsonded to euew IGLC heeneses to cheese. The seesse well he tiend dwong missemialetsennes denn6Home and !

*

employ Ayeoment State authentcJ 'menaeussed inspeouses ao datesedse reporting and recordkeeplesvoere. Secomes the v6stting evtherteed wcether die lisenese has ooals then ,
.

user's treintne and empenence he been that are camareer to the mouneuene. gesrequirements of the awrent part al. A
i

nnewed twbenth and seley beenw eensuens w wden. med dwtag
Wacussies of these equiremonu .

caseulerouse by e .Tr, esency. teretneuse servete to psev6de em ' u,pem et es FR mga. pebished May i
ap

Wiis ehen.nene eetheneetten wiu aet indicaties af every area where metenal ;
gene,

pose en undos nok to public health end wee used. ses.ldmugh es Cannheien bu ad
A i

eefety. The pwpose of wntsee The Cearmissism moles that this ed it h=%Gm spwung '
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under a heemse molybdenum es undesgese seeeeenve

cn Ocedelbc sepaeke,
V geomeDy:lisensed Teehmet6me.een is peeduesd whendilue

f as, age y,,ef,MA/ar/erimeplay
-

- lessed posement to 4 33.736 If thle deoey. When the tenhaeten to
- >4

generosers, and m6elen to edspeed by the ===a==aan. esperated hem the molybdesen,e
and leoelisesian stoefier (f J8Jeg is oise these ---^ would have to unweated snelybdenum mer appear es ediscussedloser). apply for a heemse ====d===* to contaminant in the technethe seletloa.

Druge approved for bumaa use by the distribute reesphannecomueale De perminesble seneenvet6on of
7'DA have e label or peakage lasert that pursuant W l M.yt, molybdenum se wee shoose to be'
specifice the FDA+pproves use. Section 38.230 pensassies e/owver conolatent with the peranssible

i physical forsa. toute of edelaistreuen. /nettweent osmosasemen heted la the Unned States
| and dosage ren,as. NRC telles pnmartly =;.; n USp) the noseaw6de

on IVA's deterednet6en of a radioeotive
A g,, g,,,3 ,,,,, g ,g,,,,,, i, elendesd for a phenneesemeale need la

'

drug's safety and effectiveness when it nuded W ehek we,m a me tu the proodes of smedeias,it le the
le used socordne to the package lasert. , mag,,g , gg, g, ggg ,,,, g Judgment of the Cosendee6en that the

I
Sy restr6eung the se to the FDA.

,,g ,g,,,,,g3, gg,g,,, Usr standard prev 6 des an edeguate
opproved phy forsa. route of me .6 shdas k nieevW g level of safety and to requim e different

standard would be confuses ,andadminlettetten. and desage range. NRC se Cmamle*a den am behew ee
,,,,,4,,,,,,, gg,,, g, ,,answee the safety of the publ6e while Hoenew ande en lenienden M"F si tenhasuus com are g,ene,ra,lly 30g,,,,,,ellowing the phye6aan floalbality instrument to memum dow estes.

regardag the cho6ce of the clin 6 cal miulew6ee er lose the manneum
procedure. peronee6ble level of molytdanum te la

such a desage would result la a peWent

,, , _ , , ._ . . . . . -- . -- - - - -
4

4
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recemne na undesired 4.8 microeunes the oweent il 4100 (d) and (e).De their relme to wirwincted arme myof molybdenum se.The molybdenum druge have been approved for nwecal result la potentially lethal radiation
4

'

!
would be taken up pnmertly by the ne by ee I'DA. npoews to memlere of the Pvbhc.DeUver. ne does to the Alvet would be heu Comadem6en hoe made a lodgment that jabout DJ todo se a roeult of the j g,m m sea,,rty htmuori, ed temporary conhnoment of the implant

t

'

g 3,p,,7 g ,, g.3 ,molybdenum esamentreuen he
h-^^!on het smede e in the bespital setth6 the bas of pavent le nessesary to enowe public
by holdlag the .- " * J:udgment that,

'

eencontret6on byproduct metenal prwale opetel safety. Sectaea 36.e04 requires that the (,

| to the requiredhvel, the rooulung tro6 ning problesne wh6eb m not licensee prevent the pellent from leaving
j redet6en dose 6e thelsnineant compared addressed la part 13 boceves they we the hoopstal or chale until all temporary

to the rodiet6 a deee which woulJ be ma6gw w the moseal ev6eenant. Fw g,,gg gg g, ,,,yg,,

j resolved by the pat 6ent due to the le vleitet eenwella o he swords requ6ted by thle stet 6en

| "ra"e ""se go'|*ei,'0"i,y,,o,eto, be,nerswhami w * p ye al t"sey be smelpmetod with the recorde' '
douve,y d

ehi mpw'e b ~**d *r * ** a = and 'a
me.ew an.e . *.i= = i

, must measu.e au kee e ,oserd e, h
! molybdmum seannee,tka. pwwns umm. Ahw Mmmmmum th
| who resolve prepared wet metanalis eenmhed in as secuanXses Arechythwepywrew f

g,,,,,,,7,*
gg ,, g, est, Ibe Maa'a- bee made Beessee of the pardeelet has d f

asuvety and seau else, .ue io .ar o, g e.i . ei w e . ar ._ w,m ,,o ,a,od ,,.o.dl,e,, e -d . wt|
made the measurement (see the to het requifed by Port 10 is o Commise6 a {esalerming amendment to i 30.34), sesseewy. (his possuole spoeial bel 6 eves that an inventory procedwo

lastrucuest requLred, im nample, let
: SecuanJdJot Controlofaerosols and redographore and radiographore' that requirse a phyo6eal count and a j

.

| asees. asetetante pwousat te 4 34Jt of the redletten survey les entry each une !

De Commleolos believes that a. Comsa6eelen's agulatonal powess are headed with bly to onoure I
,

eyotes that provides for the souset6 e that if e soures le misplaced its absence'
*

or controlled dispereel of aerosole and seca,enas,aN Je/lptypreesygiens, Will quiebly beoems apparent to the
; posee 6e moeded to reduos empeowe to Somme d h opent enhahden lloonese, wblah can then promptly begia !

|
workers and the public. If centrol to by haewde d ==4----- *-' twoPy e search for the newee. '

dispersalla the oemosphere,liseneses P*"* * ** * pn e SocesenX(f# Ss/lptypmesudane.
{

+

; ehould note il 30.108 and 30.10s, whtok pal ary'f h w
i hm6 es amount of mWomotvity in h members of the publis, who talght be Beesmee of the high expoews rates

' * " * - vissues nearby pomente base around implant pennants, e pstvete room
dRe" uke eeud and

i

Un und byproduct anneesseery exposee a m eanen, n e h moeded a protesimembese of um ;I
RSOm W mM8d pubus, wk might h vWlung newby

o,de,is dete e w la,un W h: - yr -*.;-d r*h ,-i - '
,s enre m. e, me eme no,is ,e.u - , - to !

- ,, - ed - ,e . es. n e o m.s be .e w ino.e,'

g' * t
,,, g g, ,,,, gnaminageestrol was must ease of the pottent's sleeth or n.edical

|| I_e optig, enhaust and dieserealla the
***'8888r # 8 " " **I ", " d 'Ij e~ f u le as -ly used, Socilesasaaf Penesessenofew,,7

i

Laplant sowess is mielnd
However, beesuse conventienet roses instrument ti

auden2430 Peenwienofswvey ivenuleues roles are seldom sulhelent to De lisenese needs alowlevel survey lastrumentclear spilled gas la e unely fashion, the 4

hoensee must follow special room. tastrument to shook for sentamination I
epoesne safety moneures na case of a gas and an kniemen type lastrument w helicensee needs e highlevelsurvey *

spill When maldag the required enhaust neuere dose estes la areas whereimp lastrument to imenewo esposure rates La
enouste of redeseWye metanal ese ' storage arou around a podenre posse.calculotten, the boonoce must aneuse ele,,d, and to shook to be owe all eswees have Ithat the largest ainsle pas sentainer

been semoved hem thehandedis ne a m is esepte dy 8dr*'O d ewom > aroshpennuPr = lean hem -a- --potlant befem !
t,

!eptud, and may einer emblent = snuseXase unofes jbremergency ont enhaut rotos. brushyeherapy. , ,,,,,,p
smuon as.ase immmen efew,,y %Is seenesIdemmase breehrewsp
inurumena ww.se inet may be need for momen! y secum as. amp un etw/Wmeen

* use. De list wee taban tres the empost fordgmews .

>

las tamtae i as.tco(e), widah le a list d comoso
a u ssio .alwek sr r -d i- - .

. . eb w typ, ,g ,,, C r*essei {
gg, g. . ..

. .e ,y,e i t,. ment le weerper.'
metowe dose reise in areas where large $ set / sex 4ff Aaleensafpousner development of medleel devlees that use ;

,

emeau Wmeenave nowrial m emed wish sospemerseenma e mied wares of bypeeduet m*rtal w
imoeed. *

A reopenalbsty of the Comademos le mew a bem of tenteig meoum-
,

Sdywr F ""'' mum /@ w swerkt to mesoment W bypredest Does deviess we new evailable ton w py
~

. sekr6al when es exp m uro pereene beensed to use meteriale listed 3
,

Secuen AsJap Une e/ wedd be Py la 6 38.taott). Seesume tee devlees i
, , , , , g,, represent a lows levd of hasard than fr**c r tis /er therepr. high imie of,eeemen, e.d ,e,mm the other wwees in that emp, me the ref1r ntheale listed la rad 6osotive for e tems per6ed of time. Comunies6en has detennined that these ji 36.300 were taken from these usted la Laos of esotrol of these sowess and dwiese eheund essaprese e new gren, i

1
'

?

t
,

-

;.

. . . . . . . . . . . _ . . . - . ... - - - - - - - - - . i

1

_ - _ _ _ _ _ _ _ _ . _ .-__. _ _ _ _____ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ._ ._________n.__



f

30638 Federal Regleter / Vol. 60. No.14d / Friday. July 24.1968 / Pro Rult e .

\ Sectuen MS30 A veslobility of survey be notJ.e4 La en emwpeney. % Section Met! nedwtson menssonag| unstrumenL
Cometeetes belbevee thse he else en devoce.

-

'

he licensee neede e survey sliptsipnew place 4 mannd meue
I

instrument to mesewe the empoew, that it to 6mportant to enowe that only he redieuen monitenne device isi

t to tee wound a pukaged sealed sowse the peuent ne tra the room before twe6ag
n,,ged to indicene reseuen levene 6e
the teletherapy room 6f the Laterleebe erI that wee just toesived or that is te le the unit on. De rem 6eder o mestatory W wunang symme fd. Indmdualej retorned to the manufactwor, and to because it te penalble that when two
may be unneesseenly empeeed follownnsi swver for contem6 net 6ee is caos of so workere are eistiamed en one the fatture of the sowee retroenenaccident that might have sempromteed telenberapy unst es e werker mey meshenaam eeupled with a leilwe of theI ihe ininpity of me mied sowee. tudv.newy iwe me we whee h pnmpy w. e.moes mesewt

sowetw. w.uw e eowee eaa.n.e is emw wwswissa a novoamem ey m e. h owse.i u m regwr=
,

en inheguent and er.heduled evoet and room, or a werber moy ture the unit en beeneses to lestell a permenest ;
beoeuse e hemmedeus aceseent would leto chnk la oprouen eher e puent er tedsetnes meester 6a eneh teletherapy !

,

e very rete esewrence, the Commteo6ee
co. worker has entered the tootment room, to sheek sto operonen befem menne ibelieves that il 6e sufficient for oefety

purposes, to require the licenses to room withat telhas the werber et the the telethwepy unit and to ese portable
}j make arrangemente to borrow or isnt en eenwel esmenne. swvoy baseweest er personal ouable
,

eleruo destoster if the meaner lei inettweent er sentract with a Tk opeallaspuedes for a'

mesewoment soevies when werbre h sonded bewees &Eh p' insparebla. 64 melee regelsemente were ji

! dmeesel W bypredest puhtlehad as e geopened rule se ,

o*wwensawam nesseury.
She which e E4er w member

;

| Subpert I--Eief
of the publie sound reesive a high whole

*
|" e$* F" *""k *** "" m m !MW

Section #m vee e/e seele./ oeure, body does 6a a metter of minutes 6f the g pg g ;

on o telethmpy UniL eowee wem not used esfely. Socalen N GCC Ys,e*1M eroteNI i
|N is e new t

.siebushed io deLof use peup Section EsJs Doore,inserloche enef if a 'wm= pat 6ent moved dens e enrepy
,

>

e wou. we,niy ,,e.ne, = = = *h - id m * * e.

estebuebed type of uns. Selety meeswee reneuse does W besley uwee and sethat new apply to e416consees withis M Report No. By "lashmatetes dose to to tranement eres. Denfore, e
this group have been used over the end Mennenne Mosede fw Asdates wwmg eyotenle needed to meana deyears and are reftwted in these protectom." os page 48, states het e onestones of the poment and the

r

I proposed requiettom. eurvey of a new1du feedHy tenetherapy man to acome the pneenhed
.

,

, Section Mass Mainsenance enefiepea must determ6ne that . . ." AM essenese applianales of redomen. j'

into th
| mencuwe, andinees riw. year ,ome e trremenos roses er other high 8a8deamaae aumenery _ , -inspection (f Mess as else descussed ee no. ,,,,64,4 ,te -

i
leser). buram Wppd wielehrtoshe est Deskastry ageipmentle asededle

Deee oest6ees provide not6ee that m ut derndom a b wem We sensure redenen le order to |
enlF opemedy heemsed pereene may eingle streult, and that we interrupt help eesum equipment

{
maintain, ediust er repw teletheropy rosetten predestles when the banter le must k eeltmed. equipment

.

unite because this type of work svgutros opened."hm how We insidente h mqunremente em the tema se the ,'
i

ePectal tratams stad equipment ta order irresones tenheesin whie pomamel awrest $$ 35.3 and 38.5. This secties
twm unnesoseanly e else sente6es the moelutos of

Wues deer heerlo.mpee84 W rese#es the potines Aled by Amorteen
to be done oefety. Th(o work to Licented !

e w alwee wereunder PeH 30 of the Commt6eion's
reyulatione. Al"#e** F I" se*' Asseeheet of W h Moise, (

See.Ier entes M R. and at is postles Deeket No. PRM 3H (sos er FR
!SectionXM Amendmense. NURBC/M-eget. 'T,see Hleter6ee of regels).mewy & Seet). Curready.

ett,
1

hamad== ate we required for items Rederophy inste." vol.1.18086 If the eems that primary t

ldentined in pueyephs (e) through (ej Laterleeks and warning synome had est desimowy beeeuhroned !
because any cheese desenbod la these bne bypassed, pensenal would met ,,,,ygueyeen,hepelleener

i
. pereyephe sound seedy result la en hew been inedeted. De =='a='a= regnested het his two peer regubement '

e
inerwee la redenee levels la eneses of however, hoe made a ledgeset that to be relemed to fear yeare W. two peere

the levels authertsed in i as.tes. De deel warnies erstem of a deer laterleek
eher saubretlen, the pdmary doelmstry

,

'
eyoten le in wie e erste n '.serv 6ee of a quehned teletherapy and a remetles semiteris the that was within the past two fcalibretten empart le en manuel teletherapy room ebetetse the esed ler and the resulte of theelement la soeurtna the este us

*

teletherop vest.%e =='aa'e of a the deel esmalt dearlaterteek tememporteen lamente that the ic aahas reaa==== dad le the report. asaheemselaster used to esseert enmade s i that only as indiv6 dual De kom esoteenleesoter light imotmeest reading to e dosewith tronalag and espernemen sea *

determ6ne the operating charsetereues wiu ineaew to werhere abset to enter mesessment had met ebenged by mem
,

1

of the floonese's teletherapy makt and the reese wheter the udt le turned en een two pereset. (latememportees
or og, em """I' scheduled byshould therefore be ident6fied on the .

gushhod telesherepy embbret6en !16esame. S*cssoamest peessesseeofcurwy experts within a peepepido eroe. Esek (
-

'"Soesien2010 Sofetyinewestene. ft *f ~I,&.ngrie. s ei
*

assagene,me o st.o.e muethe ne u--a-a a ~r og e-

posted to restad ladtv6 duels of the Imewust enland as a heehup men
1 proper scope to be hkon in sees of as mennettag devnee la esse se renoues to empeeed to the some ,renoues done 1

see e ne. e
<

; emergeoey and w ident6fy Lnev6duele to m en4enes devise led *' free a telederapy unn.De reopease of
each doelmetry erstem een thou be

|
|

| ;.

,
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>
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compted to the response of the other due to e'mrce radioactive detey. To 60ptce leakage radiation levels foropttms. If est.h 43 etem measures the eneute et. curate done dellury, the settrolyears se licente conditions.i tome radiation dc+e latede this reguleuen requires that litenette They a re consistent with gu6dente from,' provides paurance that each protem is
mothemoucally take thee in4 secount in the NCftP in its Report No. 33. " Medicalworking properl

tratrumente of #y. Note that when calculating pauent doses N reguleuen X. rey and Comme.roy Protection forfestif metrological requitse that the hcontee use 16me f.nergies up to 10 MeV44utpmentquality are emposed to the same penede of not longer than tme month
Deelen and Ute." Sect 60s e.1.1 heredletion does. it le referred to se a whee makmg deoey estculeueno. Die Commlet6on has mede a judgment theIcompehton rother than en

will enews that the actual done does not

{ been incorporated tr to these proposed
differ frota the calculated done by mm they are sufhciently teetnrtive to keepintersompanoon.) nie suggesuon has

u.benble,mregeures sie now es reasonably
es

,oguiou . nopeuuenu sies6eSed then one pertent due to thte det.sy errot,

; that the floontee De required to make m,,,, ,,, y,,,,y, ,,,,.,3,a,. cohimoto,e dw g .unte.,d location of the,

e eedieska,e
j tarterly eenetancy cheeks to opwe the q g g g g f,, turny to e new specification. It le bued

consiMency of opet6es of the gj,,3,,py f,,g,,, on We lect that. lot individuele who'

|
doetmetry protos. N Camsninhan did A monthly ePot. cheek is requ, ired by reeme most of their red:enon dose from
not ineerpotete th6e suggestaos beoeuse 136.23 of the cwront rupulettone to working erond a wwee in the "off"

;

il 6e not ewwe of any esentine study enewe that the teletherepy unit is gtving ttlen the columetwo will normally
| that shows that such shocks, when made the espected red 6etion does. N et the setting used ist the lost

with owroney eveinable equipment, m following ebenges from sunent treatment.i

j espble of demonas emell but moulemenee hew base mode. Timor Sec#iaa M ass Adesfifie mise ete6pmf cant abanges 6e celibration. eeewecy has been stanned to include selesheropy en/f er room before
Nretare. the Coenminnon has no boele on off errot. The escutory of b4'an*# o 8'eelmenf Pr4ront-to eseume that penodic constancy localisation device hw tegn added.

j checke would necomunty provide Error in either may rescit in incornet N section is needed to require that
incrmed newence of proper opereuon. admitustration of radiation. no licnun uke prompt uuon to redun

esposure rotes in uncontrolled areasSectionEast fullcelibation [" Mg M"p'"I*" that mey be caused by errore in deo6pn
'

- - ~ ~
Full calibraueno are needed to snowe

.>ea me.ewomonie within filieen deyo. wc~i~can a * * err
end snuet neufy the 16eenese in wriung I''N'

that the given does le We same u the of the results of the monthly check, to Section #9N Aaports ofieletheropypretenbod does. N tequired frequency mm the licensee sad the Commins6cn surveys, checAs. spots, andof full calibrettom temune unchanpd met the check resuhe wwe rev6ewed by meeswemente.from that e4 the owront part 36. The toot a quitfied todiv64ual. N Comuniassee
for tunet seawesy hee been clanned to
include on off error.no aceweer of

hee siado e Judgment that a roepense Clnn 68 poknHal fu M8h emp#m

locaheauen deneee that are used to
pened oflose then Afteen deye would be k wwkm and me pubHcimm
unreseenably espose6ve. Improperty inentled teletherepy unite,

peoidea the tenetheropy Pottent has A requirement to ahoek eartain safety the rad 6st6en owvey infonnehon
toen added to menia.se the nok of optome la the teletherapy facility has mquimd by 6 38.664 le neded 4 mm
untatenuomal treediettag healthy tissue. been added. Dees chsehe are moeded te eat teletheropy units have been

,

N functica of mechatueel and seem est niety systems required by propwly instates and are sufhciently
'

electncalinterlocks that m used to
hmst Se d6rectione in which the besse

other sections of the reguleuene are sh6elded to onowe compliance with the
working properly. Ny need not be eEPopure limits of Part 2

con be atmod. and thereby reduce the performed by the quahned teletherapy
|

esposure rete la uncontrolled areas has calibration em Deness that are not
Sect /an #a## me yearinspection.

edeo been added. ne hoonese need no working must promptly repaired la Many liconecos replace teletherspy. longer perform all menwoments with a order to aneure safety 6a the tele $erapy powt*e et five year intervals. Requinns!
'

ethbreted desisnotry eyenom. inetood, facility, la ease of fauwe of the v6 ewing a soechanicalcheck at11w yearthe est breted doo6 metry ersteen need eten, the regulet6en would allow the latervale helps to neewe that the sewee
'

.

! only be used ler one sopressamure
to deelde whether treeamente mashen6en le la good workin6neesurement. and them a rolettve he laterrupted, his would not and wtl1 not ottok in the espeeed{ espeowe rete seenwoment ersten een rel6 eve the liosasse tres the pos6tten.De mechants who endanges

be used to essaplete the salibrouen.This requirement to promptly repair the sowoes and inspects unite een remon
,

( would allow for use of sempster. vnewtes pretenL ne regulat6on would the eowee,laspot the drewercontrolled dee6 metry eyotems that are reguuo that the telethersary un6t not be mechan 6sm. and them install the new
-

j capable of making precies roleuve
need La eene of dew later6eek fallwe powes. More frequent cheche would

'

| messwomente but are est suitable for beemume that to the hh that require poeter tune meer a verymakine abeelste output meeswomeste. protects werbero and to subhc tron todieesteve sowes. Ides freguset shocke
<

; N Commission propeees to allow unnatenuonel leredlehem. )4ewever, the would not be sufneleet to answo thei
16censees to use either the curready Casaminales tarttee assunset as to sentincome proper operettee of the

'

)
required caubrat6pa procedure er e eew

whether addnuenal adsdaletrouve ' empoewe meshenisen. De teentinaation; groesdure that wee recondy publiehod. procedwoe er pemenal empervtalen infonnetten la the record le needed toThe new prosedere le generally would prov6de en essoptable balenee of estebheh wiuen unit wee lampacted.
'

: eeneldered more solentansally rigorous, worker enlety and medleel use needs, when, and by whom.The remetning'

but the '-tos behene that olderr

hdormauenle needed se theprocede p,,v6 des an adequate Section Eds Aed/m/en pumpefor
Commleensa mey determnas that the

,

'

seesours of teletheropy dose rete. iWetherapy/se#/ dies
inspectnee wee of sufhelent depth to*

De empeewe role from a redlooctive * N Consnise6ee has used these newe the health and saloty of workerei newee gese dewe as time proposses mamanum and everese penniesible and the pubha.!

.

|
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Sersione MAAW4A XM46A MaambA nuclut medicme mani,ig pmpone tw
{

.

Aepnemense
33 #J461 seem,el EMJ/4A X800r&&phymcase. nm thme beww

i

-

Eme#6A nWa #f(6/ Demssyend independently arrived et the sonoloemaA combinanen of theoretteel 6ed
I

pruural tratanns tad uponence 4 "Fdo#6 thel wkle ownndy tecepteblo, e *see
he arttune 6deetAed la these month trelains proyen mer tot 611emnomonary to mwe the afe use er -
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i

proteouse of the pubhc health and i| seeses and lesebrehmery sewese. 3 Lase Redeelse Selsey OSea, eefety.The pe
i

. asas sy,mseehesida asan tmeme ser esps w medance of ihne pe,g m,quiremsete and providiesef as.st V6el ehecide, helpy OSeas, is .desee is, g .se i, ,

embeammas ler, ohne h h es ){ mas syvesselehele. asme Tiemmeserapenha.dessen.ud

suom,es,a ,em ,ees ,,,,,, , ,i,, ,,,,,,,pw= a'Waussou and provulaea .pur..u m,,vie,,lemis,w behole, N".

,, ,m a n. m n. ad m ofau j3 ,,,,,,m.m.,,,,,,,,,
j echtemi satee studee6 ehapW epply to appheeste and

un m.ensam etp.se espaese sees.a a._.....een eenweeg saaes tiemagenamenomesenet liemeen oubless to ese partinnen
,

i. w permanen seesphemeesses s openSeetly seaupted.
Esee Tseense ser shapepsees ese of

{ asas emelser meesine esetse hoeshyshesepyesweet | M 4 h mesed.
teshamelmqueensam asen de sphehehele we W (a) No porose ebe5 memidseeum.

3i

l asas storage a esiente and sesse6 '
e

,, , deen,engen,g ,. ,. ,H,e.passess. Ese.; um - -, e y,,mas Tremen s f ld

1 m . unee,
e, sese, d eems . a M, : : ,,s e ese a sea e seweensee

,,g,, gy,,,4,, ,,mgi g,,t-

m
e,ese - ensopi . eas e.es 8,

muheese..s,, ele e,e,,e.e,he e.e ie ,. mal .--e isena *, *e,,e .es .ed e.e.,epiehe, miseen, and esseuse senses. espost. ''" dada = or as Agreement State and
aLlas puesomeen et espesy Isotranset Hart TWelang ist engenommed estartsed as ellowedle peseyeph (b|ef his

S-emenig and Landmem
alert FI'esseems sekeg to e thew me** Atlaevid= u=d=**-e-a-h-

m ,,,u,.e.,e,se mi,is"sa@ *a*n'"8"**
' kin hranagh8 asAPS g::,,,,dtemeg* ,seessnes. . .eal mehreesht.-

i eena r,,ede
i ,e.ee.alle peew. demos .94 the

meterim
,me ,,,.sen , e,i- - - eas is as,te, .de, *e; '.messe,emen. asme vielseems supervleios of an eetherteed user as

.

mass onesel eremuseh and sesos, asase pesetenen et provided te i st.a. ennese psehAnted bya6.aae posesselee of eeresy teseemeene reguhemene eweig persed. Iless es eeneden.

.

.....~.e.. .. .. . .. ..% . . . .._,4., ;,
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1ll 8 Weaaemoa ookseten . (3) A tedlopharmat.eutical or ir.strucuone in Regulatory Guide 10.3mowomome one sepmek *'
radieuon by a toute of 6dmmistretton Revision 3. " Guide for the Preparetion off a) The Commimon hoe submitted the

it.formauon collection reoutremente
other than that latended by the Apphc.etiene for Medical Programe." Apre 6cnbing phyticiaft request for a hcene amendment orcontathed 6n th6e part to the Offtw of

(41 A diagneetec desqe of a renemal may be submitted as an ensinalM6ugement and Budget (OMB) for redtopharmacents.nl dtuerms from the and one oppy La lettet formet.orprosal se required by the peperwork
Reduction Act of IMO (H U.S C. 3801 el

preecnbed dosage by more than 60
(c) An applicou6a for a heente forpertent !

see ). OMB hu opproverthe (5) A therapeuuc desa ofa medlcal ne of byproduct metenel ee
information collecuon tequiremente la radiopharmaceutic.al di pring from the descnbed in i Etoo of this part mot be

|this part under contr9 number 312- preeenbed dosage by more than to made by filing an ongsnal and orie copy1

Ter*Ht: Or of Form NRC-313. For guidance in !
.

(b) The approved informetion (e) A theropeutic radletion done from cornpleting the fona. tefer to the ;

collection requiremente cantained in thle e oested source such that urrere La the tutructione contmoed in Reguletory '

part appet in il nit, n17. nn source cabbrouen.16sne of emposure, and Cuide 14 " Guide for the Preparetion !
36.30lcl. n311bl.135tet E33(b), treatment geometry result la e of Applicatione for Teletheropy
St.httk n utbl. E n E 3Fle H d), calculated total treatment dew 6ffenns Programs." A requeel for a hcense
38.90(el. 38.8 tle). E&a(c). Ett (d). (el, from the flati preseHbod total treatment ..,ng eni o, ,,newal may be .

'
(3), and (t). Ett. 38.08, 35.79(3). HJe(f), dose mese thea 30 poroset, submitted as an enganal and one copy la 1

',

| Ettlbk E30elcl. BLMt. MJtt. nuclear messene serv 6ce" neuer forenet.'

35 tostb). neos. 34 4to(bl. M aos. Rete, mune the tronoportation and medical IdI Aa APP 16 cant shall mal the
MMitel. 36 430(c). EN3ts). E483 (e), use of byproduct material completed tw|not to $ rooted below, +

,

and (j), 36.M11t). 35.H3(c). EM3(c). " Output"means the esposure rete; (1)!!the applicant to e Federal agency
35 M4. and 4446tc). dou rete, or e quanuty related in e in Region I or to located in Connecticut.

-

) 3614 Dehmens' haown manner to these rates frora e the Dietnct of Columbts. Delewere.
,

;

" Agreement State" means any State telethorapy unit for a specified set of Maine. Massachuwne. New |wwy.,

with which the Comminton or the
expose,e condluona. Pennsylvania, or Vermont. It ehell mail

,

,

i Atomic F.norgy Commimon het entwed "Phymcian" means a medical doctor or douver the completed opplication
i into en effecuve egrwment under or doctor of osteopathy licennd by.e form to U1 Nuctur Regulatory
l subsection 274b of the Atomic F.nergy

State or Territory of the United States, Commlulon. Region L Metenal.

Act ofInn as amended. the District of Columbna. or the 1.icoutng. 431 Park Avenue. King of
"AL8JLA" means se low at Commonwealth of Puerte he to Prussia. nnaeylvente steos,

reasonably achievable. presenbe druge la the proouco of (3)if the applicant is e Federsiagency
medio6me."Aree of coe" means a portion of a La Region D or le loosted la Virgmia.

phyelcal structure that has been not "Podletnat" means as individal Wut Virs ata. Puerto Ries, or the Virgiai

licensed by a State or Territory of the talands,it shall mail or deliver the
*

pide for the pu se of receivms, valng. United States, the District of Columbia, completed application form to UA

,

,

or stones b uct metenal
"Authonsed user" means a physician, or the Commonwealth of Puerto Rico to Nucjoet Regulatory Commiaanoa. Region

dentist. or podletriot who to identified as practice podiatry on hainana. !L Meterial L'. enems Section. tot
en authonted user on a Commlulos or

"Quahfled teletherapy calibration Martette Street. Suite 3800. Atlanta,
Agreement State license that authontes emput" means the individual identifled Georgte 30323.
the medical use of byproduct material. as the quhfied teletherapy calibration

Denuet means an Individual empert on a Commission hcene, (3) !! the applicant le e Federal egency

licemed by a State or Terntory of the "Radiatlos Safety Officer" means the in Region 10 or le loosted La 111Lnote.

Uruted StMee. the District of Columbia. ladividualideauAed as the Radiation
ladiana. Iowa. Michigan. Minnesota,

or the Commonwealth of Puerto Rico to
Safety Omeer on a Commlesion lloones. Missourt. OMo. or Wisconsin. It shall

" Sealed sourcs" moose any byproduct mall or deliver the completed
procuce dent 6stry on humane, matenalthat to emessedla e oepoule appliesties fo,e to US Nualear

* Management seeses the oldof Regulatory r%=='aa'aa R 1H.
i

aseoudn omar. gange d a yo, mat leakage or seespo of Mennel UwneW Sween,
*

"Mahoniinstitenen, means en the bypredest metanaL
"Viet notherteed esor" means am Roseevelt Road. Clos Ellya. Illisono

trganteauen la wh6ek several seedical 40137*ou user who le not identifled ondisciplines are proouced-
W If the appheant la e FedeM agenc

" Medical use" means the latenetional the lloones of the host.
la Region IV or le located in Oklahoma,y

internal or enternal administretion of 9 E 18 Asemassenseresanen, Montena. South Dakota, or Wyeming. Itbyprodnet meunal. or the todieuse amenement, or rensuuk shau mail or deliver the completedtherefrose, to humas beinse la the (e) For use sited la e modnesi application form to US Nealear
precues of medlsias in accordanes with laeutution, only the ineutuuon's Regulatory Cosamlesion. Reg 60s IV,

',

e license leased by a State or Terruory management may apply. For use not Meterial Lloonsing Section, ett Ryanof the United States, the District of etted no a medical lastitution, any person Plate Dnve. Suite 1000. Arlington. TexasColumbia, or the Conunoewealth of may apply. 79t't1.
Puerm fues. (b) An appliest6en for a lleones for 18)If the opplicant le a Federal esency"Misedministrouon" means the * medical use of byprodest meter 6al ao la Region V or le located in Alaska,admintotretion of: described la il 35.1006 3&JDil 38.30s. Hewett, or Cuem. It ohnu mail or deliver(1) A rednopharmaceuties) or 38.e00, and E30D of this part must be the ocenpleted appliceuen form to U1redlauca from e sealed source other made by fillag en original and one copy Nuclear Herulatory Commiselon. Regionthan the one intended; of Form NRC. 313. "Appussuon for V. Material Ucensing Section. late(21 A radio &wutical or Materiale 1.loones." For guidanes la Mane Lane. Suite yte, Weinut Creek.radiation to the wrong patient; complettag the form, refer to the Cohfornte 9490s.

'

.

. 1MS.D Wh * * ** * **
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1' g3y30 ;

i
(e)If the apphcant is loseled in a 136.30 tressas opengsmana, ) 88.31 heemeen asesey 9meer. }State. terntory, et poseeeston that is not The Coswaleolos may, opea (e) A beensee shall oppoint a {mentioned in patsymphe 14) (1) erough opphootion of any tatweewd pwoon or Redienen Safety Omoor responsible for

i(5) of due secuen,it eben:
upon its own initieuve.yset such implemenang the redist6en safetym Man the waphe appuneuen emetapuone from the repaksame in tha The unnen,ihmuch the j

forvr,le the Director.Olhoe of Nuclear part as it deterenisse are wthorised by uen Safety Omoor, ehed ensure :Meter 6al Safety and "? ; i.;,. U.S. Iow and will not endanger his er that rediation safety seWvites are bems iNucles: Rogdetery Casnmhee6en, property or the common defense and performed la seewdanse with approved ;Washington, DC 30688 or eeounty and are othewsoe la the public 3:rosedwee and reguletary toquarements ;

foren)to the Cosnakeben omsee at:it Dahver the cosmpleted apphoot6en
Internt, la the dady operouse of the beensee's i

(f)1P17 H Street NW., Washmpton, tutpart N A m ewes ## # # byprodusit saatenal propen. t

DC, or Reguiremente lb) m Radiat6en Sofety Omcor shall: j(1)laveettgets evereupoewes,
(ill rett Eastern Awove, Silver taaJe ALA na prope n j Q ine 1

owha iSPnh8 MarMA-
e Reek medieelinstitutica liconeosak(a] implement a proyen a maintain

m,,

and diessenna, and other devleuens from !| Ett usense amenemones,
approved redieuen safety practice and I

A lleonese shaR spply for and must implement normeen assume to !,g,,, g,, gy* * * " " k achlevebla,
'''m um u - bgrod- mi-d andimp

,le, and ,,osedu,oe ,lement writtenm re e.u,
ga,,.e.o rome.of* * * c e.on,e,, , m ^u*e,, ,wa~ d !

,ren', e7c'omet:"2".o*r"' o,. .

*,
| this part;

(b) Before it permite anyone, essept a
Omcor, sail aH euthorised usere mut,

visiting authonsed user deersbod in pruciple la the estebushment, eesivtag and opening packages of
i

( l 36.M. to work as an authensed user
implementation, and operouon of the

byprodwt seettinah

{ wider the Deense: propen w mguired by ee resdatene (iU) Stenas byproduct motoriah I

(iv) %g u hvwwy murd M }or requested by the Radiation Safety byprodw meur6d: ;le! More it changes Redletion Safety Cosunittu.
;

Officers or Quallfled Teletherepy
; Calibrauon Emperts: (g) N preysse must laelude sa (v) Uelag byproduct material safely; i

(vi) Taking emergency action if iannual rev6,w by the Resust6en Safety consol W byproduct metatal h loet:
i(d) Before it receives by Comunitte and amouma end a mese d me . product by,,odus,e of the useoesu,e.nts of [vu) Perfonanas penosus rediationsae. m end .

authoneed on dw license: and does repene er aussannen, and ,,
esaua educemen and training for all (v6u) Perforadas cheeke W survey .lac (e) Before it adde to er abanges the f

eues orlocauone of use er maules who work with er la the Instrumente and other safety equirment: i
addeves ideauAed on the lloones. vietattg of b material.The (W)Dupons d byprWW meund: '

-

d * * " " " " * * * * * ' ts)Treinlas paresanel who work in or *

7*dal* ada mer *****ble
Inu - fre wat w** wh !.e.m a ed,m byproductA !!censee shell nottfy the

effort to malatain ladtv6 dual and
eine4;

Commineien by letter within thirty doye collective eseupational done es low as (s!) Keeplag e
i

when an authorised user Redietion reporte required hof allrecorde endCommmelon
Safety Omcor, or Quahfied Teletherapy

someomably soldevable, taking late r

account the state of t# n's, and the regulatleas, a copy of these regulations * !

Cahbration y. Apert. permanently cost of";Vemente in relation to a copy of eachliconelas request and !
discontmues performance of duties beneftta- uoenn and amedments, ad k

,

under the license. it shall mail the report (c A tiesasse shall retain a written writtes policy and procedwee required
to the appropnote addrone identifled la dms)eipose of k ALARA proyese fw

,

by the repdedans.
IEn

the deseles of the linease. The wetties
p)Fw m dhd w w Me mehed -

tas.as usenseseemense, deempeen mustlastede g ,g,,ge,3, ,,dien,p,,,, '

rediesen proyen ebasses with
& Commission shallleeue a license g,gYi .,Yg b edHe end wesent dmanagreent"

e.g ,gfor the medical we of byproduct
matenal for a term of five years if: oseupeenal daies u low as reasomeWy (4) pg,meageal use et a medicalschkvablet(e) The applicant has filed Fena NRC-
313 "Appliceuen for Materiale License" (t) A requirement that the Radletten lnotitueen, assist the Radioson Safety

la scoordance with the lastructions la
,elety OIRear brief managemeest enes Committee in tim performance ofits

dotgee,

lEn each year en ee byproduct meterial
propen: 634.30 ReeseentesserGeesumese.(b)The apphoemt has pand any pl Pereensel exposure lavestigenenal Eneb medleal needtseen liesmose shall iopplicable fee as provided la Part 1Fs of levels that when enesoded, willlaitiate establish e Radiaties Safety Commuttee 'ithis chaptert
am navesnestles by the Radleton Safety to oversee the see of b

(ellho Comaniselon finds the Olbeer of the cause of the espesures and meteriaL *==g====*yprodnet (
may establishapphonal ogwpped and censmitted te

lev (41 Peroommel espesure lavestigatiemal more thes one assunittee to meet these[observe the safety standarde els that, when eneseded, wulinitiek responsibulttee.
.estabilehed by ee Cosamlaama let the a prompt lavestigenen by the Radienen (a) Each Ceaunittee must meet the |protocuon of the publ6c hea.th and Safety Otheer of the enese of the fouewing admialstrative requirements: 4esfetyt and supesure and a esselderation of actions (1) Membership most oomalet of at(d)1%e oppucant men h ht salght be taken to reduos the least three ladividuale and must includerequiremente of Part 30 of this chapter, probabdity or recurrence, an authertend user of each type of use ;

,

,

!
l

.

vees I w s.e4 espee m e g __,,,gy..
_

g 4 , , , , ,
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; permitted by the lievooe, the itsetetton

leve)s for secupet6enal dose that. when(8 E.stablish a teWe of inveensettesal(b) Mobile nuclear tar $ctne eersicej 5efety Officot, e repressatawve of the l
licensees shall retain for the duretion cfj nursing memce, and a representadve of esceeded, wiu inauste seveengettone semce e letter signed by the

3 management who to neuhet en
and comendeemuena of scuos by the management of seeh locerton where .suthorised per not e Redlense Safety Radieuos Safety QSees, semcoe we rendered that outbonses |

|

Omcar. Other members mer be included
se the hmnete deems appropriela. 1 38.38 ter aumerny and un of byprodus metenet

(2) The Committee must meet a least "'*"*"'" " #en8888e6 6 36.30 ==== = cowy pocreequrterly. (e) A hcenaes shaB prwule the eneages.
13)To estabbot a georum and to Redieuon Safwy Officer, and at e ,

le| A hcenese may skonge the '
conduct buennwe, one-half of the

medicalIrwtitutloa the Radietton SafetF radieuse safety procedoes andCommittee's ir.embership must be Committee, summent authenty and.} present, tricluding the Radiauon Safe *y oraanisational freedom to:
equipment M m med to mW '

Offiur and the managetaent's 11) Identtfy redieuon safety problems: regulatory requirements and that wm i
'

representauve. 2)Intuate, recommend, or provide duer%d ter the appucebon for ucense.
;

3 (4) The minutes of each Radlauos oo'uuena and renewal or amendment The hoensee
3

(3) Verdy *=P a-***'= sd seletonsa may also recean, no. and store hcomedSafety Comsuttee meetag must include:

{' Li) The date of the moeung (b) A heensee chau estehheh in matenal(neopt telwhmpy nearon)la -

l i

(ll)) Membwe obsenthl Membero presentwriting the sechannes. deales, wone of une em wem met idenhSed la I3

j liv) Summary of deliberatione and responsibilises, and radiation safety h appucesos la Beenee. renewel, er
|

I tt

, ,,,g,,,g,
activtues of the Radstaan Safety

discunnione: ai

Omcer, and et a nosealineutudos the N A bconom shaU m am for es !

;"d ' * *I* ' " ' '$a o al be lots ednurne c cha The cord uet ude he(vil AL.aJLA program reviews i 36.34 Wang numenaud user. effective date of the change e copy of
desenbed in i 38.30lbif21. (a) A liceasse may permit any violtina the old and new rededon safMy j15) The Committee must pmvide each authonsed user to see boensed matenal procedurse, equipment desertptione, or
member with a copy of the mwnns for medical use inder the tenas of b aree Aoor plans, the reason for the i

mmutes, and retain one copy for the beeneee's hcense for staty days each change. a sammuy of radiatios safety! daretion of the lleenee. year if: matters that were considered before
(b) To ovmee un see of bcensed (1)The vialuas authensed meer has making the change. the signature of bI matenal b Committw must the prior wnties passa6eenes of the Redisuos Safety Omcor, and the

,
'

(1) Se responsible for monttonne the beensee's management and,if the use signatures of the affected authonsed i.

institutional program to maintain occure on behalf of as instituuma, the usere and of management or. La a ,

individual and collocuve dosee as low inoutudon's Radiation Safety mediaalineetettoa. the Radiation Safety !ce reasonably achievable: Committes Committee's chantman and the(:| Review, on the basis of ufery and (2) The beensee Yao a cqpy of a managemet repmentative,with regard to the trsunn and Comal**1= at Apeement State License
eapenence standards in ubpartIof thle that identiSee the visidag uthorised ,1,38.37 n e w e,,oneropes Wpart and approve or diospprove any user by name as as authortsed user for s ,,,,ey,,, , ,

indnidul who is to be listed as en medical use: ang (a When a inisadministration '

authonted voet, the Radttuon Salety (3) Only those pmeeduees for which into me any thmpy procedure. b
'

,

Officer. or Quhfied Teletherepy the vistung authoneed user is licensee shall notify by telephone the
i

Cahbration F.xpert before submitting a specifically authommed by a Coeunisolos appropnote ffRC Regional Office listed
'

lleense opphtation or request for or Agreement State beense are in APPendia D of part 30 of this chapter. ;amendment or renewah performed by that leeMdual
The 16censee shall eleo noptthe(3) Review on the basis of safety and (b) A liosasse need met apply for a mierenas physeman of the octed ,

approve or disapprove endi preposed !!oenes =+ la esder to psemit a pedest and the patent er a mopoanMemethod of use of byproduct maternak visiting autherland user to ese heemseg minun (or guardan), unless Llw 1

(4) Review on the bene of safety, and
maternal as desenbod in paragraph (a) of NI'' ring physistaa agrees to laform the

-

approve with the advios and coneemt of this secties. P.tient or beneves, based as medicalthe Radiation Safety Omcor and the
mensgement representative, er the(c) A !!consee shall retala copies ofJudgment, that telling the patient or the

recorde speci8ed la this section fe, petwnt e reponsible miaun (ordtsapprove procedures and sediathan
sifety program two years aner the visiting authwised guardian) woeld be harmful to one or

- (5) Review quart , with h user s last use ofllosased mater 6al the othw. rwpostinly. These
unlow h WWeas neerteed user hu not fleetione must be made withia 24asetetence of the Red stion Safety
been Usted as an autherteed new on the hours after the licensee discovers b ,

Omcer, occupettonal radiation exposure Licene,e o licones, minedministrouon.lf the referring
.i

records of all personnel working with physiciati, pottent, or the peuent'sbyproduct mater 6al: I as.as thanas musesse muelsmo serseen roeponsible telattee or guardian cannot(6) Review quarterly, with the esmessoso m eagerenenes
be reached withia 24 hours, the lleensee.i* euleanoe of the Radietion Safety (e) The hw w6s onlylicense shall notify them os soon as procucable.! Officer, allino6dente involvtes mobile emelser medane service la The lleonese le not toquired to settfy the

,

byproduct metenet with twpect to accordance with Subparte D. E and H of patient or the patient's toepoesiblecause and subsequent actions teksaa this part and | 3L11 of thne chapter to relative or guardian withoet Areti

(T) Review annually, with h serve cheate who do not have a consultin
'

essionance of h Rosetnos Safory Commlae6en er Agreement State lisense however,g the refernne phyo6cten:the liconese shau not delayOmoor, the byprodnat metenal propreau for the motoriale heted la those medical care for the petsent beoeuse ofcnd >

Subparte, this.

.

'

b

.
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| [b) Within in doye efter en initial (2) Review the wporvind indivient's ( ) Tut each dow calibrator for itherapy mindminusepouon report to su el bypteduct snetwiel and ee
NRC, the licemoe shou report. 6n . recorde kept to reflut One use: .ennueUy thereafter by assaying et least

i

eccuracy upon instelletion and et leset |
writing, to the NRC Regional Office (1) Regutre to authonted wet to be two weled souttee conteirung different . Iintually telephoned and to the referring immedletely eve 61eble by telephone to radionuclides whose activity the

.

! ph)eician, and furnish a copy of the the supervised individush and
manufacturer hee determined within 8 i

{ tepart to the petient or the patient's
oble)to be phyolosuy present and(4 Require b outhensed uset to bepercent ofits stated activity, whow (

! toeponsible tele ttve (or guardian) if
either wee previously nottfkd by h available to the supervised individual

radium 423 and to microcunes for any
activity is et leest to microcunes for j

i

licensee under paragraph (elof ele
on one hour's not6ee.De supervising other photon.emitung radionuc.hde. andnction. The wnnen report must Laclude

the licensee's name: the refemns
sueonted user need not be present lot

phyonsisa's name; e bnef desenpuen of enh we of bypteduct metenal.
et least one of which has a principal ;

the event the effect on the patient: the (b) Require me supervloed individual
photon energy between 100 kev end 6% )
heV

{) ection taken to prevent tocurrencat receivms, poseseeing. ustng or
(3) Tut each does calibrator for

j
whether the beensee informed the

tronalomns byproduct metenal undet lineenty upon (notelleuen and at Inst ;

l 38.t(b) to: ,

! patient et the ponent's tosponsible
(1) rollow h instructions of et

quwterly eereafter over the range of its ti tonetive ter guardles), and if not why superv6elag authensed usert
be adann6etesed and 13 an6erocur6ee: and !

use between the highest doosse that will ii not The toport must not include the
by(2) Follow the preesdures sonabliebed(4) Test seek does enlibretor forI pat 6ent's name er other laformeuen thel

the Reeseen Sology 086eset and geometry dependones upon lastelletion i

i

could lead to identification of the,

Petient.
(3) Comply wie the

lemone of this over the rence of volumn and volume !
(c) When a steadministration

put and es licones tiens with configuradone for which it will be vnd. i
involves a diesnostic procedura, the rupect to the we of byptoduct metwiel. The ucenm shall kup a record of thte
hcensee 6 hell notify,in writing the Isg.es tuopas* int for the duronon of the use of the

,

relemns phymcien and the appropriate A licenne may une for medical use dow cohbretor,
NRC Regional Office hated la Appendis onlyt (c) A licensee ehd sko perform

,

t

D of Port 30 of thle chapter. I.lconesea

labe) led, packsped, and distributed in(e Bypteduct material manufactured *
appropriate checke end teste requiredj toports of diagnoeut in6eedminnetretiene

*

by this escuan follewing adjuounent or !ett due wth 10 doye efter the end of4

!
the calender quartere (defined by accordance with a license teamed repott of the dose cohbretor, i

,

pursuant to the regulatione la port 30 (d) A !!censee shall mothematically [
h4erth, luno, September and December) * and i 3333,3173, or 33J4 of thle correct d toedings for any '

j ,ta which they occur.These wntten
tePorte must include the licenece's

che ter or the egulveleet regulettone of geometry neanty error that nceede -

en tStatet to percent if the dosepe is greater than
,

! name: the retomas physionen e name: e (b) eagent kite that have been 10 microcunes and shall repair or !'j doecnpuon of es event We efloot en
manufactured. leboled, peekaged, and repleos the does estibretor if the

h peueert and We action ukes to,

| prevent teourtence.De toport sheed dietnbuted le seeerdemos with sa accurecy or constancy error exceeds 10
approval by the a==i=='a= pursuant to g,c

!, not include the petient a name or other i3 liconese shall totala e tocord ofmi-mouon esicoad iew ie e,.1J3 or en Ayeomen,t State underouh check med test mutrod by this !sioni 'euene o, $e) idendom a as ,emt. ,,e,,,m"p,see,,,e,mecedosisf. eg,,fggy,i=g;cyd :

| (d) T.sch hcensee shall totein for ten ,

yurs a tword of nch medical use: and ,8

minedministreuen The record must (c) Telethetery purew manufactured E*'*8'*P ' I g,". "8
'

8

contata the nemee of d individale and distributed la accordance with a " ' " * " " " * '
,

license leeued pursuant to Port 30 of this

co.a.ed==*e*e-ee#78"P, * 'f*"'Ib"'"'
' % "g,g '

l |"an"# eC.e,o,o*e
I

,suant.and .e n "" 1 **ee nT;e m*ttg-d-' "8"""~ d ""! r t ma-u
,euent fe,on

physises), the potlant's nooiel sec,untySubsert 0-eeneralfeelenteel of es sheek, se eeuwy meso. * daie
.

,
ured, andnumber, e bnet dese6pties of the event, fleguiremonte esintualeof eslee M W

,

'' * " " * ", p 13s.33 pem use, som and,

,

ew eenmier ope)(a),ose edb,si
!

t themodel! ie) Aelde ,,em e , ,e g . see st e-a-se-e. '

l requireisent, nothing ta this section shall (a) A medieel use liosaaes notherteed the modelsad eenalmusnber of nch
-

effect any ttshts or debes of liconesee to adelaister resophennecoeucale pource used and the identi of the ;
and phye6elene to telet6on to each other, ehd how la tu posseseles a due mWenuotide wateined la sourw

,

patiente, or teopensible teletives (or calibutor and use it w snessum W . and its wuWy, se dem W h two seguardene). emount of estivity adelaistered le each results of the teet, and the signelure of
,'

-

I86.38 Supervtalen. patient. the Radietten Safety Offleer:
-

(b) A16comese shall: (3) For peregraph (b)(3), the modelA licensee who perinite the receipt. (1) Cheek enek does enlibroter for and model number of the does enlibretor,
,

possession. us, or transfer of byproduct osasteney with e domested sheek
the enloulated estivittee, the measuredmetertal by en ladiv6dul under the source et the beginalag of seek day of ettivillee, the dele of the test, and thesupervtales of en authensed user se use. To sedefy the requirement of this signature of the Radiation Safety

'

ellowed by I 35.2(b) sheth peregraph, the eteek must be done on e Offleest and
>

to)(111nottuct he empervised i
Individal in the principles of redietion frequently used setting with a seeied (4) For peregraph (b)(4) the model
selety appropriate to that individual's source of not less then it mierecur6ee of and eertal number of the does calibretor,
use of byproduct metenal: radium. tat er 30 mieresunes of any the codsuretion of the sourceother photen esalyttag radionuclide, measured, the activity meuvred for

:

_,,,,_,,_ , _ .. .. .., .- - ~

|
t

. _ _ _- _ - , - . - , - . , _,__ ,., _ -- - _ _ _ . . . . - - - * - _ . - - - - - _ -
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est.h volume mmwed. the does of the radionuchde te twtfy ht the dopse (c) To utisfy the leak test
!test. nr.d the eehatwo of the Radleuse does not onceed 10 m6erecur en;

recuireinants of th4 esct6aa. the liconessSafety O!! aces.
(el Retaba e record of the must: ;

;measuromonte required by this sectiong,s=, =m- ~ ~a - io, t.o yea,s. To neu.,, we (1) Take a wipe sem !,eoed ,on,te o, i,em .ane fres,'t thee ,w s.ee a .e
(a) A lloonoce shall calibrote the mquirement. the record out acatale

device in which the sealed sowce te
{
1

the:owvey instrumente tseed to show mounted or stored on wh6eb radioacute(1) Ceneric n '

compliance with thte pan before hrrt abrevisues of.aana, trede name, w contasmauen might be espected te '-

use, annually, and following repelt. e resopharmaceutacal, accumulate or wash the sowee in a i
(b) To estigfy the requiremente of 6ts tot number, and emptrapon deles and small volume of detergaat solvtlon and

ithe radionuthde - *

["eregraph (el of this section, the (t) Petient's name and ideauficauen
treat the eartre volume as the 6arnple:

**** * *Lh (t) Take the telethersphy ocurce test
(1) Cahbrete all scale readings up to number if one has been asolpeed; sample when the powce le in the "off"

20 mimrowtyne pw hour with a h(3) p,,eenbod douce and activity of pea 4uon: r.nd ?

doense at the time of mouwesenta (3) Menure the semple so that the !

that be ca ed

!.
(,,C _ p ,n.e e. .a 4) to tud - h son-e

Lasownset the apparent eigneese rete
rmede tw two yeam,''!%e twwde mustI#I ^ I!****** *b"U''*I" I'*b"8' '"'I free e ded6ested cheek oowse as s(g)latenle of de indv6 dual who made

deternmed et the time of calibrenon, t'

contain the model number, and senal
and the dew of calibrouen. I as.es aumenessen ter seehressa se number tf assigned, of ecch ocursetc) To satufy the requirements of reemnee seween, tested, the identity of each source Iparagraph (b) of this section, the
heensee shalk

Any person authortaed by 6 34J for radienuchde and lie estirneled activtry,2

} medical use of byproduct mater 6al s.ey the mesowed acurity of each teet(1) Comider a point se calibreted L! ;*

receive, possess, and use the following sample expmosed la microcwies, ethe indicated empoows rete differs from;

byproduct matonal for check, desonption of the method used toI the calculated expoew, rete by not cabbrelloa. and reference use: measure each test sample, the date of
,

j more than 10 percent and
(a) Sealed sources manufutured and the test, and the signature of the(tl Counder a pomt to cohbreted il distributed by a peroom liceued Red;stion Safety OIReer.

ii

the indicated exposure rete differs from
the calculated expoews role by not

pursuant to i 3M4 of this chapter or (e)If the leakage test reveals the
equivalent Ayeoment State regulattene presence of 0.00g miseeusie or more of ,

.

, more than 20 percent nf a correction
and that de not anteed 3 muhounes removable sentaminamen, the lleensee

'*

{ chart or proph to consp6cuously attached tech:
sheth

*
'

to the instewoont. .

(b) Aar byproduct material hated la (1)Immediately withdrew the sealedI

(d) A heenese shall check ouh owver il 43.100 or 36.300 with a half hfe notsource frosa use and store it lai

instrument for proper operetion with the longer than W days is nadiv6 dual
accordanes with the requDemente ini dedicated check sowee before sad after amounto not to exceed 18 adhouries: Parte ao and 30 of tide chapter: and

i

each use. The beenese le not re
{ keep records of these checke. quired to (c) Any byproduct matenal tiend La
,

lea (t) File e report within five days of theIl 38.100 or 35.200 with a h41!4fe longer kage test with the apprepnate
cf(each calibrenon required lae) The ucensee shou retala a recordthan 100 days la tadividual announte not Nuclear Requietary Commiessen

i

|
to exceed 200 microcunes each: andparagraph (a) of this section for two

(4'.) Technetium-anen in tndividual
Regional Orflee hoted la Appendia D of
Part 20 of this chapter, with a copy toyears. Te 6ettsfy the requiremente of this amounto not to asesed 30 adhcuries.
Director of.laspecelen and Enferesseemt.peregmph, the enord mast Lacluds ,

(1) A doesnpuon of the c416breties |St.se m tw paeseemen W U.S. Nuclear R tory Commiss6on.
pmeedwu and ***** W *" N '"*" Washlagese. Ents, the

(Il A deertption of the sewee imod (e) A l'ammaag lya equipasst tavelved, the test and
sealed eswee er __ba af safN* esiese taken. '

i

and the armaed exposee estes from the apy souse
sowee, and the rates t alicated by the shall follow the rediat6on oefery and g,y g gg,,,,,, ,,,g ,,, ,,,,,,, ,
instrument bo6as cabbreted the headhas lasnostions empphed try the . leakap mm se h foueweg surus
oormenos festore deduesd from th, manufactume, and eheil maletale the ,f,),3,,,Q % gy,,,4,,,cellbroues data, sad the signature of the instrocuses far the dwettes of monese ' . 3 , g,, ,
individual who posformed the uw to e lepble form esemenlaat to uness. gF"
.g;h,,gge, (b) A 11a=amaa la & of a (2) Soerose contatsdag saly bypredest

sealed sewee eben: restertale se e sea6 36.58 thesewomose et (1) Test the sewee let leakage bedore (3) Sowen containing 100 miesewiesressanormeneuses assagen,
lie first see unless the licensee has a of less of bete or gammae-raittingAlicensee shalk eerufbeste from the suppuer nadleenes metenal or to microsw6es er leap of(a) Assey before mediosi use the
ht the sowee wee tested withis eta alphe emitting mateslaknuvnty of each redlophannaessuon! months before transler to ahe fiammaa- (4) Sowese stored and met being used,

*

dosage that aestains more than 10 and
encreewlee of a photea eenitting (t) Test the saares la'rleakage at

'!%e lleonese shall, bewever, test eesh '

such sowee let leakage before any uneredleauchde:
latervale met le eassed e6a monthe er na or trenefer eniese la has besa leakage-(b) Anney before medicaluse the other intervale appresed b

ocurity of each radio toeutical Commananas er ne ? n y the tested wttida sia months before the date
r State and of une er temmelen anddoense with a sourity of 10 described la the leder brossues that (8) Seeds ofindlem.ise oneseed istiersonnes er less of a photon emitting accompsales the eseres. nylon nbben..

i

h.
... , , , , , . . , , , , , _ . . . . . . . . . . . . - - - ~ ~ ~ ~ ~ - ~ - ~ '

_ . _ _._,. . . , . _ . . . . . _ . - _ . . _ _ _ . _ _ _ _ . . _ _ _ . _ _ . _ _ _ _ _ _ _ _ . _ .____.._ ______ _ . _ _ . _ . . . _ _ _ _ _ . _ . - _ _ _ _ ._



_ _ _ _ _ . _ _ . _ _ _ _ _ _ _ _ __ - _ ____ _ _ _ - _- _ _ - - - - - - -

I
I

Federal Registee / Vol $0 No.14d / Triday, July 26. 1948 / Proposed Rules
30641 !

y

j

{t m A weoes a pme.e,on of a i n.r. w.e.etw - e e m a s . m ,,,is $e ,e.en,i,iees
. . . . ., .,.m

1 sealed souru or broc.hytherapy eeurce ma**at mehenen upmveta. ,

thto 30 millicunn. [

i

] shall conduct e quarterly physical (a) A licensee shall survey with a low (b) A Ilcopee may not authertoe, inventory of 40 ouch tources na its rang survey meet et the end of eeth releue tres confinement for medical; possession. ne hceosse shaU retaan day of we all arm where care of any peuent adm6n Herod aj
toch inventory record foi five yure. De radiopharmacevucale ate routtM!y permanent implant anal the e apoewe !; inventory reeerde met tenuta the prepwed for we or edmmtetmd. reto from the peuent is less then e Ij
model number of etc.h source. and senal

J number af one has bwn poignet ne (b) A heerme shall survey with a low mithroentgene por hrse et e 6etence of I
: idenury of etc.h sourc4 radionuclide and range eurvey meter et Imt once puh one meter. [week all u,w whm"

sie asumeled activity, the lacetion of radiophumeceuticale e, I tem makes numer momete emme n
: euh source, and the egnetwo of the t

i Rediet om Safety Ofnc.er. redf opharmaceutical weste le stored " * " " * " * " "
k

{ (h) A Econ 6es in posaunica of a (c) A licemee shau conduct the A bconeee providing mobile nuclear
t

< suneye required by pmpophe (a) and aredlotu service shalt: ;

I
enled source or brechytherepy sourse

(b) of $1e seenom se se to be able to o}e) Transport to each loest6en of use
i

I
shall survey with a low range survey measure espoowe rates se low as ILt y synnsee or viele oostamag imeter quarterly all arvae where euc.h malhroenissa p r how, prepared rediepLanneceutneale: ?

3 sources are Mored.his does not apply
(d) A licensee shau semblish mdistion (b) Brhe late each leeshan of use all I{ 2 kleempy wwsn tn kle$erephy empoem mm anon Imle for se bramduct metanal W be used andi wute w esawd wwow la disonnus ow ye i,od by peepephe (a) ud bTe m twytag, reeww aH unseed |

j devices.

(i) A !!censee shall retain a ruord of
(b) of this esct6en and shau require that byproduct mownal and 60 awociewdd

esch survey required in paragraph b) of the indvidul performma the survey waste;j *

this section for two years.De reco(rd immediately moufy the Radiatios Safety (c) SecWe se keep under conetont !|

must include the date of the sWvey, a Off cer af an empoew, rete exceeds an survettlance and immediate control all
,! plan of each area that was surveyed the

rscuon level. byproduct meterial when in transit or et i.

enessured esposure rete et several (e) A hoenm gay owyey for a locauon of use: Ii

! pointe in each arte exprened La removable contaminsuon once each (d) Check owwy instrwnente and k
j millirem per hour, the model numbo' wwk aD arm whm dou calibrotore se doonbod la il 38.50 L

{ end serial number of the survey todiopharmaceuticale are routinely and 36.81, and check all other
!

instrument pod to mee the survey, and prepared for use. edmarotered, or transported equipment far proper ;i

stated. function before assoal use et each Ij the signature of the Radietton Safety
i UUC"' g 4 y,,,,,*AaB amduct the location of ussi !
! owveye required by paropoph (e) of thle (e) Carry a entibreted a meter la !.l36.as synnessmosen. sect 6on se as to be able to detect each vehtele that le botas to !!

(a) A license h
m,... u . . .e c. au kwpAyr.inges that contaminence on och wipe comple of tunspon bypedum metenal, and

ii
'#

- 300 dismtepeuena per minute. before leeves e allest loestion of use.| Edma'rIsterEdYnYrIdY[tio'deId..
'

~ (3) A licenm shaU nteblish ourwy all resopharmaceut6 cal woes of
j (b) A licensee shall require euh removable contaminauon action levele . use with a low range survey meter le ;individual who prepares a for the surveye required by paragraph ensure that all ro6epharmasent6eale

redlopharmaceutical kit to use e syringe [e) of this section and shall require that and all onosisted weste have been
;
$

I

radieuen shield and shall require wch the inWvidual performing the survey removed;
i Individual who admmtetere e immediately notify the Redletion Safety (f) Retala e record of each survey i

,

!

radiopharmaceutical by infection to uw Officer il corttaminenon exceeds the toquired is parepeph (e) of this section ;e syrmee radiotion shield untoso the use action level. for two yeare.De record must include -

!
of the artield le contreindicated for that (h) A licensee shall retain a rword of the date of the owvey, a plea of each

!' injecuan. uch a for two yurs. De record ares that wee surveyed the moneured
must lael the dote of the survey, a empoewe rete at several potete la each| 33w41 viel asemies- plan of seek stos surwyod, the action area of use espressed la milures perA16eenew Aan require mah level established for each area, the hour, the model member of the

iindiv6 dual propanns or handung a v6al meeswed exposure rete et several Lastrument used to make the servey, nadthat containe e redlophennaceut6 cal to potate la each aree empressed la the laitiale of the ladv6 dual who
';

keep the v6alin a viel radiation th6 eld. millitem per how or dietniepetione per perforseed the servey,
.

i as.ag pynny temen* minute, tne model number of the
intrument used te make the swvey or I8"#8 8'*"# '' "**'' *"8 8"***

A licensee shau consp6evously label analyse the sempics tad the inihele of A licensee shed etero voletdoeach syrmge, or eynnge redissen shield
that conta6ne a synnge with a

the 6ndv6dul who perforned the radiophannasest6eals and redenstive
,

survey, poses la e fwee heed or la e oesteiner
!redlopharmaceshcal, with the

radiopharmaceutical's ebbrevletloa er iSSM noteen W posses eenmeeng with two barnere apelnet roleese.'*
S

'

with the type of diegneene erudy or mewnermeasumme er pennenom M ,-_
therepy procedwo to be performed t"**"W= j. _ _ . .

(a) A liconese may hold byptedvet
(e) A lieonese may not authortie meterial with a phye6 eel hair.hfe of lose

-

Istag vissemeteteosta,
release trem conAmement for mesent than 88 days for doesy.na.eterage beforeA 'leonese shall conepicuously label ears any patient administered a dier osal la ordnary trosh and as esempt ;

.

each v6al red 6euen ohnend that sentenne redlopharmaceutical until eitheri from the requiremente of I 30.301 of thlee viel of a radiopharnecouncal with the (1) ne expoewe rete from the patient chapter if it:redW- uticalname orits le less than a sulliroontgene por hour et j

deca)y a minimum of ten hall. lives:(1 Holde byproduct meter 6al forabbrev 6edon. e distance of one meten or
I

i

|

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

,
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12) Monitore byproduct metertal at the instructione regarding physical form. ph6rmneutical containitts byproduct fcontainet surface before d.oposal as route of admmistrebon end douge metenal for uhtch.the Food and Drug
!ordinary troth and determines ht its tange.

radioact vit) cannot be destingu6shed Admitnstration has accepted a "Nouce '

from the background red 6at6en level | M possessen of emy M of C!atmed intestigehonal y.mem; nun i

with a low range survey meter set on its A licenm authonsed to use for a New Drug"llND) or approved e
!

most mitive scale 6nd with no byproduct metenal for uptah. dJuuon. New Drug Applit.abon' tNDAl.
i

nnierposed shielding: and eacretion studies shall hue in its (b) A licenwe mns the !
(3)Itemptes or obbleretoe all po*swe6en a porteble low leul tediopharmacevutate listed in

rediettoa labels: and radiation survey tutrument whose most prograph le) of thie techen for clinical
14) Separette and monitore uch anoittu nale hoe e full Male deflection procedures other then tho6e specified in

'

ge teretor columa indiv6dusUy with all of not more than 1 milliroentgen per- the product label or iochage insert shall |
comply with the product label of jradiation shielding remo ed to ensure hDuf-
pukape inurt reguding physical form,

r dietio le oWie Subpert E ' O; and Leeelleepen N* ""' d
i

* uensee chau ,e.le.i L"f-con. ,ibir- para ,m ph
. ose e, ,e.e ,m,.__ ici a e,.,se .han tivie ,ene,
ens lessneesen ense,e,.,ne,s ,e, see,,,,,a a ,,,,a,e ,vagen,kn.in acco eto,e ;a . ,eeerd of es.h - ene ,esdie for two years, he reseN meet an,e ;se-in ude de dew shbe disposal the date with the manufacturer's inetructions,

on wh6th de bypredest amaternal woe (a) A heensee may use the follow 6ng (d) De following redio-
placed le storage. the model number of radiophorinteesticals. generetore, and pharmaceuticals, when used for the

ten t kans for longing and localleation listed clirucel procedures, are not s

the survey instrument used.the
i,t ite:bukground rediation esposure rete. the subject to the rntrictions in prographe

radiouen esposure rete snetoured at the (1) Molybdenum se/ technetium spa (b)of this section:
surface of enh www containet, and the poneretore for the elution er outraction (1) Technetium.pem pentetete as an
name of the individul who performed of technetium pose as pertechnetates prosol for lung function studio.
the disposal It) Tot.hneuum pos se pertechnetate: '

(3) Prepared radiopharmaceuticale I 88 808 P''menee me6yesenum M
'te and,,,, thef 10 t et 9 la e m may not administer to
redlopharmaceuticals: humano e redlopharmaceutica!

9 M.100 Wee ofreemenenessaousateser (1) Sulfur collo6d: containing more than 0.15 microcune of ,

WMehen espuen and eserseem sensee. (ii) Pentetste tedium; molybdenum 90 per millicune of i(a) A Incensee mer use the followmg till) Human eorum albumin technetium sem. Lprepared redlopharunseeuueele for microepheree: [b) A licensee prepenne technetium- !diagnoonc stud 6ee ur.iniving the (lv) polyphosphatet 99m redtophumacevucals frons .measurement of uptake diluuon, or (*) Meeroegrepeted hu/naa prum molybdenum 99/technettum 06mescretion: albumha: 1

generatore shall measure the |(1) lodine 131 w todlum ledido. (vi) Etidronate sodium: mr.lybdenum pg concentration in enhlodinated human eerum albumin (!HSA), (vill Staneous pyrophosphate: eluate or extract. .labeled rose bengal or sodium (viii) Human wrum elbumtm (c) A licen6n who must enessure !

I.

todohtppurote:
(tm) Modronate sodlueu mol)bdenum concentrelion shall retain !(211odine 128 as sodlum lodido or (t) Clucoptate sodium:

a record of each measurement for twolodineted human perum albumtn (IHSA): (all Osidronate sodium: yeare. The record uiust 6nclude, for each
>

(3) Cobalt 44 as labeled (sii) D660fenna: and
elution or entraction of technetium-99m.

*

cyanocobelemist sLLilluemmer. + the measured act:vity of the technetium(4) Cobalt 40 as labeled ellodiae 131 as mediumiiodide, empreened in millicunes, the measured ;
scy '-'--t i ted human eerum albumia, activity of the molybdenum empressed in(8) Chaemium41 as sodium abrosete -^ r ^-

er labeled husnes serem albussim aerum ale,m.ted ledicated human microcur6ea, the totio of the measures .ia, colle6 del expreened as m6crocurtee of(64 tros M as citratet (rnieree ted)lodinated human molybdenum per millicurie ofI (71 Technetium esia as pertoehmetate: serum rose bengel or podium technetium, the date of the test, and the1 (8l Any byproduct meternalis a todohlppurste:
Padiopharmaceut6 cal and for n

(5)istae 128 as todlum 10 dido of
inittele of the individual who performed
the test.Glagneet6c use tavolving rneasurements fibrin *

of uptake, diludon, or enervuon for (6) man-41 as human oorum i M.3M CentrW W eerwoe one poses,
wh6ch the Food and Drug albumisc

(e) A licensee who administers *

Administration (FDA) has accepted a (F) 0o14130 la colloidal forum radioactive aerosole or gun ohell do ao* Notice of Claimed invoetigeuomal (t) Mercury 19F as chlormerodria: with a system that will keep airbome
.

F.nemption for a New Drug"(IND) or (9) Seleniusa 78 as solenometh6enine; concentretions within the limiteCpproved a "New Drug Applictuen* (10) Strontlem se as nitrete: presenbod by || 30.103 and 20.108 of(NDA). (11) Ytterbium tes as pentetste this chapter.(b) A lloenoce melag a todiusu
(b) The system must either be directly

;.

radiophannecoutical listed la parograph (12) Xense 138 as a pas or saline vented to the atmosphere through an air(a) of this section for a alia6 cal solutten: exhouet or provide for collection andprocedure other than one spect8ed la (13) Any byproduct materialin a dway or dbeposal of the aerosol or see
. .

the product label or package Insert
Lhotructnene for use shall comply with

diagnostic radiopharmaceutical or any in a shielded container. .
,

'

the product label or package insert ponereter et reasset kit for preparetton (c) A !!censee shall only administerand diagnostic use of a red 60- radioactive aerosols and goes in ronme -

.

e e game > -

ae - ===.e,ge...,., %,,,,,e, ,
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that are et negouve pressure compared

anetruenen evnet desar:be the liceesee's in its poemeion a porteble low len!to surteur &ng roomb procedutw for. todietion survey instrument w hose mest(d) Sofore rocerving, uma, or etermg a (t l Petient oostrek
tedioacuve peo, the licensee chau (! Visitor contret eensitive scale has a full ecale deflection I

of not more than 1 m6111 roentgen per Icalculeto the amount of tune moeded (3 . Contam6natlen eenWel: hour and a portable ion chamber jefter e opiu to redues the sensentregos til Woote soepet and
in the area of une to the eesupogonal (8) Not1Acouen of the Radetion

.rothtton survey 6nerument ht hos e I

timal hted in Appendia B le part 30 of S*Iery Officer la case of the scale with a full ecas deflection of 1
this chapter. The colomlet6ee must be death or medical emergoney. pet 6ent'sRoentgen per hour,

bued ou the highest ecovity of gas (b) A heenese eheu keep for two years tubpert 6-4eesroes for
handled La e e6nsle aesta6ner and the a het of indiv6deale recetnnp instruct 6en Greehytherapy

|motswed evalleble att enh.ouet rete, utmd by pa ph (e) w
me this meseo'' i men une W espose ter

|ie) A beness aa est cosioasia e ,- of
time et the eru of one,and requim not,of twirucuom. and the name of es . ,

m *e aie
la ease of a pas epi!L taenduale inendual who gove the lnetruction. A 16eenese ohnu use the following

i
i

p*~e~e *e === * *~td n= i .e. e.,,,eemme.m a i:"o "'",3"ofa*fy aa !
";"

e,o,lAt,',;es,,l,ao,ee6.e.e.ee
e n
(f (e) A h .ne. sha ,reas e.a me~.a.: ;
sues cas,use a,d . des seeritam es, is cas.am.in . e soow eew.e in -

sp4me weh da months. "P-" therapy a prtrete needes and opphoster eelle for topicot
poem wnh a presote semitory leelity. 6atemetal, and hvoesniary tmtment 1

i H 2se pennenman erswesy (b) A hennese ehd mosty the of concer,
t

metrumenes. Rasmusa Safety Omaar tammedietdy Lt
A boessee subr6 sed so we the pesamt eso er has a mo6 cal (b) Cobdt 40 m o seded soum in

needles and epplicator cous for topicatbyproduci n=nti f= tm..m. .d
do(or with e "Rasaaeen Idaterule"enwon,er , abau post the pat 6ent'sw*eunt and intr.ceviiery trestroenilocahasues stad.ee abau how na tie c) A ,

of eenow !l poseension a porteble now level
. and siete in the patient's short (c)Condate as e enled source in !t rodietton survey tnewument whose most e

peode for laterouttal treatment of coneenaisve oosle has e fd eenie densohn w and how leseg notare may eter in
eyh) trieumats u mde mood .cer:of not more than 1 miniteseises per thopet6ent's room, 'd |ho ( Thea e ribbe W wwouul untant of,s.ur and a portable. ton cham.ber S.el,y om anberised user and Radieuon

'
i

. me a- , m
ecoewi.eMe.as.mont et hes e i.u.-iee annoy .o.emuay ,,pe ,::|,::,y, ;:g, jdonosties ofi ae .de a w = a.e,oest.ea ,e, hou,. e. e e.co.b

ie m e
,. ease -

sh a s.. e, m e . e , en - a- w .
,

Subpart ? ' N _snessuneele ter
metenal and itene remosed trem the (f)leane438 as a paled nowce in :

Therapy potent's poem to determine that their owds for totemonal Wutment of uncer.
:

,t,name use et reesanumesessema sw rosamenty unnet be estapushed |
g gem nesswe,,, from me uiwal boehee.d rosetion esmee,e,, ou,ese of ponense westes wm

,

mass,"A licensee may use the fouewtag Me*n*ge"[,,y (a)Immesetely after tomoving thepapand resopharmeasumens
(ellodine431 as todide for veelmaat

interposed eklanding, or handle them as imperary Wt soum imm e
,regocenn ,me, Petkat. the ucenese shau make eof hyperthyroidiam, eareas dysfunence.

and thytend carcmomat (f) The licensee shall servey the radianos survey of the patient to }

$et6ent's seem and private narutary conhre het au soumee bew bun
;

.

(b Phosphorue42 m. soluble, hoe),leukenda. and bone m,etastases
!

we,dity for som,a,veline.sosta.mine,use
removed.The basosse may not telease

ieheie a m.o ef ,ey*smie e,e as,4,n e,s e,,e o. s . =en - -saiw me*ew -oe

pbes)phate for tatroesWtary westment of(c Mc sat as eeBe6dalshoemle poem. The seen must met be stessigned
peticat Donted by teenparary implant i,vere.

und remoseblo sentamtmanes isless vaill au seemes neve been romend.

maliment d=6eam then seg delstapestems pu mismo per (b) Ainsemese shau retets e record of
,

;

(d) Gold 4st as coBe64 for
set opere ensammare. Pe88eet owwre 8er fe* Feare 8*eh ;(3) Wuhis three days ther sweerd must laelude the date of thetetroesvitary treatment of malignant administertas a therapeeds desage of *"y. Ilw nasu of he pount, eseffus6ene.

(e) Any byproduct matertalin a tense 4pt. the liesnese shaR sensure erPooum tote hem the patient
ee myrdd burden of seek Anevedual emproceed as mEhree per how and ,

radiopharsenceutseal and for a,eed and
;

who hel "**8= d ''this see meer of detherapocos use for widah the desage ped propere or admintoter thepeuent,'and the leduale of the individual i
and relais for the pertogDrug Admintotretion has eseepted a seguired by I an.em(c)(1) e seemed of who made to wwy.

"Neues of Claimed levoeti uomen
r m,ne f= a New Drs p(ve). . each thyro 6d burden meneerement. He

dm. me no of e. i. .d.i w6o. i M ees asemiyeiwuop eewen Issasary. '

oppoved a "New Drug Appheaues" thyroid burden was menswed, and the [e)Each um breabreerapy owen
(NDA). laithle of the lagv6 dual who made the em mtwned te na ama of eterop from

i

i # kte tesseymeewesen " * * " " " ' ' ' an area of eso, the 16eenese eheu v
immediately sount the number returned !(e) A Ileoneos shall prov6de oral and 9ad$ast posseemenetewooy le enews that all sowoes takes from thewritten redietien oefety instruction fe, moeunesne,
steroge area how been returned.

,

.

all el cartng for the petwat A lleensee mothertsed to ese (b A lleenese shall make a record of |u ones radiopharwoosutleal bypeduet metertal for brec)hytherapy newee use whleh mwt
therapy.To seuary thne requirement, the reaispherinseest6est therapy shall have Laeloosi

.

.

.

.
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m ne ames of a inend. ale eprmma i. h. nee u ,0wm. - 2 eon = e.as by meavale uw. en in.a amee-o= |.n a c..e.b,.cose b.e,..
,el"a'i ,'e i= = - - t ~ e- ~gy=a =";;1,"'- i,

* u ,,n ,,, a e ,,1, ,0,and ,.ue, ;a m . ,n.e n,'m.'%f,*%'e','
4 cent a e. as t,me e,,d A ucensee eu.e,ie w to use , ,

date they were removed fross storees.
the numbet and scuvtty of the powees byproduct metanal for laplant therapy ,,,,,,,,,,,,,, ,,e, ,, ,

shed have in tio poseepion a perteble (b) Making any change in the location I

in 6torege aftet the remotel, and the los chamber reestlos twvey instrument of the teletherapy urdt within the ;

initiale of the indindual who remend that hoe e scale with a full oc. ale trutwnt mnc ;

the sources from 6torage; deflecues of 1 Roentgen por how. (t) thing the teletherapy unit in a h(3i ne number and activity of neweee
manner that could result La incrutedreturud to stotsp. the room number of Submert H-'liested Souges for tenieuon lente in arou outside the

|

c6e or puent's nama, the time and dele D6egneste
they were retumed to storose, the telethmpy treatmoett room:

;
*

;

stumter and ocuvity of searcos la I 88 888 U'' # 88"*8 '"**'' ''' (d) Relocating the teletherapy unit: or '

storep afier the return, and the taitiale "4"*"*' (e) Allowing end individni not listed
cf the indvidual who retweed the A heenese shau une the Miewing on the liconese's tioonn to perform L5e
sources to storess, sealed sowees la assordenes with se dWu of h quhfid telehnpy i

.'

(c)Immonotely after Laplan manulesewer's romanes esfWy and cahbretton upwt.
.

towese la a pet ont the beenese hanslilag lasermoeleem iEMS teessyinsomseems
' make e redketies survey of the potest (ellesne tas se a s'ealed sowee la e (e) A licensee shou poet wettlea

!

;;

and the area of use to confirm that ne dence let bene m6aeral aselyste; lastructione et the teletherapy unitsources hete been mispleoed.De
Licentee 6 hall make e record of each

(b) Amer 6elum 341 as e sealed poos console. To setiety this requirement.
Survey- in a device for bone mlneral analysis: these instructione muet inforte theand

(d) A licensee shall retain the recorde operetot of: I
required in partsrephe (b) and (c) of this k)losp lag u a mid wurg in a W ne pmodum tu be followW 4 |

; section for two years. portable device for Laepag. enowe that only the patient le la the
) g negg geswyingewomeg i88.489 Assesseerof swoortusemononia treatment room before twning the
} [el The licensee shou provide 0161 and A heensee autherised to see

pnmary beam of redletion on to begin e
treatment or efter e door interlockI wntten redterion sefety instruction te 60 byproduct motorul as a seeled sowoe intermptioscI

personnel c.aring for the pet 6 eat for sagwees pwynes shad have
. Endergoing implant therapy. To uttsfy nadable tw use e pwtable low Iml (t)De procedure to be fonowed if:

|i

!
this requirement, the instruction enuet radiation ewvey instrument whose meet (i) The operstor la unable to turn the
(esenbe. eensitive scale bee a fuu oonte deflectica pnmary beam of radieuon off with

i (1) Sise end appearance of es of not mem &aa t mWiroestsee per controle outs 6de the treatensat room er
brechytherapy sources: hour er a portable los chamber redation any other abnorenal operotion occure,

and(2) 5afe handling and shleiding 8"r"y instrumerit that has a scale with i
instructions in cose of a dislodged a fuu ooals deflection of1 Roentgen pw (11) De nasnee and telephone numbers
source: bour. De instrument soust have been of the authonsed usere and Radieuon

13) Procedures for patient control: calibreted in enordance with ( 36.31 of Safety Omcor to be immediately
,

tal Procedures for vistfor controh and thl8 P"'t- contactedif the teletherop u
console operetes abnormaby, rut or

to o Se$tF mItfiePedont Submert W T. i N A UCon* *baU pede !
R*

|- dice or had a medical emergency,
m

j (b) A Itsensee shall retain for two i E000 use W e esmed emeos in a
instructma la the topios idinttfled in

tosper*PF unR- pumph N of his wcdos 2 d
individuals who operete e teletherapy'

tructi requ bp ye of he mgaleuoas and pode6ene W this unit,
th6e ese6an, a desertpt6es of the subpart swore he aos of

(c) A Bonesse abau mtala for twinstruction. the date of tantructica, and aabela m u
the nome of the inev6 dual who gave the louem soumes, se het natala (eam a murd W Nduals meetMag

tmedon mqu!wd by paragmph N dinstruction. (e) Cabelt40 es a sealed sewee: and this esction, e desartption of the -

i nus .e.o.,- (b) Coe6mm 137 as e sealed source. lastruction, the date ofinstrucuen, and
Se one of me irdividuai who seve the| (e| The licenses shall provide e imass teeseenannmemee instruction. '

,

CM'TJ'i,,, ar,'i M".y' . T - e,co m ayu.ene.w by P|= '*-* *-a== =a -aa
***' "

N ne neeness .ha noufy e me comedeelen er en As,someni iaie
Radiation Safety Omoet immedletely if to pufo:n teletheropy unit malatenance (e) A !!censee shad control access to

.'

the patient d6es or has a modheal and repett shau install, relooste, or the teletherepy room by a door at each
*

emergency, remove e teletherapy sealed sowce or a atrance.
(c) A l6censee ohau poet the patient's

door with e ** Radioactive 14storiale"
teletherepy unit that contelne a sealed (b) A ikonees shall equip each
nource or malatela, odlust or repair the entrance to the teletherepy room with isign and note la the patient's chart source drewer, the shutter er other an electricallaterlock system that with

,

!'

where end how long violtore may etsy in mechanism of a teletherapy unit that
(1) Prevent the operator from turning

,

the patient's room, could expose the powee, reduce the the pnmary beam of redletion on urdeos
:

(di ne authonsed user and Radiattoa shiel&ng around the towee, et result in
each treatment room entrance door leSafety Omcor must specifically incrossed redletion levels. closed:

.

>

* * - -- . . - - ..- . _ ,

.
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!!) Turn the prirnary beam til redsstion (3) A lacepee skoD promptly repair or
(c) The licensee shall retain a record - )off immediately whts an er. trance door replete the radieuon monitor Lfit is of each cohbretion intercompensori. |se opened and tnoperebk.,

| 01 Prevent the primary beam of and companoon for the durouon of the

! redieuon from being turned on following g gy, % , hcenn yor ut.h eabbretion.:

on interloc6 mterruption until all A bcum Aau omtruct or equip intertt'mpanoon, et comportaon. the ,

i
record mot include the date, the mosel i

i

treatment room entrance doors are each kledempy ten to nnn
closed and the bum on off controlle <0h"8Wu8 O'**U# # O* P88'"I numbers and senal numbers of the ii

reset at the couple, hm es Wthmpy unH puck dunng tnotrumenu that wm ethbmted. !,

'" 8 00 - triteroompared, or t.ompas ed as required t
!

(c) A lit.euw shall equip each by parayephe (e) and (b) cf thte section. 1entrance to the teletheropy reorn wnh e | M.aN i .,sedement the correcuen lactore that werebem conastion knecator hght.
(a) A heensee sball have e cabbrated deduced. de namM M 04 Madriduale

|
l ;

dosimetry er,stess anilable for on. Towho pwformed the cahbrouen.; I H DM Poesseelen of swvey R - !,ggy g , ,,,,,,,,g, ,, g g intereosaparteen, or comparison. end -
{ A hcentee author. sed to use following two condluor64 snuet be met, eMeces not 6e intemem: moon !

t

byproduct metwitlin a teletherapy urJt (11 De system must have been mwung was sancuened by a tabbreuen
i

t shall have in its popmion etther a caubrated by the National Sweau of laborotory or radiologic physico center
;

j portable low lent rodieuon survey standarde er by a enlibretion laborotory accredited by AAPht
t

ine'samont whose most puittvo scale soorodited by the Ameriens Asseo66 tion [,

j
has a full male deflecuen of not more of Phye6eiste la Medialme (AAPWl. The |064a0 pidesasemenmaamwomenes i

than 1 miutrwntgen por hour et a calibroues must hen boon podersmed (e) A beenese author 6aeg g ,,, ,n g , ,g ,d to see a! porteble ion chamber tod stion surve
instrument that bee e scale with a fulf

within the previous two years and after g , g,y
i

any servicing t pedwm fuU cahbmuu ammanu
eyeiem c. iib,ahat may beve effectedaa , gi g ,ry,,r s ,) , ,, , |

j .nie denemn a i xpe,ugen ,e, hou,. j,,,,,, g , , n
o

ce L ,eted . .e.,evieuelo.
< i==t name.en -o e-. ee- a . rid

:m A hemee ehetii ieiiin est.h yeam; eighieen io i6irty monihe afio, tr> >''- *'< i ader * !teletherapy roorn a permanent radieuon that calibretion the eyotes mut have following conditione:
;monitor cepeble of continuously tmen intereempared et an (1) Whenever spot cheek

!
monitonne bearn status, intereosapenosa moeung with another measuremente indicate that the output .,

(b) Each radiation morutor mut be doelmetry systesa that was calibrated effm mm 8 nt rom the
| '!2e*p'/"irui miffa'n'#a'f',o'e'Je L* U X i-= d*" ""i Tr #* *aa'a'""~ad =*="ouy in

|
"'' ' ' " " * ' j

|

!
in an esposed or partially emposed a calibmtion laborotory acerodited by redescun demy;
ocurce. The visible indicator of hi h the AAPM.Theinteroomponess (11) Following replacement of the ,

radiation levele must be observeb$e bymeeting must be sanonened by a towee or fenowing maastaustion of d4
' i

an Individual entenna the teletherepy cabbroucalabore er radiologic teletherapy unit la e new locauca; ;

room physses center a ted by the AAPM. (iii) Following any repett of the ;

|

(c) Each radiation monitor must be ne twults of the intmempanwn khPy su estincludu mmvald'

equipped with an emergency power meeting mut have indicated that the the pource or major repair of the j
;

supply separate from the power supply cahbration factor of the liconese's componente associated with the sourte
to the teletherapy uritt. This emergency eyewm had not changed by more ha 3 exposum sawmbly; and ;

ercent.De liconeee may not we the (3) At intervale not encoding one !fntercompartoon result to change thepower supp y may be e bettery system,
(d) Each radiation morutor must be yu r.

|
checked for proper operation each day cahbration factor. When Lateroompanas (b) To setlefy the requirement of '.

before the teletherapy untt is ned for 4,gg ,g.y systenw w be med for paragraph (a) of thne neouca. full
treatment of pauente. calibrating sobalt 40 teletherapy unita, calibratios measurements must include

the licenses shau nas a islotherapy unit determination of:(e) A liconeet shall maintain a record with a sobalt 30 eseree.Whos (1 Se es within 28 peroest for |
of thle section for two years. The reco)rdlatereempartng dostmetry systems to be the r)ange ofof the check required by paragraph (d

eines and ser the ;

must include the date of the check, ned for caubretina colum 137 distance or range of distances used for i
notation that the monitor indicates when telebrepy unite, the Besasse thau me medical use: .

'

the source is and le not exposed, and the a teletherapy unit with a coelum 137 (2) De solacidence of the redletion "

towee. field and the field indiested by the light itruttale of the individual who performed
(b)De licensee abau beve evadable beam localialag device:the check. !

for use a doetmetry system for spot. (3) The uniforumi of the radiat6en ((f)If a radiation anonitor is inoperable check measwoments.To entisfy this field and its nos en thefor any teaton, the uceneet shall voquire requirement, the system may be orienteues of useful beam;
any indvidual entering the teletherapy compared with a system that has been (4) Timer assuracy;

iroom to we a survey instrument or calibrated in accordanes with paragraph (6) On off eseert nad ;audible alaren personal doelmeier to . (a) of thle section, nie sempartoon mut (s)ne securecy of au distancementter for any malfunction of the have been performed wih the nosewing and localiosuen dettoes in ;

source exposure enechannam that eney previous year and after esek servicing medical usa. I

,

renuit in an empened or partisDy that may have affected preten (c) A liosasse shall use the doelmetryemposed touros.The tutrument or cahbration.no spot obook system may
moteure the output for one s(et ofsystem desertood la 138.330 a) todoelmeter mut be checked for proper be the same eyotes osed to meet the

Ioperation at the beginnm3 of each day requirement la parayaph (e) of thle expoewe sendittene.De scensiningof pe. section. reestlos measuresnente required in
,

1

!

f
t.

I
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| urtipoph thitt) of this spetona may then perform opos4hecke en eeth teletheropy (h) A 16censee 6hollloth the contegdj te made wrig esmmetry eptem the

unit once in each c41endar month. console m W off position 6f any enar
|

andlcates teletive dow rotos. (b) To entisfy the requirement W
mterlock meifunctiot* The hwneee|' ce{ol A licensee eheu siske fut paragraph telof this secupe,4,soa. ..owomen. re,tww b, mese,emonie ,,,.n,,eude

imay riot ne the sait until the mierlock :
{ perspaph (e) of thl.e ear.nes le deteretneuen of:

,ye,em ie ,,,,,,d.
towo,de ee w. ei e, e .,oewwee o mme, soeuroc,. (g} A gieenees

en, ,,,,e,n ,de,, shod promptly repeat, e,
,

|recommenced by the Scioatths (2)On off errert
,

ed in ,e,o,e,n, ,
1 Coemittee on Recoton De.eimetry of (3) De coinedence of the red 4 tree this section that le not cperoung |j the Amenean Assosense of phromtene field and the held indicated by the light #I"3#* L

in heedicine that are desenhed in beam locallame device: (l) A licensee sbau reto6a e record of
'

| nyone in Medme end 3,o/ Vol tel ne securary of all distant 4 ut.h spot check toquamd by parayephe ;

14. No. 3.104. pp. NS ask er Tset measunne and loosheettee devices veed (el and (0 til this wruon for two years.
i ,

| Croup 21 of the Aas'anos nerapy for medlui use: The tocord must include the date of theCommittee of the Amenese Asumattan (6) no output for one typleal set of spot < heck. the manufacturet's nomH.
a

,

! of phystelme ta h4ediane not m operering condlueno: and model number, and senal number for
t

l donerhed la Medseelppteme vel ta, (6) The difference between the both h klethwery unu and source. N {i No. 4.1980$ pp. 741.FPt. hash of these mesewesent made la peropoph (bRg) menuloctwor's some, model number
I' refwenese bevo been approved ler of M essaan and the samspeted and senal noenbar of the lastrusneet

;
,

Lasseposonen by soforceas by the) Drectet of the rederal Regleter. Copies output empressed es,e porosetege of the ' used to seseawe the oppet of the ;

tanucipated output (t o. the value kletherepy asst the measund temor
of the desumente are omlable for obtained at last full calibretton accurney, the saiculated on oR orror, e I

,

I' inspectos et may be obianned trem b corrected mothematicouy for physical deteramettom of the ee6no6dence of MU.S. Nuclear Regulatory Consnise6en, decay).
todtouon field and the IWid indiosted by

j'

public Document Room 1717 H sweet (c) A heensee shau use the doelmetry the Nght beam localismg device, the
;

NW., Wuhmaton. DC abn&&. Coptes of system decnbed La 133.630(b) to make moeured umer scourety for a typ6 cal |
the documente are slee sa his M the to musurement required in paragraph treatment time, the calculated on oftOf$ce of the Federal Register, tios L (b)(l) of thte sociton.

{ Street NW. Room 640L W"n (d) A hconese thau perfone distence measuring or localisat6on
error, the soumeted securecy of each

I' DC. A nouse, of any, change La the
meseuremente toquired by poteFoph (a) deves. the difference betwoon the

I metonal wdl be pubhohad la the Fedesel of thle seonom La accordance with anticipated output and the meoouredRegister.
procedures established by the quah6ed output, noteuene ladicating the ;

,

(el A heensee shou correst teleserapy calibremos empwt. That operability of each entrenes door . 'matheneucauy the outpute determined
individual nood not actutuy perform the electrical tolerlock, each electneal er

l< in perspeph (b)(t) of this secuon for spot-check moseurements. mechanical etop. each beam condluon
-

phyeneal decer for latervale met
(e) A hesaaes shau have b qualined indicolor upht, the viewing eyeless and !j enceeding one month,

teletherept caubretton expert review doore. and the signeture of the(O Fuu calthroues meeswesente the results of uch spot check withis il i
i
'

tequired by parayept (a) of this eeotism . days. De quattned teletherapy ladiv6 dual who performed the perless
!i

and physical docey correcuans required spot check.
by paragraph (e) of th6e secuos must be cahbretion expert shall promptly nottfy ;

performed by a quah6ed teletherapy
the Uconsee in wntmg of the results of 36 }

calibration empert. each spot check. no licensee shall keep |assu.641 nesseen owyere ter teseahermermes,

(gl A !!censee shau retain a record of e copy of each wntten nouncation for (a) Before reedical us, aftet each !
!

two yurs.

license. no record must include the (f) A licenase authonsed to see e
lnetellation of a teletherapy sowee, andeach cabbration for the dureuon of the

date of the enlibrouen, the telethwepy unit for moscal one shan after snaking any for which as
amendownt le tog byIas.gon(th

manutsonwer's name model number, pwform spot chooks of each teletberepy

and ser6al nurser for both the
facility ones in seek ealander month. (d), the lleenese shall perform rescues

teletherapy unit and the eowen. b (s) Ta entisfy the requirement td surveys a vonfy that

model numbers and eartal numbers of
pareysph (f) of this sossee, cheeks (1) he mamunum and everage '

the nnstrumente used to estlbrete the
meet seems proper ersesses of: assue, w, ele M ene meu free b I

tel(etherepy toon entrancet1) F.loctncalinterlocks at sock
teletherapy source with the source in the

t~letherapy uldt, tables that describe the off posit 6es and the colurnatore set for a '

output of the unit over the tense of Aeld (2) Eectrical or reochan6 cal Mope normal treatment field de not onceed 10 t
misse and for the ran
la rednause therapy,ge of distances wed instaHed for the pwpces of limiting use

aduireenigene per hour and a l

e deteradaation of of the pnmary been of redienes aduiroentgene pw hem, respecevelyt '

the ootacidence

iocah neid it,.of the redk. tion field
and(restrtcuan of source houstrig engulationar,d w o w oual.c.rn <2) With h WMer sown m hg device. .aied b,

e ugw eam
eu o,eres.a of . age e, etau t,svei

;-,c,,=,agut ur .
e menswed one, beam on.oRacowocy for a typical treatment time, mechentent

<

e . ,
the calculated on oR ernt, the estimated (3) Seem een& tion ladleeter lights on of'*redtausa, mat'' "*'hg phaamm in ne pnmary Imamsenweer et es h etmance mesowing w the sektherepy aut. on the convol
locabaseen detten, and the signature of console, and La the facility: (I) Radetten toaantles is restrictedthe geahaed teletherapy ceubrettee (el Viewtes erotomet ames adia mat u the smaasent monnperg,

16) Treatment room doors freen inside are not hkely to seuse persomaal i

jas. ass swease ==' - and outende the treatment toonc and enPoewee la eseems of the unite
t

ige) gestr6caHy ase6sted treatmeest ePomned la | 20.131 of this chapter: and(a) A lisenese authensed to ese
teletherapy unite for modeel use sheE room doore with the teletherapy unit (U) Radiatnes quanut6es la {

electrical power twned o#, unrestricted arus adjacent te, the

|=

i

e.=

|
*

1
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I

treetment room do not eateed the hmite i M 6e8 eleshession of towshesepy unit requirement of per6eraph (el of this I

m
p

specifita in i 210Nb) of this cheptet, ensom twem begmmme e pesoment secuen that were in effect on Mart.h 4,
|(b)If the teoutta of h surve)e P'F'"

1983 t* main in effect and are notrequired in peroFoph (e) of this eettion If the survey required by I &&.N1 reacthded by th6e sect 6cn.
!

t

I '"'/|o'I oti?s",*e#",M"If ec,Aed %'E''E*y'Od ='' '" **- ~ ~***~ **--a i4

Se eon, trol in h off peettien and netm asi e, eye ,s me h.e.,oee eheuio n *% "b
* *f a a an * *r *= * ~ '**' -*aa

|| ' *
I "'''',i o ,''re,"uw m i nm'. ae {

" * ' ' ' 4''"I"**''

theuce,,eeee,%hm ae -u e p
uem r.ne,i o mer be mooery io le) ..e, ,,u,, .e v,,u w,. ,,o,, o, utensee si.au ,et., an it .v,uai ;

repair, replace. or lost the teletheroPy
Uld addluonal radiation sh6eldina to fulfilling Se twponsibilsties of the

;

unit ehlending or se treetenent toom I

thielding; or ensure cosaptiones wsth i E1065); Rad 6eusa Safety Offleer es provided in |[b) perform the eurvey requeed by I 38 88 483
I(2) Until es lic.enees hu received e | M N1 agaia; and (e) Se esmhed by:

opecific etoinpuon putouent to i 30. hot (c) Include in the report required by (1) Amenean Soesd of Health Phyolce |

1

of th4 chopwr. I EH4 the focuhe of the init41 owvey, in Comprehenalve Health physics: ;I

(t) A liconese shall retain a romerd of a denen uen of the meshneoues moes (3) Ameneen Seesd of Radiology in ithe rodieuon seeeowomente made 4 y with (e)of ele Radiolog6 eel phyoies. Therapeut6c
|

s
'

I follownes installeuse of a newee for the swuen, and the to of the mesend RaWolegmalPhyWee, er MeWeel ;
duration of the hcense.The record mot surver, or Noelear Physies: se jinclude the date of the mepuremente, (d) Request and resolve e liconee

(3) Asaerken Seerd of Nntest
the repon the. turvey is required. the amendawnt under i 210He) of th6e port Medicine Scieece in Nuclear Medicme

{

;

a siau m onsee ,e eeno.neveisin Sc,e,,,e. ,
Ind n i nui t obthe e i unrntnewd arm peowt than thm
urut. the source, and the instrument md permined by i M10Mb). (b) Have had 300 houre of cluoroom |

opy
and lebeestory treming and one year of

to mopure todietion levele, esch dose 1 38.644 negente of seissherapy owveys, 8"P'M*88HI'U'** -

j
'

rete mesured around the teletherery onesse, teses ans meeswomenesL (1)100 howe of redation physics and ;
source while in the off position and the A lic*noee shall mail en ensinal and e instrumonuum )everese of all mmuremente, e plan of copy of the records required in (t) 30 hours of rodiet6en protocuoti:

.

i the stoes outrounding the treatment || al.NL 38.448,35.te8, and the output (3) 30 hows of mathemeuos pertaining
,

i room that wem surveyed, the mesoured from the teletherapy powee empressed to the use end measweasent et
,

! j

|
done rete et several points in each eree se Rontgene per how at e d6 stance of radioact6vttyi

,

exprweed in millitem per hout, the one awkt from the newee and (4) 30 hows of radiaties biologyt
,

calculated maximum quantity of determined dunne the full calibretion (s)as hows of resopharmaceutical :
,
'

redletion ovet a period of one week fe, mqWW La l 38.438, to se appropriew W and'

each restrteted and unreetncted stee' CommWenen RegionalOmee14Wd la (e) One year eM une exponence in
followms completion of the action thatEtt ol &W pan wanta einy days todouen enfmy at a mescalinoutuuonand the eisnature of the Rediettor. '

;Sefety Officer' under the supervision of the individual
:, inittsted the record requirement, idenuned as the Radletion Safety ii H.6st Seteey eneeks ter 1. ; .,4

,

: teennase. I R448 pen yw enepowen. Officer en a rs--m or Agreement !

State license that evthennes the medicalj (a) A !!censee shall promptly check all kl( h
'

" ""' '" hheyeteme lieled in i 38.633(g) for propef
p un it ada

j function after each instellation of a serviced dunne teletherapy source
byproduct meter 6al uses that come

. teletherapy source and after making any
g, placement er et intervals not to

| change for wh6ch no amendment le exced Ave yews,whiehnw comm within the Radiatiosi Safety Officer's

i required by 4 35.00eleHd). first,le asewe proper fenomenlag of the mpennbh
' !

sowee espeews mechanism. I as.ett serespweeness I! (b)If the twults of the checke required (b) This inspeones and serv 6elne may momenen sessey'

in pareysph to) of thle section indicate only be WC by persons As ladiv6dualidentined as a
,

-

the malfunction of r ny system fled speciflently lleetteed to de se by the Redist60s Soloty Omost on e! In 138.833(g),the licensee shall ook the Commission er en Aprooment State. Ceauniewee er Ayeoment State beense (control console in the off poonion and (c) A llooneee shau koop e receed of
on (Insen eSostive close of finst rulelnot we the unit except as may be the inspection and serv 6enne for the who everesse only the use of btyreductne:euery to repolt, replace, or check dwetion of the lleenee. The receed must , snetw6al for wh6th the lleonese wu

i
,

the malfunctioning eyewm. ''*lein the inspector's name, the
(c) A liconese shall rete 6n for tw, iMPecWe lleen numbw, es deu of authonsed on that date nood not comply

p, ers a reced of the facility checke triepection, the manufacturer e name and wHh es training meusent M1 38.300,
j following installation of a source. The model number and senal number for

both the teletherop[ unit and sowee, eI temt means ter upteke, smusen, and
reewd mounciude noisuono indwanas

,

usiWes ,enome opecied,eusid a="** *=**a-f the operebility of each entrance door
; interlook, each electriest or mechanical papsmeau owried aW 6e type W Rheept se pewided la $ $ 38.970 and
; etop, each beam conditlan indicator servies, a het of componente repieced. 38.971, the liosasse shall require the

light. the viewing systeni, and doore, and end the slenetwo of Die inopostor, authoneed user of a
(d) Amendment to teletherepy redlopharmacentleal listed in 138.100(ali the signature of the Radietton Safety liconese that entended the time interval to be a phyele6es whe:' Officer,

for the inspoemos and serv 6 stag (e)is earttned in:
i

j .

,

!

.
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11, Nuc. lear enedicme by tive beencom It) Dagnosus radiology with special Cy) Collaborating with the authortredhti of Par. leet Medices corr.petence in nucleu redselogy by the per in the interpretsuon of reditr.ootope
|( ) Despostic redlelogy with special Ament.as brd of Radiology: or test resulte: andarmeiente in nucleet teCology by the (3) DL* Poohs radiology or rediology (v)Petient followup or
;

'
Aroermaa bed of Redso6cgy: er within the eus five years by the (c) Hoe succenfull (empleted e sim./131 Diegneetic radiology or radiology Amentaa twp thic Bowd of
withm the prev 60ue five years by the Re$ ology:er month troimns proprem in nucleet

Amer con Osteopath 6c Board of Ib)Hae semplewd ano heiro of medictne that has been opproved by the i

Accreditetton Council fot Croduste !j Redsegy or instrus'uon in basic tod60mompe M, dical Education end that includedi (b) Has sempleted to bows of hancmg 4thniguw opphsable 4 de
clesoroom and laboreto'y tretam6. workl

instrucuae in basic red 6enootope use of prepared todtepharmaceuticals, >

en ponence. and espemned chtdc.at '
hndhne techniques applicable to the pumtwo, and toegent kite. 800 hows npenence in su the topica identified in

paragraph (b) of this section, [use of prepared radiopharmet.euucale, of supemud we openance and 300
e d oO hours of superv6eed clinic.al he of m ac e nce.

- P' '"CS- , , I 6.980 Tremetw mwepum n w
"*" requwomM eluoroom and teeepnermeneumsma

labora.t.ory trolsung m.us.t laclude,: EAcept vided 6 36.970, the,

nn h.,e of,0 e ea , bye ee a u masse .teo o ut,s .inIMretwy Amewustee must inelude ,

e out- 10)at bom of ro64ues physise and instrusmaannen: user of a reWopharmeesetteallieted in i

inowumntotion: 01) 30 bears of redletion pselecties j 38.300 for theropy to be a phyolcien !
06) as hoare of rediation protectiam 061) 30 hours of modemence do. !

Otil10 heere of mothetnetise
pertaining to the ese and meeswoment

(e)le cernfied in nuclew medicine by |
of redisegetyity:f remophanseceuncal

*

the Amences brd of Nuclearpertaming to the no end mesourement !Dv) 30 hours o M,dicme: et
{of redioecuvaty: chemsstry; and

Ovl to hours of todiepen biologyt and v) 30 hows of redishoe biology- (b)Has completed to bom of
(v)10 hours of redlophantaopuusel 2) To seusly the toquirement for instruction in beels radionwicpe |

chemistry, supemoed work empenence train 6ag handling techangues applicable to the

) (21 To utisfy the requirement far must be under the espemaios of en ue of theropeous redsopharmacevucale.
j oupervised c!!nical exponence, tratame authone*d user et a medical inantution

and has had supemoed clinical
; must be under the supervle6en of an and must tecludet u%num. -

;
; authoneed usar et a medient taeuteties (i) Ordena6 resolv6a6 and uhpecking (1) To unofy tW requissemat for a

i sed must include: 8*dA**cuve netwtale safely and luvuch he duwoom ud
i

i V) y.nemuung ponente and reviewing 3*rfonning me telemd rodeues leomary tmiams out udude- ;
j their cue histones to determine their mye: p)
; suitability for redleisotopo diagnoene. (11) Calibreting does en11Lretwo and (1) 38 hows of todletloa physics and :

,

diagnoenc LaouumeSto and performin g, g,limiteuses, or contratadiosuones ,

y '" P'w*r * Papa of "'g (ii) as hours of todiation pt$lectiPrt:on sei.cnns me eunable
titi)10 hows of momomuu !todiopharmaconnoals and calculating

tilblouleung and safely propenneand messunna the dosages pertaining to the use sad moosurement
i,

,1 (iii) Admittletonas dosagoe to pat 6 ente petint dosagem of radioecuvity; and ;
end utng synnge radiatios shields Hv) Ustag adminieweevi controle to (iv) 30 hours of radiat6en biology;|

>

(iv) Collabout na wtth the authonsed vent the alendahaistrouon of (2) To setlefy the eequirement for
) reduct mawrmi; supervised e'innaal enpenasca, training |user to the laterpretsuon of radioisotope ) Using emergener

- osatam spilled byprodu"m 5 to must be under the supemason of en '

tut twults and
ct materhl authonead uset at a mod 6ealInstitution(v) Patient followup: or safely and usin

d- -->==nnau=g proper and must include. .!(t) Has eueessolully completed e ele. = presedwes and * (i) Use ofleeme431 for diapissie ofmonth wennias propresla nuclear (vn)Elettes tesheedum sem toen thyroid funettee and the treatmoet of
i

w*meine ne part w a tratalas program generster erstems, seesytag and teetles hypenhyrotesse er enrees dyefumettenthat hee been opproved by the the eloste for snelybdenum se and in to individuale:
;

Acerestat6es Counell for Credeote alum 6ae oesteausamen, and preasesing (ii) Use of soluble ;M f: eat forMescal Educenom and that included
ciseersom and laborotory trairang. work the elvete with toegoat kits to prepare the treatment of polycythemie vers,

tochaeuum semlabeled leukemia, or bone metaennees in 3esportence, and evpemoed clinical redive- _noals. Indtviduale:
:
'emperlease in all the toples identafled la .(3) to antisfy the requirwasst for

('U) Use of lodine tFl for treatment ofparagraph (b)of this secton, supervised olialeel empenenen, tratame thyroid esteineme in 3 Ineviduals and
must be under the supemeias of as (iv) Use of colloidal cluomic",","9,,", ' '"''"4 ""8 sumorteed user at a medical ineutullen hosphone.33 or of collo6 del gold.tes f

,
*

and must haenude:Encept as provided la 6 35.94 er latrocevitary treatment of malignent '
(t) e--- ' ; padente med reviewing effuelone la 3 nodiv6deale.34.8P1. the licensee shall toquire the th,ir ease histories to deberennes their ;

authertaed user of a '

su6tabsty for sodo6eetepe diagnesie. I aues fremene per mampedes une of .

redophennaceutical. ponerenot, or limitagone, er mostratadications - , esmee. *

toegnet kN listed in i 3SJDo(s) to be a
(ii) Solosales the suitable Encept as ided la i 38.BPEL thephystelse whm '

radiopharenessuticale and calculeung hcenses sh toquite the authensed(elle certilled leu and measurtag the dosages user uomo a brechytherapy sewee llsted
{(1) Nuclear medicine by the American filt) Adadsustenne dosages to peuente la 6 35.e00 for therapy to be a phreisses

anord of Nuoleer Meecimet and using syrtnge reestlos ehlendo: who: ;

;

*
>

'
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; seems.i n. pew / voi. en u.. su / rnsey. say n. seu i e pe d awee kmug
i i.i ie- b,s . wep , - d ee , i, m e se.cr e.,e,p eiogy !j (1) Redelegy or tispropeutic radeok limitatione or contreindanetene: by the Amenese Oenospeshic Bowd of

{
. by the Amences toani elRadadosy;gy (ni) nolochne the peeper heehytherepy Rad 6eley:er'

(2) Redietion encol by the acerose and esse end maahed et [b) Hee sempleted a haws ofAmences Osteepethic of ademusesties: anewucues as basic samensetepe
,

Radelegr.
1646)Cansenseems the dese: med handling techniques speektbeelly.(31 Redeelosy, wish e spee6ehentles in (6v) post edonmoeotice fouewer and oppbcable to the ese of the devies. To

rediotherapy. es e anueh '' Fellow of the soview ci anse knotance to emuebsresem setlefy te regunteeneet for instruction.Foeulty W Re6enesy" or *Pallow of the one she esteemed eser, the trotning must include:
4

| Repl College of Redeelegy"t er 4

j (4) Thesepeut6c poselegy tsy the 6 36.N t freuses ter sphehesen use of (t) 3 home of resones pbyenes. !
i Canaden 6 top! College et Phyenciens '*''"''"' meeemouse pwulabag u he we and

:

l end Swyeone: er F.eesyt es gewelded leil 36.p0 M messenseset of tenancevity. and !

inotnenesnetost |i (b)le in the active practice of licensee eheu teguhre the eethensed
1 therapevue red 4 ology, has completed soor using only soonnes se ephthalmic 13) 3 hews ad redelles blo)cgr. evid :

j 200 heure of instrueues to boots Pedi *'he'*py to be e phpe6elen whe: 13)I hows of red 6eues on and i
redicioetope heedhne techruques (a)le certfled la vosology er treimnsk &#mee d he w fw h I4

!

i
applicable to the thorsprotic use of e' vesene w by he A marteen pwposes estierteed by to liasees. ?

brachytherapy sowess and get hears et af ReWoley", er 6 aues Tunnes ter uteemapp. || superyneed wert ee6possense and a
the$)le to the eselve practes of Remopt es psee6ded la l 36.5Pt. One !i mmimum of three years of empervised rapeonc reselegy or ophthalmology, lisensee shat! require the ev&orteed |

'

chnical openence. and has completed as howe of
user unaes a waned sewee imod 6e t(1) To serafy the requirement for instructies As basic " mn: I an.cos to e telethecary unit to be a !instruction, the deseroom and handhas toehniques opphenbne to the physician whe: !

-

lobarotary troieme mot teclude: use of strooteum se for ophthalmic ..

g.) 3, ,,gged g, !; (i)110 hows tif redaeuen phyease and sodiotherapy, and a pened of ::: L : f.

; instresnentatten: c!1mical walaieg is ophthalmic D)Raddow w ewapende rendegy !
(t() 40 hours of todietion poetectness remotherapy. by the Amenean Beard of Randegyi I

.

(iii):.6 hours of mathematice (1) To souafy she soeu6temaet fe' (t) Roset6en by the !

pertemme to the use and measurement instruct 6ea, the closeroom and Amwiese Ommipants eil [
.

of todioactivity and laboratory treinmg must inelude: Re&dewi l
*

(iv) 28 hours of redietion bioloar. (t)e hows of rosesse phys 6ce and (a) Annaley, w6th opealaheation Le ;

, as Wash 7% ,g g,. ., "P4 et she{(2) To setlefy the requirement for instrumsetet6en:
supervised work pupsetense, trotning (11)6 howe of reneuse preteetlesu y,,3,y g i

must be under the esporvleien of an Oli) 4 hows of mathemetes portatalag Royal CaDage d Randegy"; u i
i euthorseed user et an inotttetion and to the see end measurement w (4) Therapeutic redio by the !
| must include: radioec0vity: an4 Cephas Rair,d CeBege Pbpioiam I
{ 0) Ordering. receivms end wipackteg Dy) e leoise of vedet6en biolog.

,,gg ,,,,,, y r
g radioactive materiale oefely and (2) To estisfy the airement ser a

@)le la es udve practke d i
; performing the related redistion pened of supervaeed tamantag la iompbed aos hours dimeeundenin )

"- 6, and has ;

; surveye:
ophthalmic radiotherapy. training must

! (ii) Checking survey metore for proper be under the supervision of as kee redeissteps mahaiguw appuceble !operation:
authorteed user et a medlealinoutstion to the use d e sealed sewee la e,

I (iii) propenas, implanting, and and must imelude the use of streettwo to tdwhwepy imit. 3g0 hure d supwvised
! rernovingemeledseatees: lor the ephthalmic treatment of Sve work empenemos. and a minimum of
! Ovl Uome admin 6erreeve controle to individuele that laeludes tree yews of supwohed skeded i
| prevoet the seaaad='a'am tion of

be(i) Enanimenes of ensk inevidual to
e uponenos, i

i w _ _ _ metenal: and sestes m g,, g,,,,,,,, ,,g
99 m,g,g g, ,, ,g,,,,,g g, j

1 (v) Uohne emergency precedwee te
(ii) Celselelles of the does to be

-

'esetrol bypesduct metwist. a d-naa-a--A gmggwm'
,

(3) To entisfy the irement for a pu) Administree6en of the desat and (i)ut heum etsomenos phyeles and
j pened of emperv6and i sapenames. rielpenewup and costow of each

g ,,,,gg,, !

!trotn6ng meet include see year in a ladiv6deare sees heetary. gg3,, g,, g ,,g,g,, ,,,g,g,,,
.! Jwenal relaans proyee approved by the Oli)as been of teethemann

.

i Residency pe,ww Cama, mas se, 6 suge testeis seruse se seems pertemm
! Ramesigy d de Aseredhusie Casemog eserees ter essneste, af: " .ete neseeand - i ;

- ..# and'

for Gradeste idedical Educat6es or the Recept as la 3 38 grIL the liv)as home of senseen bioley. *
;

Comastime en postdoctoral Tro6ases of Benasse regelse the anahemmed (t) To settely the vegeisement for
,

I the Amances De*==pa' hie Asseelettee, user seing e emeled sewes is a devise superv6eed eseek esponemen troisdag !

'

i ahd an odeuseal two peere of shaical listedla e ausp to be a phyeneien, must be ender the separetenen of as! (exponemos as therapeisde redeley dehteel er penetmet estes aesbestead uswat as lastiteuse and '

"
under the aupatyneese af as autherseed * le)le eartilledin mestte hj
user et a medicalinstitullon.The 0)Madeley,dingaaedere6eley 0) Review of the dullenlibretiesj ouperv6eed cimkal eaponense must with speelal sempsteese is muenaar measursaiente and per6edic spot shocks; ;) eastede re6eley,er thesapeetle resology by (64) propostegerseement pians and -

; (i) Examining indiv6duale and the Amerieen Seesd of Rosalegr, calcunstag Woeament eines
.4 rev6 ewing the6r osaa knesenes to {alNealeur annekse by the Amedean Hill Using adm6missessee eseweb to
i! detesmine their sweehsty for Emesd of himaleer heesesse; er prevent -'--""-^-'
t

'

!

. .

a

; !.
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l 30680 Federal Registw / Vol !,0 No.164 / Friday, July 26, 1968 / Proposed Rules j
. *

t(iv)!mplementmg emerpencp i 4979 Tremeng ter espanoness tet and cited m the authonty citsuon et. i
|

procedures to be followed m the esent avmensee usert the begmning of this part for the
}of the abnorm 61 operet6pn of a Physicians. dentlete, or podiatnets purposes of section 223' teletherapy umt or conocie: end identified as authonsed usere for the
j

(v) Checking and using survey meters, uman of b u e nel n , g,, , , , , ;

(3) To settsfy the requirement for e ,,,,,,,,,,,,,,,,,,,,,,,,,,n,,,

pened of supervised chnical esponence, on Desen eMeetire dose o//ino/ rule | If the rules in this part conflict with
!

traming mut melude one t ur in a who perform ordy those methods of u, the licensee e redieuon safety program t

formel traming progrom approved by the for which they were authorised on that as identified in its license and if that i

Ruidancy Renew Committee fo' date need not comply with the troimng licenn **e approved by the, >

; Radiology of the Accreditauen Counct! requiremente of Subpart J. Comminion before linsert effectrre vote
o//inoltule) and has not been renewed.

;

; for Credate Medical Education or the i ED71 pa etenen treanene en a mmer >

Commatioe on Postdoctoral Training of "*"***g*** then the requiremente in the license will *i

! spply, i

{
the Amencen Osteopathic Association A physician who, before luly L 19%
ond on additional two yeare of clinical began a three month nuclear medicine PART as-.HULES OF SENERM,. ;

i esponence in therapeutic radiology tratams progree approved by the APPUCA041.!TV TO DO40ESTIC
:

! under the supervision of an authonsed Accreditat6on Commed for Graduate WCEteSIIe8 0F SYPRODUCT !

i

I
unet at a med6eelinstitellon. The Medical Educaties and has ausseeafully 16ATEntAL

!eu clinical empenence mot *** Ply
r pan 30

-

(I) Enammme individals and
rev6 ewing thett case histones to

i nort mesonensee et wein"4 Authenry:Sec. tet, u amended H2 U.S C. !,

| determine their suitability for The training sad experience specified 011. sec. act. u amended (43 U.S C. s44tl.2: '

Itelethetspy treatment. and any in this subpart must have been obtained 3. Section 30.4 is amended by revising
i

l limitations or contraindications;
within the five years preceding the date peregraphs (h) and (1) to read as follows

'

! (LI) Selecting the proper dose and how of application or the individual met and by adding new peregraphs (y) and
j 61is to be seministeree: have had contmuing exponence etnce (c) as follows: ,

(iii) Calculating the teletherapy doses the required training and expenence1

| end collaborating with the authonred *'8 CO*PI'''d' gg4 gm ;
* * * * *

| user in the renew of patients' proptwo
and consideration of the need to modify Subpart K Enteroement (h) * Medical use" meane the

}
i

t intentionallaternal or entemalongmally presenbod doses as !E900 Vielemenen -

adrainleuauon of byproduct matenal, orwarvented by patients' reaction to (a) An injunction or other court order the radiation therefrom, to human beinsei radiotion: and may be obtained to
(lv) Post admittistration followup and of any provieton of: prohibit a violauon in theprocuce of medicine in' '

am m with a license 16sved by a,

j review of cose histones. (1)The Atomic Energy Act ofitK as State or Temtory of the United States. ,
amended; the Distnct of Columbia, or the ,

| 14901 Tremens ter guenned teseeneresy (2) Title II of the Energy
Commonwealth of Puerto Rico in the

,

eenerseen essen.
Reorganisation Act of1g74, as amended: practice of medicmo.

The licenses shall require the or
' ' ' * * iquahfied teletherapy cahbratwn enpart . (3) Any nile. regulation, or order

issued under these Acts. (!) * Physician" means a medical !to:
f a) Be certified by the American Board (N A coun ordw may be obtained for doctor or doctor of osteopath licensed

of Radiology tru the payment of e omi penalty imposed by e State o;Temtory of the bnited
r

States, the Distnct of Columbia, or the
(1) Therapeutic radiological physica: tf ha,gy,gg,es31et101. Commawonith oOuene Eco i,

(t) Roentgen rey and gaeuna rey 103,1K IW. er 100 under seetloa 234 of pmeenbe dmge in 6 practice o ,

physites the Ateele Enery Act of teet: "'d'''", y

(3) X ray and radium physica: or (2) Section 300 of the Enery , ,
,

|(4| Radiol"ical physics: or Reorganisation Act of 1974: (y),, Dentist,, means an Individual .

(b) Hold a master.e or doctor.e degree (3) Any rule regulat6on, or order licensed by a State or Tomtory of the
.

, In physics. biophysica, radiological leeued under these Acts: Umted States, the Distnct of Columbia.
phye6ca. or health physica, and have (4) Any term condition, or limitation or the Commonwealth of Puerto Rico to ;

cumpleted one year of full time training of any license leeued under these Acts: practice dentistry on humana. '

or (e)"Podletrist" means an individual| In therapeutic radiolog6 cal physica and (5) Any violation for which a license licensed by a State or Territory of the
,

eleo one year of full time worm ii

1 exponence under the superviolon of a may be revoked under section 1st of the United States, the Distnct of Columbia,
qualified teletherapy othbration expert Atomic Energy Act of tese, or the Commonwealth of Puerto Rico to(c) Any person who willfully violates practice podletry on humana.at a medicalinstitut60n.To satisfy this any proviesen of the Atomic Energy Actrequirements, the neophyte quellfied of 19K as amended, or any rule, 4. Section 30.34 la amended by
teletherepy calibretion empert mut have
performed the teske listed in il 38.R

e,gulation, or order issued undet the Act revising paragraph (3) to read as +
follows:

36.632. 35433, and 38.641 of this part
may be guilty of a enme and, upon
convicuon, may be pumahed by fine or i 30.44 Tenne and eenelsene of huness.under the supervision of a qualified impnoonment or both as p*ovided by * * * * '

teletherepy calibration esport dunng the law. Regulations issued under the Act (3) A Ilconees may prepareyear of work expenonce, include regulatione Isowed under section technetium 90m radiopharmaceuticale
-

>

.

,, ,
, .g g . em --*
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,

only with technetium.99m thet cunteine Authenty: Set.tel.H emtheed(6IU.$ C | $$Je IeentiteseWre efte sleeNebuelen et'
leu then 0.11 microctifies of molyb. 18011. en 301. se amendes let U.S C Meil newees or sevees eenesenme pyreewet !! denum se per milhcune of technetium. mennel ser noemel um.i ppm. The hcensee shall perform teete 13Li8 l##***83 ;

to) An opphcotton for e specifit
| end memtein the records required by 4. Section 3L?0 is removed, liunse to manufacture and diotnbute

l 36.204. 9. In 13Lys the introductory text of sourc e end devices containing
'

peregraph le) and byproduct rnetenal to pereone hcensedpART 31-ettetRR D0 mitt 8C revi,,d to read as .pareFoph (a)[4)(i) are
'

ollowe: purement to Part 36 of this chapter fori 1.8CEsetBS poet BYPRODUCT pe u a c.shbretion or reference source i! e&& TERT &L i DLyg manusestwo one deertamen of or for the vue i sted in il 36 e00 and !..

posisemenmesessesse tenemeneng typeouet $6400 of this chapter will be opproeedI l. he authority cttstica for part 31 *

mesomet ter mesenet ene unser youp 4| conunne to read H follows: toeneses
!. . ...

AmehoppySet, tot, as amended H3 U.S C (a) An applit.ation for e spootfsc (3)ne label afflaed to the source or Isaoll. ws, art, u em n aed Ma U.S C 6estI bcenes to manufacture and dietnbute device, or to the permanent storage !k Section 31.111e amended by radiopharmounticale containing container for the soures or devtce. !
! reviems paragraph (b) to reed as byproduct metonal for use by persone contamo information on thefollows: euth9need pursuant to Port an of this radionuchde, quanuty and date of i
'

echapter will be approved & seuy, and e eletoment that the (nome ofI 81.11 Rene'el teense ter use of f

eewee or dev6ce) 6e lisensed by the U.S. [
. . . . .

j h (4)[l) De label offined to each Nuclear Regulatory Comminion for
|) package of the radiopharmaceutical distribution to persono licoped to we
;

(b) No person shall receive, acquire, contems infonnation on the Tr, gy*,, ;
8 dm.

I poseen, we, or transfer byproduct ro one a ty a det a ,

, ,, p ,pp, pn,,, ,, under en equivalent I
a bi h y per p ph alof is broc un that socompanin och I'CWe d en @meM M. }|

.

section unless that pereon: package, contelne e etstement that the' , , . .

1 (1) Has filed Form NRC-eas, rediopharmaceuticalle licensed by the {

{ " Reg.etration Certificate.-In Vitre U.S. Nuclear Regulatory Comminolon for PART et DOMESTIC UCENS4000 0F '

Testma with Byproduct Motonal Under dietnbution to pomone licensed to use ;1

General 1.lcense." with the Director of byproduct metenal listed in il 35.100. 1L The authonty clietion for Port 40
,

Nuclear Meterial Safety and Safeguards. 35.300, or 38.30s. u appropnete, or continues to read as follows:
i

i U.S. Nuclear Reguletory Comminion, under en equivalent license of an .

Wwhington. DC 30668 and received Agreement Stoto. Aushesteri see,101, as seencted Mt U.S C. I

anon eer, set, u amended Mr U.E C. Het!
)I from the Comminaion a validated copy * * * * *

of Form NRC-443 with a registrettor. 10. In L 3Lt3 paragraph (e)(B)(illle 13. Sution e04 le amended by !
number autsned: revised to rood as follows: revising peropoph (g) to reed H

i It1 Mas a bcense that authonees the gog},we*. ;
'

medical ne of byproduct metonal and i St.ys Menutistem one emermusen of :
g eg,4 gen,wmene,j that expires before (ineerr fire rect, genomesm oneepent has ser pwammen

,
'

! ofter effectire date offmo/ rule); or
. . .,* ***''""*8 '

; (31 Hee a licenu that authonus the [g) athysician" means a medical
medical we of byproduct metenal and (e) ' ' * doctor et doctor of osteopathy licensed;

by e State or Torntory of the United ii oleo authorttee the use of byproduct ($) * * * Statn. the Distnet of Columbia, or the| material conatetent with the
*

j rNiuirements of this section.
(ti) A statement that this generetot or Commonwealth of Puerto Rico to

r,ngent hit (as appropriate)is approved presenbe drugs in the practice of i
'

' ' ' ' *
l for dietnbution ti persons liconeed by medicine: i

PART as-SPtCIFIC DOMESTIC
the U.S. Nucleet Regulatory Cosninheesom . . ** '

to we bypeedust motorial identiflod in Deted at Walenseen. D.C., this sand dey .UCEleSES TO MANUpACTURE OR l 35.300 or under en equivalent lloonee ofluty tees. *

TRAleSFER CERT AIN ITEMS of an Apeement State. For the Nuclur Reguletery Comminion. l
i C00f7Allel800 8YPR000CT 1

. . . . .
! MATEMES g i g, ching, '

11.1n 5 3L74 the introdvetery test of .88cre'ery e/the CommIessen. ;F.The authonty ctietton for Part 33 paragraph (e) and parapoph (eX3) are . (FR Den ab ttsaa Filed F-86 se. e es amt i

continues to reed se follows: rev6eed to reed as follows: ename esse rese*we I
,

J

4 .

): .

j
*

1'
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# "D UNITED STATES -4
*
,* - t NUCLE AR REGULATORY COMMisslON

WASHINGTON, D. C. 20585

*****
DEC 071982,

TO ALL MEDICAL LICENSEES AND COMMENTERS,

i

iEnclosed is a Federal 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 is of primary interest to cardiology and nuclear medicine
(radiology) physicians, especially those invohad.with physician training
programs. '-

The effective date of the revision is 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.

(( d4 !s -

, ChiM1
-

.
'

teria Licensing Branch
Division of Fuel Cycle and

Material Safety i

Enclosure: Federal Register '

,

l Notice
|

i
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Movbed Training and Empettence
Criteria for Nucteer Medicine

'Pftysicione

Asseecy: Nuclear Regulatory
Commission.
Actiose: Notice of revised training and
experience criteria for physicians who

{ apply for authorisation to perform
nuc ear medicine procedures.

sunsasAny:The Nuclear Regulatory
Commission is publishing revisedi

| training and experience criteria for '

physicians who request authorization to
use reactor produced radioactive
isotopes (b)Troduct material)in nuclear
medicine procedures. This revision
increases the minimum time appropriate
for a physician to obtain acceptable,

,

training and experience for i

authortzation to perform diagnostic
nuclear medicine studies.
aprecTivs DATE: July 1.1984. This
revision does not affect physicians who
begin their nuclear medicine training
pnor to the effective date.

P0st PURTMen seePomesATNHs C0087ACT:
'

{ Joseph DelMedico. Division of Fuel
Cycle and Material Safety, Office of
Nuclear Material Safety and Safeguards.

f'

.

- - - , - - - - _ _ _ _. - - -- _ - , - - . _ - - - - . , . - - - ~-



_ _ _ _ _ . _ . . . _ . _ _ _ _ _ _ __ _ . _ _ _ _ __ _ _ _ _ __ - _ _ . _ _ ._ _

i
:
i
.

Federst Reglsgar / Vol. 47. No. 232 / Nrsday, Desember 2.1982 / Notices 543?7
,

U.S. Nuclear Regulatory Commisotoni expressed opposition. Most of the C. Comments CadngforMore Stringent !

Wuhington. D C 30868. 3al 427 4 ant opposing conusosas either supported or Criteria
surnasseertAoy moomssafsosc NRCle scrudy encloud a copy of the position Over 30 commenters stated that six -

revising Appendix A cf Regulatory takam Jolady by the Amancan College of months of training was minimum or not
Guide 10.8. Appendix A concerne Cardiology (ACC) and the American enough. Some recommended that only
training and experience criteria for Heart Anasciatton(AHA). All comments board certified physicians should be .

physicians who apply for authorisation were carefully considered and. authonted. Many of the commenters |
to use byproduct material in medical wherever poesible, the new cnteria were noted that six months of specific study >

diagnosis and therapy. Merulatory Guide changed to take them into account. in nuclest medicine may not allow i
10.8 describes the type and estant of Copies of the comment legers are enough time to vatisfy, the radiation
information needed by the Nuclear available for inspection 91 NRC's Public safety training as weu as the clinical '

Regulatry Commiselon (NRC) staff to Docuent Room, requirements of that specialty.The |
evaluate an apphcation for a specific increasing complexity of the fle'.d.
license for the poessesion of byt@ WMa af Public " especially as related to equipment andr

material and its use in or on hytan A. Comments of an Editoria/Natur, clinical procedures. was cited by several i

beings. This type of license is brovJ' %d commenters. In determining that the
for under to CFR Part 35. 41:aan bc: All comments cf v 2dPer.al neture published criteria are justified. the etaff

'

of Byproduct Materirl"The reviatoa of were accasamodated in b n w rriteria. took into account the facts that these ;

Appendix A is barad upon the new changes included:(a)Remon of criteria received strong support during ;

recommendetton of NRC's Advisory Section VII.A to eliminate confusion the public meetings and that no
Comnuttee on the Medical Uses of concerning colloidal gold 198. which is significant new information has been
isotopes (ACMUI). currently not in use-(b} modification of presented to support a period of training

Essentially. the revised criteria Seetton IX to include all of the radiation longer than six months. Commenters are
indicate that physicians who apply far therapy certfication boards listed in therefore referred to the meeting
authorization to use byproduct material Table 1:(c) mention of the accrediting transcripts,
for diagnostic nuclear medicine studies, authortty for osteopathic training in D. Comments Concerningincluding cardiovascular nuclear Table 3:(d) inclusion of xenon 133 Documentation of Traitung andmedicine studies, should have a studies in the training criteria: (e) use of Experienceminimum of six months of special the term " cardiovascular nucleareducation, training. and experience in medicine"in place of the less Commene A numbw of comments
these uses.The previous entaria
indicated a mirumum of three months. descriptive " nuclear cardiology;" (f) concemed the nethod for documenting

The revison does not affect physiciana moMcanons to emphasise that the new training and experience. One commenteesuggested that NRC issue certificate.
who are presently authorised to perform critaria repraaent the minimum that NRC
nuclear medicine procedures, nor finds acceptable: and (g) revision of the type credentials to all quahfied

physicians.The commenter stated that
physicians who begin their nuclear Federal Register notice to stress that the the certificate would be convenient for
medicine training prior to the effective new criteria will not affect physicians physicians changing jobs. ne premise
date. The effective date was chonan so who are currently authorized to perform was that a physician, once licensed.
as to allow the various training nuclear medicine studies orph)alciano could thereefter show a new employee,

programs sufficient tima to restructure who begis hit training prior to the or radiation safety committee the
their curricula, effective dats, certificate as evidence that NRC
Background B. Comments Concerning Table 2 accepted his credentials.

Response:ne staff feels that the
The revised Appendix A evolved from A number of commente questioned Larrent Supplements A and B of Form

proposals initiated by the medical why certain medical specialty NRC 313M are adequate for
community to reflect the training certification boards were or were not documenting training and experience,
believed necessary for a physician to included in Table 1. and whether certain Physicians authorized as users on NRC
use licensed matenajs safely and to procedures should or should not be licenses may make copies of the license
protect workers, patients, and the public authortaed on the beste of various board to present to a new employer na
from unnecessary radiation ex osure. certifications. Each individual board . evidence of such approval,

"'' ' i inatm action to becom accepWd bF E. Comments Concerning the Medicalmeeting h Id on anua l8 19 pmviding evidence of adequate tratning Competence ofPhya/cian UsersAugust 18,1980. and Auguet 31.1931, * '

eC e vMe of I bh' Canmene Speeral commenters askedInformation concerning these meetmgs
was published in the Federal Register
prior to each meeting (44 FR 73170. 45 FR requirements accrediretion pmgrame.

NRC to satify physican and hospital

4:904, and 46 FR 3:354). Transcripts of " 8nd '** min 8 Hon procedures which
licensees that NRC authorisation relates

these meetings are available from NRC's assure that NRC's criteria will be met.
only to radiation safety and not to.

'

Public Document Room at 1717 H Street. Additionalboards may beincluded at medicalcounpetence.
Responserin 1979, the NRC publiebed

NW., Washington. D.C. any time provided that they approach .. Regulation of the Medical Uses of
A Federal Register notice that the new NRC and present this information. These Radiciaetopes Statement of General

criteria were under consideration and submissions ase examined by the staff Policy" (44 FR 5242). The third and final
! that public comments were invited was and by appropsiate members of the specific ama in the policy stated. "The >

pubhshed on January 22.1982 (47 PR ACMUI A recommendationis made to NRC will adnimiss intrusion into
?:281.ne Commission received 232 the full ACMUI at s.n open public niedicalludgements affecting patiente
comment letters,of which 159 supported rueeting.The boards heted in Table 1 and into other areas traditionally
the new criteria. 36 expressed support met the requirements specified above, considered to be a part of the practice of
but suggested specific changea. and 33 inedicine " The staff has and will

- - -. . .- . . __ - - -- - -_ -.
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c:ntinue to interpret this to mean NRC The concept of concurrent training in have traditionally been addressed by
approval of a physician to use three month programs onginated the State medicallicensing authorities
byproduct matenals in humans for because such programs were offered as and by peer review groups and
treatment and diagnesis relates to part of the residency training leading to professional societies within the medical
radiation safety and to training certification by the American Board of profession. As stated previously. NRC
sufficient to avoid unwarrented Radiology (ABR).The ABR and AOBR published its decision to minimize
radiation exposure to the ph)sician, programs have recognized the need for a intrusion into areas tradationally
medical workers and the public. mimmum of six months of training and considered to be a part of the practice of
inlcuding patients. Such authorization experience and have voluntarily taken medicine in 1979 ( 44 TR 8242).
does not imply a standard for action to restructure their programs Commente ll the training and
professional clinical achievement as accordingly. The new programs will be experience criteria are increased to six
wculd be evidenced by a medical in place by July 1,1964. NRC's action months the only aspect that would be
sp:clalty board certification. Further will maintain its criteria equal to the augmented for cardiologists would be in
cl:rification of NRC's position is being minimum standards set by the the area ofinterpretation of scans. -

c:nsidered in connection with a profession. Response: NRC believes that actual
siparate revision to Part 35 of Title to, Comment: Technetium 99m is the only expenence handling unsealed
Code of Federal Regulations. This NRC licensed material used in radioactive materials (Item B of Table 2,
revision is under way at the present cardiovascular nuclear medicine studies Appendix A) should be augmented.
time, and its properties make it uniquely safe Presently there is little incentive for a

f r handling and use: therefore, an physician in training to acquire such
r. Comments Opposing the New Criteria increase in the training and experience experience. it is the physician, however,

The concerr.s of those who object to criteria is unwarranted. who is listed on the NRC license as the
the criteria (as paraphrased by the NRC Response The enteria in Section V of authorized user and who may be listed
staff) and the staff response are Appendix A apply to physicians who as the radiation sofety officer.The
summarized below: use or supervise the use of molybdenum physician is responsible for the use of

Comment:The current criteria have 99/ technetium 99m generators and the material. To fulfill this
been more than adequate in protecting reagent kits to prepare Tc 99m labeled responsibility, the physician must have
the public: therefore, there is no basis radiopharmaceuticals. These materials had adequate " hands.on" experience
for an increase. do present serious safety hazards if they during the training period. -

Response: The current criteria have are misused or improperly supervised. Comment: Additional requirements
been adequate because they have been Tc-99m radiopharmaceuticals are also w.ill serve to discourage persons well
revised whenever necessary to keep available in prepared, unit dose fonn, trained in cardiology from participating
p;ce with developments in nuclear ready for patientinjection.lf a physician in cardiovsscular nuclear medicine and
medicine, a rapidly expanding, wishes to use this form for one or two will therefore deprive the public of the
technology based clmical specialty. In types of diagnostic studies and accepts expertise that cardiologists lend to these
1972 the Atomic Energy Commission, a limited possession limit, he or she may studies.
NRC's predecessor agency, had apply under the provisions of Appendix Response:The NRC licensing process
physician training entena that invoh ed A, Section VI.

does not prohibit cardiologists or any
only 30 hours of training in basic Comment:Through their training and other hysicians from being present,
radioisotope handling techniques. Since experience with cardiac catherization provifing patient care, and participating
that time. the enteria have been revised and engiocardiography, cardiologists are in the diagnosis during cardiovascular
and increased three separate times. already familiar with the principles of nuclear medicine procedures. The
Transenpts of NRC's ACMUI meetings radiation exposure. licen6e specifies only what physician (or

!
show that each change was made in Response: Any hours of training that

j response to the increasing complexity of are specifically applicable to basic physicians) may use or sufervise the useof the radioactive materia that is
the field, not in response to accidents or handling techniques using unsealed needed to perform the procedure. Ini

incidents. radioisotopes may be included in the many hospitals, these procedures are
The transcripts of the public meetings physician's application to NRC. Derformed a6 a coordinated effort

concerning the present changes indicate Comment: There are important risks if between the nuclear medicine physician
that there has been an increase in the cardiovascular nuclear medicine studies and the cardiologist.
complexity of the diagnostic are performed by physicians who lack
interpretation of nuclear medicine formal training in cardiovascular The revision to Appendix A of

,, "lo'#Rj7,9 {fg,',C"ide N8 printed /n hsstudies and that this has resulted in a hemodynamics, coronary artery disease
concomitant increase in the portion of physiology, exercise testing and
the time that is allotted to this aspect of exercise physiology, arrhythmia Appendix A-Acceptable Training and
training during the three month detection, and cardiopulmonary Experience for Medical Uses of
programs,it is apparent from the resuscitation. Byproduct Material
transcripts that,in order to stay within Response:The implication here is that 7, g,,,7,j g7j,,7j,
the three month limit, many programs NRC should not allow physicians with
have made proportionate decreases in little or no tralning in cardiovascular Paragraphs 35.11 and 35.12 of 10 CFR
the aspects of training involving basic disease to perform cardiovascular Part 35 provide that the Commission will
radioisotope handling techniques and nuclear medicine studies. Training and approve a license application for
actual experience handling unsealed experience criteria set by NRC relate medical use if it determines, among
radioactive materials. In order to specifically to safe handling of the other things, that the physician
maintain the previous level of training in reactor. produced radioisotopes that are designated as the individual user has
these last two areas, the increase to used during the medical procedure. NRC adequate experience in the proposed
program of six months duration is does not regulate the quality of medical use, the handling and administration of
justified, practice. Matters of medical competence isotopes, and where applicable, the
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clinical management of radioactive 1. H. and in of 9 38.100.10 CFR Part 38, a eene
patients,la addition l 30.33 of10 CFR phyololan should have the training and i n.assen w ew m _ __ _ m
Part 30 requires that applicants be experience listed in Table 2. j "a*=" 8'*"'"" #

,, , , , , ,qualified by training and experience to
use licensed material for the purpose g 7, 7,j,jpg f,7 3p,,jfj, gj,gn,,,j, e es essim, is

t' " ~ * " " ~ ~ ~ "Procedures .Irequested in the application.
*This appendix outlines training and A physician who wishn to be

experience criteria that the Commission, authorized for only one or two specific 17/l. Troitung or ThempyProceduree j,

:
with the assistance ofits Advisory diagnostic procedures should have involving Sea edSources (Crogp VI) !*

Committee on the Medical Uses of training in basic radiolactope hand!Ing To qualify as adequately trained to I
lootopes (ACMUI) has found acceptable techniques and clinical experience
for physicians 8 who wish to use commensurate with the types, quantitles use byproduct material listed in Group

VI of 6 35.100.10 CFR Part 36, a !byproduct material for human use.' We and une of byproduct material being.

recommend that this training and . requested. Such roquate will be physician should have the training and
experience listed in Table 3.experience be obtalned in a formal, examined case by. case b the

-

accredited tralning program for resident Commission with advice om the When a physician is not board ;

physicians. ACMUI. certified in one of the radiation therapy >

Physician training and experience can specialtin listed in Table 1. hla or her i
171. Training for Thergpy Procedures training will be reviewed with the '

be exa:nined on a case by. case basis. A Involving Radiopharmaceuticals assistance of the ACMUI. In addition tophysician wishing to use radioact!ve (Groups IVand VJ Supplements A and B as described in ;material but not having the training and
experience described. may submit an A. Physicians who meet the critaria Section III. above, the applicant should
application listing specific for Croups f.-III may qualify to perform submit letters of evaluation from each
qualifications: and these will be specific therapy procedures with the g ,p
reviewed by the Commission with the following clinical exponence: These letters of evaluation should
assistance of the ACMUI. 1 I a e of describe the scope and extent of the

, f ar oc applicant's training and experience and [
II. Acceptance ofAfedico/ Specially conditions: should state whether,in the opinion of1

'

Board Certification
,

Clinical experience in the diagnosis of the preceptor, the applicant is fully
Certification by the medical specialty thyroid function and active participation qualified to independently perform

boards listed in Table 1 will be accepted in the treatment of ten patients. Group VI therapy procedurve.
as evidence that a physician has had 2. Soluble P-32 for treatment of IX. TrainingforPhysiclans Wishing To
adequate tralning and experience for the polycythemia vera. leukemia, and/or Use SR-80 Eye Applicolore Only .

corresponding procedures listed in the bone metastases:
tabla. Active participation in the treatment To qualify as adequately trained to,

U * S' '*
Ill. Documenting Training and f'',',P*f,*',* **y' combination j',YyF gg ,'yf[y*, ,g, gy , p ,

D E'##'"##
3. Colloidal P-32 for intracavitary certification by one of the radiation

Supplements A and B of Form NRC treatment: therapy specialty boards listed in Table ;

313M are used to document training and Active participation in the 1 or, as a minimum, evidence of:
experience. Physicians who wish to intracavitary treatment of three patients

,

A. Active practice in thera
qualify on the basis of board using colloidal forms of either P-3: or radiology or opthalmology. peutic
certification need only complete items 1. Au-198
2. and 3 on Supplement A. Other 4. I-131 for treatment of thyroid
applicants should submit Supplements.A carcinoma: ,,,,,,

t
i and B with allitems completed. A Clinical experience in diagnosis of n . cue,g #4

, , , , , , , , , , , , , , , , , , , , , , , , .
separate Supplement B form should be thyroid function, personal participation ****"a*****'*"-

-

|completed and signed by each preceptor in the treatment of ten patients with * 0'.*.*."".i. e w v. .,ewho provided training or supervised hyperthyroidism and/or cardiac w*"*"''**="r d
experience. dysfunction, and active participation in * " * * " " * " ' ' ' *

IV. Time f. imitation on Acceptable the treatment of three patients with
Training andExperience thyroid carcinoma. This information should be submitted

5. Colloidal Au-198 forintracavitary on Supplement A of Form NRC-313M.,

Training and experience must have treatment: The hours listed next to each of the fourbeen obtained within five years of the Active participation in the subjects are suggestad minimum valuesdate of the application or else the
intracavitary treatment of three patients and should not be interpreted as specificapplicant must demonstrate continuing using colloloal forms of either Au-198 or requirements,,

involvement in the procedures since the P-32. C. Active participation in thetime of training. B. To perform only Group IV and V treatment of five patients (to be
P. Trainingfor Routine Diagnostic therapy procedures, physicians who do submitted on Preceptor Statement. Form
Procedures (Groups I-Ill.* /ncluding not meet the criteria for Croups 1-111 NRC 313M. Supplement B).

'

CordiovascularNuclear Aledicine) need to obtain the specific clinical .. Active participation" should include
,

**E * * A.To quahfy as adequately trained to supervised examination of patienta,.

88 8 m nimum'use byproduct material listed in Groups collaboration and calculations
concerning the dose to be administered.;'

' * '
' As dehned in to CrR 31s administration of the dose to the patient,
ipnymun nuieru.d f e croup it or m may 9,,,,,,,,,,,,m,,,,,,,,,,,,,,we,,. followup and study of patient case,,.,,,,,,on

ohn xenon iss. .- = r so histories.
;

- ., .. - , . . - - . - - - . , .,, -< _, ,-
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B. Experience handling sealed

',M.'.".".".**.".".'."3'*.''"=""J"U.|'E M E'e' " """'"' ' *" '* *"'" "" upervfai n o a quakifiebnstr ctor (1 0.
'*****'"'*****""*"""*: * * * " * * ' hours). This experience should cover the

types and quantities of byproduct
Table 2.-Mindnum Acceptable Trelanag misadministration of materials to material requested in the application

and should include:for Rootine D6 agnostic Pmeadures patients.
(Groups 1-HI) 6. Emergency procedures to handle 1. Ordering, receiving. and

u ging sealed ' of b$'jl' 'dConcurrent Doiningin Six month and contain spilled materials safely,
hvgrams. The criterio specified below including related decontamination p g9, ,n r

may be satisfsedconcurrentlyin a procedures. radiation surveys.
2. Performance of operational checksformalintergmtedsix. month tmsm,ns F. Eludon of Tc-99m from generator on ion chambers and survey meters.pmpmm, Note, however, that all of the systems, assay and testing of the eluate 3. Safe handiing of sealed sourcesrequirements in Sections A., B. and C. for Mo-99 and alumina contamination,

"8 'E "* " "' " " " "must be fully intergrated into the and processing the eluate with reagent #"* *('program. Physicians who do not recieve kits to prepare Tc-99m labeled 4. @ahty c ntml and omngencytheir training in such a program should radiopharmaceuticale. (Required when
obtain the specified number of hours in physiciana apply for Group HI E** ""*' '

authorization.)
Chnical trang in Gmup Weach ares:

procedures: Active practice in,

C. Supervised clinical training in an therapeutic radiology with a minimum of
**** [nstitutional nuclear medicine (or 3 years experience of which at least 1,

a g'ar ge gy cardiovascular nuclear medicine) year should have been in a formal==c

w t, , ,,, , program (500 houn). The clinical training program approved by the.

* cwa ma==*v sa=== ====.a eramt training should cover all appropriate Residency Review Committee forl

" M,Q.*.****"""..*"..*,,a types of diegnostic procedures and Rechology of the Accreditation Council.
.w=-_ iso should include: for Graduate Medical Education or the;ag .

: u.m n. ,, e e. u. e 1. Supervised examination of patients Committee on postdoctoral Training of
,,a,",,,'**a.-' g to determine the suitability for the American Osteopathic Association.* *a ~

,,

s n u. c. e . , _ so radioisotope diagnosis and Dated at Silver Spring, Md this 27th day of
recommendation on dosage to be September 19s2., , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , , ,

.a a en . prescribed. For the Nuclear Regulatory Comminion.
" " * " * * * " " * " '

2. Selection of the proper Richard L Cunningham.
B. Experience handling unsesled radiophartnaceutical and dosage, Dirwetor. Divi.; ion of ruel Cycle and Moserio/

radioactive materials under the calculation of the related radiation dose Safety. Offect o/NuclearMorerio/ Sofety and ,

supervision of a quahfied instructor (500 and collaboration in the interpretation Scle#uerds,
houtst This experience should cover the of the radiolsotope test results. Ira ox a:.s.su rus u.i.e: s es mi
types and quantities of byproduct 3. Follow.up of patients when ""*CD''**'''-"
material requested in the application required.

~and should include:
. 4. Study and discussion of case

un a sg ng a oc e aterials histories with preceptor to establish the

se ely. including performance of the most appropriate diagnostic procedures,
related radiation surveys. limitations contraindications.etc.

2. Calibration of dose calibrators and Table 3.-Minimum Acceptable Training
diagnostic instrumentation. and for Therapy Procedures involving

j perf ormance of operational checks on Scaled Sources (Group VI)
. survey meters.

( 3. Calculation, preparation and To qualify as adequately trained to
calibrauon of patient doses. including use byproduct material hated in Groupr

' radiation safety considerations. . VI of I 35.100.10 CFR Part 35. a
! 4. Administration of doses to patients, physician should have:
i including proper use of syringe shields,
'

5. Appropriate internal control
procedures to prevent the

. _ . _ _ . _ . _ __



..- - - - . - .-._- - - - - - - -___ - _ ___

;%.

. .

UNITED STATES NUCLEAR REGULATORY COMMISSION.

I i

RULES and REGULATIONS )
rm.: w. cansa 1. coes op puosan neevi.Arions-amener

(. . - . = = = = = = = = . .= = - - . .... -
?

PART
'

:
HUMAN USES OF BYPRODUCT MATERIAL

35 ;.

t

'
ans. -

!.ma swym ens mee. | 38,1 Purpose and esepe. DECIFIC LICENtts
'

as.: Lassse seemsseems.
3 asJ asamuses Thas part prescribes regulatmos gesess- | 38.11 Spaans Baseem for human*
; asa Assensena one for sesadis assesu. ins the uomanas of bypredest asennel use of typeedest meesnel h homen.W Spacepic Lacassess for human unsa. It inehades spesial re- g gone, ;

.

Ell tosses asonsus pas tense ens at gutmeau fu immeans of speans N- g
wessesse essenes a masseessa, senses authoredag human uns of bypsed. As appuseess by en housenes for a

4 88 $samms asemen is asessessi saves- i,est assertal, seassel lausumes for hsman .sspeens Maom for human um of byped.
mum see temas == at wpeesse "um of bypseduet asserent of spemoed 3 wt mannel we to appmed it:4

|, esss=L
etypes and feras, and eartas regatasesas (e) The appuomat estaanse the poseral* s emans meme ne"", " *sseurams the holders of enah spesens and '*4884s8s88 8 Peened a |J0.33 of thisp,

asesess, esmeral Essassa. The prusses and m. .
shapur;

EJ4 Sasses assesse ses seseem poses et gasemente of the part are h addless to, "
esame esas er wyeesse messak and met u estauration for, eest regese. M The applienet hoe oppolated e

, specut amourasworts rea meets of the skapter la pernsular, the muenos esfoty samannee w emm I
i 75L87888AAM LacEwasas psimmees of Per 30 of the shapter es use of meurtal thron

-

; ** i'''''"** **d * "'"" ** gimetmai namem m omen. feu mass-
use -- _ :etisemasses, apNy te appusanom and usamm anb,em
usas deetpen. ~ i'''i'''i'"'' #*di'O" **I''I E''''"'

: h4embership of the sommittee must,

nas asseeemmes se onesse seness S :
, sees samma - .-- -er esse - , y38.2 Lissess sequhesmomet I ,3,,,g,og3 :g,g g. ,gg,e,

,g ,,,,g ,,,,g,, g 9 ,g,,,
| Naamesse n -as.23 a E No pesan ashpest to the regalatises la * peruditeel by se lieease, e
;- use ses tes answease ese som. :the shapter shall rosesu, poses, um, or repsesenteuse of the nursang sta#.di

assee e maesfer bypsedust aseenal for any representative of the taantunen's
* * * osanase me=i.

.._

'. human uns easept la asserdenes wie a menessment, and the Redieusa Safetyi

as.s4 massa'

,,,,g, ,, ,,,,,,g3,,,,,3,,,,, ,,,,,,,, ogg,,y;
GDfERAL LICENSES to the regudeness in thas pan and Pens

,

38Ja Omersi unsses fes eseem me et 30 and J2 er 33 of thal eksyter. (s) The appliment peesasse adequate
l *

senes eesatesse et weseemse no- fasikties for the aumanal enre of pensas;.'
smuk g 33.3 Defhutases (d) The phyamas doagneted on the

met Osammen et a esseemssmeetnes' appusenen as the inevidual usst has3&48 Seouw eimasepy As med a eh .

(a) "Numan mes meus the hternal enhetastaal esponeses in the proposed
364s Assene et shamasas er oaurnal edeunasestaes of hypseduct U uns, tes headhas and admaestrenen of

~ ~

as4s messses et ad unendmusessesses kfnatenal, or the rediataan therefrom, to ;radiohempes and, whom applicabis, the
,

See Aaenes and sense of basmsses. ;tusen benes, a shaical memessmen,t of radienserve pe.s , a
(b) "Phyeenas" sneens an individual g tutta;andm

SClt3DULES
Iliseased by 8 State er tetrNory of the (e) If the appusenet 2 for t lissess to j

ss. nee seassen 4.com et mees *'"'" e' United States, the Disenst of Cohsaban or m unspanned quennem er muluple,

WP*8**e answieL
2e Commeeweakh of Puerto Riso to types of bypteduct matenal, the appu- j

desponse drugs in the preense W medi, met has previsualy reserved a reasonable l

amo. mumber of Usameos for a venety of by.
=

product masenais for a vensey of human
)38.4 Appussetse foem for speusne usst

,

k Ausharter: Seek 08. set *E 1E a Sent M '"

as, set ans, sat as assadest (48 UAC 2 Appliestions for spenne tisseses for $3 2 $@ unumiss M
21 1. 23ek Jess. Jassi: Sasses arL as Seat

e Amman use under |$35.!!. 35.12. and N """' " d W'
1243. as ameded les UAC asett * "'

M , ," '.35.13 anail be filed se fone NRC.313W'
| Q "Appusetton for Masenais LAssase (a) As appusation by an individual

ieland - (e, a6 o .a.d - 3emsat- : ,h- or -up of ,hy- f- a
,

(bl and (s) are seemed under see seth, se StaL I spesafic Imener for humaa um of byprod..

eea, se amended (43 UAC 2Ist(bih sad
|| 38.1erbits) (lit (lui and (vi and (f)(at as.ar

a uct metenal will be oppmed af:',

(1) The applicant setastles the generalI and 38.31!di are teseed under ese, tete. es .
. .

Staa, set as assenmed (43 UAc annte$ requireemena speafled in $30J3 of this

(2) The application is for use in the
appucaat's practace a an offise(s) outade
a medieelinstatution:

36 1 January 31,1933

.

,, p. 4, u.m s.es -em, +e. -

e $ e *" == e**** - ' eeeegse*e= = = emmuu F ' d

i--w e- - +7 ---=wt7-my wr-,yw.,--y- - - - - iw v.w-.- +-- - -
-w-iiry--,-,,--,',,n

w-----w-meem--%,- - .-ewya . ----.m yyy.-- 4 %--g-g* w.--++t--** e-----w.--e---q -



.- -- . . . - - - - - - _ _ - _ - - . - .. . .

*~
.

.- ,
,

PART 35 e HUMAN U8ES OF BYPRODUCT MATERIAL
(3) The appilcast has access to a devies considered (teletherapy urut, beta (IH) An appilaation fDed with the

hoepstal possesang adequate facilities to appilcator, etc.) or has esperwnee equire Atomic Energy Ca===on pursuant to Ihospitalise and reonator the appucant's Isat to such training; and (2)is a phya. 132.72 of the chapter or with an Agree. Iradiasetsve patients whenever it is adev. paa. reent State pursuant to equivalent State !r

ablel and regulations on or before October 13,
(4) The applicant has entenave espe. H.14 Speedic usenase for wtain

1974 for a license to manufacture and
'

nesse la the proposed use, the headhas poupe of medical uses of byproduct distnbute a radiopherrascoutical that the
and aduanastration of radioisotopes, and 8888'85-

applicant distnbuted commerciaay on or
where applinable, the cunical manage. (a) Subject to the provnions of pare. before August 16,1974, on wtuch appli.
meat of radioactive patisats. (The physe graphs (b), (c), and (d) cf thm sectaon, as cation the Atomic Energy Ca==ws or
man (s) shed furnash suitable endence of appilcation for a specdic license purniast the Nuclear Regulatory Comunasmon or
such sapensace with the application. A to $3!.11. 533.12, or $33.13 for any "the Apeement State has not acted.
statement from the medical isotope com. medical use or usse of byproduct matenal I (2) For Group !!!, no useasse shau
mattee la the institutaea where the appli. spostfled La one or more of Groups I to a receve, possnes, or um pseerators or

,

cast acquired esponenos, indicating its VI, incluene, of $35.100 wW be ap. . ressent kits costanaams byproduct me.
iamount and nature, may be submitted as proved for all of the uses withis the * tonal or shau use reasset kite that do not a

evidence of such empensace.) Foup or groups which tactude the use or contain byproduct matenal to prepare '

j (b) The Commmaon will not approve uses specified in the application if: radiopharmaceuticals sosiaaung byprod.
an application by an individual physician (1) The applicant asteries the require. uct material, eacept:e '

t or youp of phyacians for a spectic meats of $33.11,135.12, or $35.13; (i) Reagent kits not containing by. :
* licenas to recove, possess or use byprod. (2) The applicant, or the phymaiaa product matenal that tse approved by the

uct matenal on the promises of a medical desgasted ta the application as the indi. Commisaon or the Atomac Energy Com. ,

lastatution ualass: vidual user, has adequate clinical esperi. massaon or an Agreement State for um by(1) The use of byproduct matenal is once in the types of uses faciudad in the persons licensed purosant to this $33.14
timited to: youp or groups; and Group III of Schedule A, 933.100 or

(1) The adaunistration of radiophar. (3) The applicant or the phyacians equivalent Agreement State regulations;
maceuticals for diagnostac or theropeutac and 40 other personnel who wW be or
purposes; * involved la the preparation and use of the (ii) Generators or ressent kits contaan.

(ii) The performance of diagnosticjbyproduct matenal have adequate train. ing byproduct matenal that are manufac.
studies on pataents to whom a radiophat.s las and empenence in the handling of tured, labeled, packaged, and disenbuted
maceutacal has been admiassacred; | radioactive matenal appropnate to their in accordance with a spostfic bcones

. ,

(iii) The performance of in vitro ding." Portacapation in the uses tachtded in the issued pursuant to $3173 of this chapterpoetic studies; or poup or groups; or by an Agreement State pursuant to
(iv) The calibration and quallry con. (4) The applicant's radiation detes. equivalent State regulataons;or

trol checks of radioactive assay instru. tion and measuring instrumentation is "'|
mentanon, radiation safety instrumenta. adequets for conducting the procedures (iii) Generators or reagent Idts that
tion, and diagnostic instrurnentation; involved in the uses actuded in the group the manufacturer distributed on or before

(3) The phystema bnnes the byprod, or groups: August 16,1974 for which an applicataca
uct saatsnal with him and removes the (5) The applicant's radiation safety , for license or approval was filed with the
byproduct matenal when he departs, operstang procedures are adequate for : Atomic Energy Commassion pursuant to

,

, (The institution cannot rece ve, poses or handling and disposal of the radioactive s $3173 of this chapter or with an Agree.'

store byproduct matenal other than the matenal involved in the ums included in | ment State pursuant to equivalent State
amount of matenal romaaning in the the group or groups; * regulations on or before October 15,
pataent);and (b) Any !! censes who is authorszed to 1974 on which application the Atomic

(3) The medical institution does not use byproduct matenal pursuant to one Energy Comaussion or the Nuclear Regu. '

hold a byproduct matenal license under or more groups in { {35.14(a) and 1 story Commission or. the Agreemeet
_$35.11. 33.100 is subject to the fouowing condi. , State has not acted.

tions:-
.

$35.13 Spesific licenses for human (1) For Groups 1. II, IV, and V no (3) For Group VI no Licensee shall
.

use of b M material la sealed licenses shall receive, possess, or use receive, posses, or une byproduct mate.
sources,

byproduct matenal except as a radiophar. nal except as contamed m a source or
An application for a specific license. maceutical manufactured in the form to :. device that has been manufactured, la.

3 for use of a sealed source for human use be admanistered to the patient, labeled, j beled, packaged, and distnbuted in accor.
" wtB be approved if: Packapsd, and distributed in accordance a dance with:
E (a) The applicant satisfies the general with: | (i) A specific ilconse issued pursuant
I requirements specified in $30.J3 of thas (1) A specific !! cense issued pursuant a to $3174 of this chapter;or

chapter; and to $3173 of this chapter;or (11) A spectfic license issued to the
(b) The applicant or, if the applica. (!!) A spec 2fic hcense issued to the manufacturer by an Agreement State

tion is made by an institution, the indj. manufacturer by an Agreement State pursuant to equivalent State regulations;
vidual user (1) has specialized trainang in pursuant to equivalent State regulat2ons; ,,or
the therspoutic use of the radioactive Of

Segrierneer 1,1982
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PART 35 * HUMAN USES OF BYPRODUCT MATERIAL. .

.
'

(15) As appuestem fSed with the *

Alemet Energy Comm4mies purmaat to Ayeoment $ tete and deserfbed by the (v) Coeduet a quarterly physsel .ls. !

( $32.74 of the skapter er wah an Ayee, meaufasturer en the label attached to the motory to essenet for aR esereas and *

, meet State permant to egeweiset State sewee, devies or permanent osatainer dmses rosened and possemed. Recorde, -

i :: regulatises on er before October 13, thereof, or la the leaflet er brochun of the inventones shou be maastaaned for '

;1974 for a heemse to manufsetwo a which aseenpenses se sourse er dmee. hapwties by the Commissise and sher
,

6 searce or dmes that the appusent die. Eash eeuru er devies shaR he se leased helnde te quantitmo and kinde of by. i

U ributed commersanRy se er kfore prior to its first see unless the peppher product meterial, noenties of sowess andt
August 16, 1974 so whash appusmes funmehoe a certafleste tkte the sowee er dmeas, and the date of the ingetary;
the Atomie Energy Cosamamon er the dmee hee been so tested,withan ein g (vi) Asewe that seedles er standard
Nualear Regulatory Comaussees er the months pner to the transfer; jsedisal appliester eens esassining

]
Ayeoment State hee not ested. (E) Asewe that the test regelped by esbeit40 as wee are set opened widlela 8

"
persymph (bX$XI) of this sessies la tt:e liseness's pensamen unless spaa S., .

; espeble of detessing the preesses of mily authertsed by a lisene leased to- '

(4)For Group IIL asy Dosesse ssing 0.005 maaresune of radienstpe matenal has by the Atomas Ensegy Communes *

generatore or roegent inte shail: se the test ensph. The test saanple ohnB er the Commaemos;|
. .

(1) Elues the generater er perisees be taken from the eserve er tream the - .

radioestive meternal with the toegent
u ,e_' of the emos in whink the souses
entisesa .a-o - . sese-a t,, er semipera ti,

g::::d*r*"g:,Ttan, -- - -md - =a - =.f m.40 _is, . indium i,um
'

;
e, oeu,s .at te esaned wt.-,-t --saa = - - hm.Iob

.

,

,u,m .ed ,y .e man .eise.,e, -= < - *a w he uisi,e> ette.ed to e, .u,as,,,o.r es .e
. .,

brechere that assompamos the in ame W miercounn and mainmined f ,ia.m ,ema.
,itause. us. a -

met and a radiatsoa arvey of the
for hopestion by the Comammentgenerster er reagent kat;

(U) Bodere edaumeestian to patients. (iii) If the test roquared by pareysph ;y,,,nt asafirm est en implean have
pme

,,,,,g,
reuse seek eluusa er entreense of (bX3XI) of this saettes revenne the ptee..

I technetsues.een frera e molybdenem se/ : ones of 0.003 microsuse er more of
,'

; tenhaecum sem generator to be tested to removable sostasadastion, teamediately,
a .

s determine other the total molybelenum. * wiedrew.me senses from mee and eeuse -

8' aav"Y - *"=e-ana ef 8 m = w denosaamm.d and re,eired ee > (si Ree,,t fe, .,,,,
'.

!
' * * 8 shau be to be disposed of la assordense with fedeopharmeesencale kmed la.us d westma

{,
[ son My assmed tai perimm .oe fBed mthts 3 days of the test mth the Gmupe 1. IL ens]III say beensee mang

and by pwossanel wk h Commaemon repletione. A report shan be pareysph(bXy ef th6e seenen.for
e

teet: appropnose Nueiser Requietmy Comuam- bypredest meternal for cutucal
,

(lu) protuhit the adminisestion to aos laspuntos and Raforcessent Re. wm oh h h gan.

petsente of toehmettum sem eestaming gional Offlee usted la Appedia D of Part g,be @ how '* dd la
| mere than 3 maeronune of molybdenusi. 20 of this skapter, deserabias the equip ;; ,,,,gn,

y *

es per millieune of technenes seen. er met favolved, the test seenits, and the (i) Chemical and physieal fene:s
more thes 8 auerosense of coargettve estaos taken. * (U) Route of adanasseseos: and '

molybdenum-es per edemistered does. 2
et es tune of admaniseetsen; and (ullI)ee,ses reaga,

-

(yygge ,gewgig
(iv)heaansaan for 3 yeen for redlopharmaceuseal(s) when used for .'"==P""= w =a'wt resents of the

molybdenum se test senducted on seek :[' report shnu be erst to the Dinostor ofsuNest m .hmeal prosedwe(el, are set
e Copies M emah the usted c

e raviatone in pareyesik
eistnas trom the generator. M **""

(i) Techoeduan e"se pestetste se aalaspection and Enforcement, U.S. No.
. e

;G,elear
Reeutatary Comateeloa.

aerosol for les fumanos studlee.
==

eekington, D.C. 20333; (g) Radmenve urosole num .
'=.(5) For Group VI say lineases who admuanetered mth a elooed. sauelded

erstem that either is velated to the.

posessess and uses sourses or dovesse outands annosphere through as aar
sostamung byproduct metenal shau: exhaust or provides for soilessoa anda

(i) Case each eeures or devies son-- (JT) Fenow the redlettoa safery and 'U9''*I *I ** **'''*3-
taining more then 100 micromanos of. handung metruenone approved 1py the -

y byprednet metanal with a half Ufe poster Nueleer Reguhtery Commismos or sa
; jthen thirry days, easept indium.192',, Ayeessant State end funushed by the

seede emessed la sylon ribbon, to be: manulesturer on the label attaehed to the|
n
* teseed for sostammataos and/or leakass:eewes, devnes ce pensament esamiser,

i at latervale not to enseed as months ore thereof, or in the leadet er breakiere thata

= me omer inamie u me opmved by =sompass the sones e devue, .d
| the Nuelser Regulatory Commameos or an' maantana see: .astreettee in a leg 21e and

1

'

essvenuesti/ svenable forat

m
Fetirvary 28,1933

i

i

|
|

,

.
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PART 38 e HUMAN USES OF BYPRODUCT MATERIAL
a' (t) Asy lisease who b Seemed put

I mest to pareysph (a) of thas esottee for then therry doye is any form othe than, broebuse that anempenho es somme,
get to be tested for leakage andler ese-

and mentam eset lastruseos in a needdeese or more of the medisal um youps is! unhausa at latervals set to esseed aba . and esapanisedy evneabh form.$38.100 alas is authertsed t p us bypted.> t

aeonthe la the abeemm of a eruflesse o (2) Ceeduet a quarterly physeal to.| ust matenal under the geneal1& sense a
from a transferer ladioattag that a seet 1 vaatory to aseoust for all eeureas so.

,
'

|31.11 of this chaptet for the speesfled'
has been made withhe sa months pner to I served and penseend. Records of thsh voire uses without talan Pwn to trenerm, the maled seusse shall not be . teveemrme een be mammened fw *

,

NRCdg3es settuared by $31.!!(b); he- med sets tested, bensW. housser.1 ties by es Commaanes and shas inehade! nded That the liceasse is subpost to the That se leek teens ese requesd when: the quantatise and hade of brpmenst
,

;
, other prevaiens of $31.11. j te) The neares eestalas 100 miseen. masers!>n== of wurus, and es dueI (d) Amy lisement who is lletteed pur.

*

esamt to paragraph (a) of thm sostion for
rtes or less of bots and/or gamma es1ttang ,,ef the hventary. ,

'

maternal or 10 mieroomnes er nem W alpha ;
ese or more of the medleel um youpelai

$3$.100 also is authorsed, obseet to the
cautting matsnal, er

(6) The sealed senses k scored and is jprovatone of paragraphs (e) and (f) of not beans used; such esuroes shan.'how ,

this sostion, to reessve, pommes, and use '

for onlibration and reference senadores:
over, be tested for leakage peer to any *

use or treasfer unless they have been leak .

(1) Any byproduct materal listed in ,

Group 1, Group II, er Gseep BI of testeg grishan as months peer to the date
of use er Wm.Schedule A, 933.100, wie a half 44fe not (2) The leak test than be sepable of. longer than 100 days, na enounts met to 'esteetles the pressnes of 0.005 masw

,

1
enesed 13 miDieunes totall

,

(:) Any bypsedust masenal listed is.no of redneestsee aseenal es the test
>

ameple. The test sesspie shan be takenGroup I, Group II, er Gssup IH of3
Schedule A, |33.100 ,wsth half 41te 2 from the sealed esuses er hem the:

| yester than 100 daye la esmeens set to * esus ,, g g, g,,,es a whiah the sealed
,g

esseed 200 macrosunes totali
u h pensasser seemsted er movedi

t (3) Technetium ppe in amouste not2 en which ecstassasties seight be es.
!

to eassed 30 euussunest
poemd a meumuism. Resorte of leak

) test readts shan he kept la undse ofg (4) Aey byproduct meserial, la
aussonnes and massseined for inspes-

gemenets not to esseed 3 minisunse per
, .

use by es Ca=======4

!
,sourse, esatasaed m salibrones or refer *

enee eeuroes that have boss manufse. (3) U the leek test resuels the pne-*

I ured, labeled, pachased, and distreemd ease of 0.003 maeroenne er mord' bli t
! removable seanammama the lineasseis escordamse wre:
! (i) A specific lisease issued by the shes kamediately withdrew the maand
| Comunamos pursuant to 132.74 ef this souses from use and than cause it to be
; ebapter; or desentaminated and repaired er to be
j (11) A spemfic license issmed to the disposed of la memordamse with Parts 20

manufacturer by an Apoement State and 30 of this r.bapter. A report th611 he;

| persmaat to equivalent State fogulataemet fBed etthan 3 days of the test wth the
! er approprhu Neelast Reguissery Commit-

(iii) As applisenen fDod with the neo laspeetten sad Safereement As-
Atomic Baergy Ca=="" persmaat to pseen! Offlee listed la Appenden D of Part,

1 132.74 et the chapter er with en Asse- 20 of this akapter, with a asyy le the
'

meet State puranaat to squevalset State Dhooser W laspeedse and Inferoament,
regulatises as a before Osebu 15 y,g, y,,i,,, g,,,g,t ,y r .-

.

Ip14 for a license to manefeatese a Weekington, D.C. 20$33,' deserthing the
, soures that the applicant distnbeted ses- equipment hvelved, me test reedse, and

seareanDy on er before August 16, Ip74, es secreedse wdes uken;*

on whach application the Atomic laergy (f) Aoy lineesse who possesses and .

Cosnaaseen er the Nuaiser Requintory uses enHhredos and refersees sourses
i potenant to parayaph (dX4) of theComnenom or the Ayoomest Stan has

seseos chan:'

not acted.
(eXIXI) Amy lissesse was pomeuse (1) FeBow the redistion afety and

sealed seurses as esiibretion er refersees headlims lastreetions appseved by to'

Ateede Energy Camausson, the Commas-i
seurase putsuant to pareraph (d) el this
metion shan sanas seek esalad seures men, er as Agreement State and Aar.

nahed by the mensfastueur en the labeiasetaining byprodnet metenal. eGer
than hydrossa.3, wie a half 41re yester attaahed to the asuses, er pennesset

i seetmeer eerset, or k es heGot er
_

a
'tAmamase el FR teese.

1
J

j .lemmary 31,1EB3(reset) 34 ;
.

4

h

;

.

4
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PART 35 e HUMAN USEs CF SYPRODUCT MATERIAL i,

1|

BrestAt Reersameurre MS (e) Pull en&lbygglen manamesastts been Gallbrtled la asserdates withTut.stmanarf L museau yoguired by paragraph (a) of this ses- parternet (a) of this assusa. Alterna.
uma and phyniemi desar correouses re- utely. a dealmstry erstem used solely )( |ml Receisaneet to perform he eh. guired by paragraph (d) el this assues for spot check measurements may be

m- ~ af teleuterapy sanB be perferised by an espart quali. enllbrated by direct latersemparlsen j

|,. gnag by trainias and esperts'ame la as. wl2 a staten that has been analbrated
3

(a) Aar liesasse autherleed under geydamse with i 36.84. la asestdanos wt2 parternph (a) of I

134.13 to use taletherapy units for mis soeuen. This alternauve allbra- 1

tresting husmans chau enuse full enli- taan mothed ahan have been per. 1

E formed within the prerlous one year Iem'88'*"" m parksu Wbrauen utensuressants to be per.
Wh and after each servnelas that may 1formes en each telemerapy unig.

(1) Prior to the first use of the unit spysees have affected system calibrtuen. Deal. '

metry systems enUhrsted by this aller. Ifor treating husmaan. (6) Aar lisenese authertmed under asuve mothed shall not be used far ;(t) Prior to trenuas humanas iSt.13 to use teletherapy units ter fuu salibrauen measurgements.(1) Whenever spot cheen meas- wanting humans shall amuse spot.
nnrements nadiente that the output sheet measurements 14 he performed 03kI4 8'F'80- |value affers by more thast 8 percent en eseh teletherter imat at latervals he lissesse shall determine if afreet the value ottataed at the last met eneseems one meath, person is an esport euaufted by train.full calibestion serpeted sma2emata. (b) Spot shoek measurements re- tag and esperlease to entabrale a tele-leally for physical desayt

(11) Pollowtas repl+amment of the re- guared by paragraph (a) of this asetten : therapy unit and establish preesduressaan melude determination of: for (and mytow the resulta of) spot.diados seures or followtas rotastalla-
usa of the teletherapy unit la a new gg) 7g,, ,,,,,,,g thest measurementa.. The lleensee.

(3) The eengruenos between the 7,, g ahan determine that me quanme
'"N"e'nowns any repair of me teio- ***8a mid sad ** '8*88 8a****** ** i Yh terufied byi P
therapy unit tint lacaudes removal of g the light beans mnanag dowles; me Amerlena
the seures er maler repair of the som..: (3) The assurasy of au estanee of R4801087 h Therapeuue

2 mad *W Phyelen. Radialatiaal" ponents amneetated with the seures es. s measurtas dettees used for treating Physses. Reentson-Ray and Osmana-
4

pesure assembly; and
(3) At latervals act enesedlag ese *$ hummas Ray Phyelm. er X ray and Ramuss

.

e. (4) The espesun rate. dose F544. er a Physis er3 year. guantity reinted la a knows manner te (b) Ras the followtag e mensmum(b) Puu enalbrauen measurguments these rates for one typseal set of oper. tratatas and esperlease. *
required by paragraph (a) of this see. auas sendations andtien sham laclude determinauen of; (8) The efferones between the men.(1) The espesure rete or tiene f584 to oursseent made la partsreph (bM4) et (1) A Master's er Dester's W In
as assuracy within 33 percent for the this aseuos and the mausicated phymen. biophysion, ramelegual phyD-
rease of field slees and for the tanse output, espriased as a pertestage of a whealm W
et distaneus ter for the asis distasse) the asuelpateel oueput (i.e the value (S) One year of fun-time Wamies k.

( used a reeauen therapy; estadast af, last fun enthronen ear' therapeuce resologesal paymes; and
| g'gg Egg $ mata==HamW for phymeal (3) One yew of fun thee espertense .

la a radiotherapy fassalty lacAueng *

,' Spot efocekthe lasht beam lomlistas dettee; ggy measurem ets re-(3) De uniformity of the radiation
field and its dependence uses the ort- guared by paragraph (a) of ttus aseuca one telesherapy

estatian of the usefu1 M anall be performed a asserdance with
I (4) Timer assuracy; and preesdures estahllahed by an esport
| (5) The aneuracy of all distaan quanfkd by traints mad esperanse 2
|. measurtas dersees used for weaung accordanos with 138J4. (A quaufled
i h esport need not actually perform the

P D enHbrauen measurementa eget. cheek measurements.) If a quali.
thaH be made a norordamse with the fled estport does not perform the spot-
precedures recomewaded by the Set, cheek measurementa me results of

i the meet measummenta shaB be 8 h that how thalt taistaereersatt,fle Committee ra Pade=Han Deal.'

met y of the Ame .can Aansemuon of by a gumHfkd wert within WWy,gk*Wjs,,ty po,,ufw,,sy,, g tm
g,, ,,, ,,Phrescista in Met.letae (Mtwice in days'.

Afedicine and Atedory. Vol.18. No. 3 portense mar reeunt a unnem. mw.
1pT1. pp.3tD 3psh' essopume them from the roeusremanu et
(d) The espesure rtte er dose rate f ad.H Routmosm to esiihrou lastre. lan.34. De reeuest, easemesmese er the

appreertate - fee (111041 et le,tlues deternuned la parasreph (bx1) mens and for he sailbreason and cyR Part Iten, shouae tantues the name af,

of this enouen ahan be servested spe w heek mensmasmeses. the prosesse enantaes essert a essurisuem
maamm umily for papelen! doest for 4) Pull analbration measurements g smanae 'a*r ui taas e"ssa"nos $latervais not osessens one month. required by I 38.21 ahan be performed asul

-

usag a doetmetry eyetem that has I asJHei, reseru er u kom ese aumemen
and spot eneet prograss bened en mese-been emilbrated by the Nsuoral urementa persement made er the pressmesBureau of Standards or by a Restonal essers wittua tae last to retre, ese written

CaMbration Laboratory aserseted by eneernement et the teenaami sueurtensensthe Amertean Asses 16uon of Phyeleists of the proposes essert from sereemmi
la Medienne. The deutsetry syste m k"*'l'ese Dr a phmeist eartaned Dr the

-

"!1us inserporouse er referanse prowl- chau have been eaubrated within the Amertaa Seere of Maeseleyr la see of the
elen was meereses by the Astaae Darusser of previous two M*II and after EEI serv * speciauum usted m I 34JHaa. The enerne.
the Pseeral Assisest en Ausust 4.1Me. IEEE E' EEI A&M &II88388 8 FEE 8E ual's euauftenceas wu! te evaluasse by
Copees are svedanne for tasseouse er may endibratless. 1rRC"a sensidtema te momenJ Dhroles. The

,

amendment reeuest shouse to aderumse tecto estamse from U.S. Nusaent Reeulasory (b) Spot chest measurementa re-
Lamense leanneemset Brunsa. U.S. Nusamarca--m Pusue Document Rose.1717 quired by | 3842 armu De performed Aesusasary -- weatuassen. D.C.s arwt. ww, wenninesen. o.c. asses. noms a donneetry arstem that has sosu.

35 4 January 31,1983treest)
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, PART 3 e HUMAN USES OF SYPRODUCT MATERIAL. ;
!

! "Isus homeomenes a emme e
penunent reewman monam e enesamesy MMP Asemen, (d) of this section, the followmg byprod,
rooms sie to use ewisses sevey

The liesasse ahea ==i===*= le use matenals la espouses, dispoesele ry.
emmenene er suche enens ennemmema' laspecess by to Ceemission reemde riasse or other forms of prepackaged

j to) Seek lleensee eethensed imder of the meneerenssia, twta, earroseve individual doses:
I as 18 to use teletheropy easte Ier setions,lasposeen and servistag of the (l lodine 131 as sodium lodide t

(Nal {')
;

+ vesting h==ana shalllastaB a teletherepy salt and ensement 8 for measuremeat of thyroidpwmemet radioen amWter le ensk
enlibrosene made under il abel uptake; -

'

08''FF NME 8'""#88W trough am and recorde of the ( ) legio !Jl as lodinated humanN * * *8** *f $' '**i 8*d
ag'," h'* '888 g"'" "P'd**** g

ties un meet be serum albuman (IH5A) for determaanons'espoble of providing vseible aseos of a of blood and blood plasma volume;
teletherapy east malfuncess that may (3) lodine 123 as lodinated human

,

result la sa supeeed er parea5y (e)The fouewtag recorde meet be
serum albumm (IHS A) for determinationsespeeed eseres.The visable laquenter of Preserved for Sve years aber sempleties

high rodiesen levele must be leested se of the feu entibrouen er aAer laspostles of blood and blood plasma vehnme.

as u he ehesneW by a passa munes andeereshy (4) Cobalt 58 for the measumanent of 6

latestinal absorption of cyanocobalasuas
eM*r g"ge"e*n' meaner meet be uB hmdes mesommmeness (3) Cobalt 60 for the naamrement of , ,

equip eed with an emergency power latestanal absorption of cyanocobalamia;
supply separete trein to power supply III A"*'de of esubmdee of the
to the telesherapy unit. This emergemey g lastrumente und to make these (6) Chromium 31 se sodium radio- ,

Power espply sney be a benery systeam ; meeammente under i am. skromate for detenmination of red blood
cell volumes and studies of red blood cou

*

(d) Each radiation meester meet he 8 (3) Recorde oflaepeeslam and arewal tune,teced for ymper operossa eneh day
before the teletherapy unit is need for g servleing of the taletherspy unit ander

Note: Secties 31.*0 of *bi' 'A*P"'i aus.tesament et possess, aquipe amanufacturers of radiophenne.
(e If a radiation mealter le laspamble asetaeais which are under the generalfor a)ny reeeen, any person estereng the h la the peregraph to lashide the

teletherapy room shall use e pregarty
foDownes statement la the label affixed

-

operating penable a laseumsat er
to the samtalmer or in the leaflet er: audible alarm personal ter to

abi Recores of it) apot.checa. mes. I brochure which moompuues se radio-a moedter far say malfunesen of the , surements and correettve actions *
** eseres esseeure mechanism that mey under i 36.22 and (2) calibestion of in. * '"'I*,

I have resulud la na espeeed se parenDy
strumenu unee to make som.cheen 3 This radiaeetim drug mer be reesped,.i supseed esures Survey taseemente er measureraenu under $ 38.23. shall te posessed, and und only by phyesians[ desinetare must be nessed dady boiese preserved for two years after compte. liesmand to dispense drugs la the practice

g use. f spot.checa meneurements
of mediataa. Its reempt, posessaos, use,,

1
, te) Recores of tue beensee's evalue. and transfer are abject to the regulatsons' '

I tiott of the Quallfled espert's trammg and a general license of the Unsted States
f aus tusmeenudsenemisarme and espertence under i38.24 shall ne Nualeer Regulatory C="a= or of a

preserved for five years after the

ty enem somes sensensua quallfled expert's last performance of State wie which the omenamos hasmwee meenwo meshenant meet ynned

a full calibration on the licenese a te- entered ato an agreement for the daar.
letheracy urut, ces of regulatory author ry.

.

(elThe lisenese shad wees each (Name of manufacturer)
-

telethereyr estt used to oest homeno to (b) No physema man roomve, posses,
I*' AEI*E use, or transfw byprodua annul pw.

eserve replaaement er et laterveis est to suent to the generallicense establashed bY
.

ensood Sve years, wklebevor esmas peregraph (a) of this asetton untG he has
Bros. W ensure proper fossamme of en filed Form NRC 432, **Registretson
eseren espesure mechanism. Certifieste-Medical Um of Syproduct *

(b)laspecesa and ureleang of to Matenal Under General IJcease'' with the
teletherapy unit shau be perfasmad by Director of Nucieer Matenal Safety and
persons spechaDy lleensed to de so by Safeguards, U.S. Nuclear Regulatory
the Commission er sa Apeement State. """'"a, Weekington, D.C., 20$33,
{,ja a ,gg,g,,,,7 and received from the Comi='==a a

lleenees is e5est es of Marek 4.133. validated copy of the Form NRC 43:
which estended the une esterealfor the GENERA 1.L2 CENSES M2 mgutratson number aangned. The
inspecesa pad servtalag requiremsat of
pareysph (el of this eccesa shag | 35.31 General lieme fee medieel use resstraat shall funueh on Form NRC es:

-

the foDowns laformation and such otherremem la efect and are not ressuaaled of eartam quantitise of byproduct
by this sessen, insunei. taformation as may be required by that

fona. ',,
*

(a) A general licaam is hereby issued (1) Name and addren of the regie.,

I s to any phymaan to recewe, poense, treat;

| | traaefer, or use for eay of the following (2) A statement that the resstraat is a**
stated diessostic uses,in accordanes with duly licaned phyacana authortand to

| the provmons of perusrephe (b), (c), and dispense drum la the practa e of medi.
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PART 35 o HUMAN WSES OF BYPRODUCT MATERIAL
cine, and specifying the license number the byproduct matenale covered by the (b) Written mpon. Within 14 days
and the State in which such Ucanes is annarallicense, g

C (3) A statement that the rogstrant has licensee shau report, m wntms, to the
'an u N m NRC,me= *

appropnste radiation measuring matru. NRC Regional Office iniusUy
telephoned and to the refonneasents to carry out the diagnostic proce. be '.,g,,igo, g,,,,,, ,,g g ,g, physician, and furnish a copy of thedures for which ha proposes to use report to the patient or the patient's

byproduct matenal under the genwal i Es1 Donroeien of a menesmewswesen, responsible relauve (or guardian)if
licenas of $33JI of thm chapter and that For thte part, misadmirustrouon either was pmviously notified by the
he is competent in the use of sucia meane the administration of: licensee under paragraph (al of this
hatrumsass. (a) A radiopharmaceancal or section. N wntten report shall include

(c) A phracian who receives. possee. radiation from a sealed source other the licensee's name: the refernns
than the one mtended: physician's name: a bnef descnytion ofsea, or unse a pharmaceutical containing (b) A radiopharmaceuted or radiation the event the effect on the patient thebyproduct material pursuant to the gen. to the wrong patient: action taken to prevent recurrence:

oral lisease estabushed by paragraph (a) (c) A redlopharmaceutical or whether the liconsee informed the
of this section shad comply with the radiation by a route of admintettetion patient or the patient's responsible,

fogo,,,. other than that intended by the relauve (or guardian), and if notJwhyprescribing physician: not. The report shall not taciude the
(1) He shad not poenees et any one (d) A diagnosuc dose of a pebent's name or other information

tune, pursuant to the general licones in redlopharmaceutical diffenne from the which could lead to identificauon of the
paragraph (a) of this section, more thaa: pmscnbod dm by mm man 30 ponent,'

(1) 200 microcunes of lodine-131
percent Imas separesavmesnesse ,

(e) A therepeatic dose of a sensemouseremens.(11) 200 microcuries of iodine-l:3, radiopharmaceuucal differing from the
When a misadounistrouon involves a(IE) 3 microcurses of cobalt 38, pensonbed does by more than 10 diagnosuc procedure the licensee shan

,

(iv) 5 microcurise of cobalt 40, and pen:ent or
notify, in writing, the refernns physician

(v) 200 microcuries of chromium-St. (f) A therapeuuc radieuon dose froen a
and the appropnete NRC Regional

'

(2) He shan store the phannaceutical sealed source such that one in the . Office listed in Appendia D of Part 30 of *

a C e um. an We chaptw bnm mpons ofk untd administered in the crismal shappmg a

; container or e contamer providing equrre. E calculated total treatment does diffonns ! within to days after the end of the{ diagnostic minedmimatretions are due
treatment geometry result in a.

a

. lent mdiation protection;
2 (3) He shan use the pharmaceutical 3 from the final proecnbod total treatment . calendar quarters (defined by Marsh.does by more than 10 percent. * June. September, and December)inj.C (e> a *= ma-il g ggg g,,,,,,,,,,,,,, which they occur.11:ees wntten reporte

*

only for the uses authorsed by paragraph

r - shan inciude .e noonese s name: .e(4) He shad not adminster the phar. (allmmecfiate te/ephone mport. When refernas physician's name. a desertpuon
maceutical to a wonnan with confirmed a emsedmmistreuen involves any of the event the effect on the patient
pregnancy or to a person under 18 years therapy procedure. the licensee shall and the scuon taken to prevent
og ,,'. notify, by telephone only. the recurrence. The report should not

(5) He shall not transfer the byprod. appropnate NRC Regional Office listed include the peuent's name or other
in Appendix D of Part 20 of this chapter, information which could lead toI uct matersal to a person who is not The licensee shall also notify the identification of the patient'

authorsed to receive it pursuant to a refernng physician of the affected
i Had Renores of es senseemesseemene.!! cense issued by the Commasion or an patient and the patient or a responsible

Each licensee shall maataan forAgreement State, or in any raanner other misuw (w guanHan). un/ses me
than in the unopened. ! abated shippas tvi8tnns Phy8ician Personally informe Commission inspection, records of all

contamer as received from the supplier, the licensee either that he will inform misedministreuens of
the patient or thet. in his medical redlopharmacouncals or redieuon from

teletherapy or brachytherapy sources.eacept by adammterms it to a patient. Judgment. telling the patient or the
lhese records shall contain the namee(d) The registrant poesseeing or uant peuent's responsible relative (or

byproduct matenal under the poneral guardlari) would be harmful to one or of allindividuals involved in the event
license of paragraph (a) shad report in the other respecuvely.These (including the physician. allied health

pwoorinel, the pottent, and the patient'sduplicate to the Ditutor of Nucleu noufications shall be made wtthin 24 refenne physiaani, the patient's social
hours after the licensee discovers theMatenal Safety and 'afeguards any security number a bnef desenption of,

M8 *NUon. E a mfwnng es mot. me effect on the panent. andchanges in the information harnashed by ,

hun in the " Registration Certificate- physema, peuent+* w the ponentanapm. acuan taken to pmwnt scurnace.
Medical Use of Byproduct Material Under Me nieuw w sunnues enanot w w *
General Ucense," Form NRC.482. The within 24 hours the usense shnu noufy , Comm as on auth rises |

dispostuon.
{mport shag be submatted within 30 days them as seen as precusabis. The

after the effective date of such change. liesame is not requesd to notary the pe. Was e and auses of neeneses
* ,

j(e) Any person unas byproduct mate- tient or the pensent's responubio rete. e e a ca on
]rsal pursuant to the general license of uw or guardine without first sensultin8

affect any nghts or duces of licensees; peregraph (a) of this section is esempt the refernce phynsun; howowr. the and physicians in relation to each other.from the requiremena of Parts 19,20, '( and 21* of this chapter with respect to
usenere wil not deisy medimi en to, patient or responsible relauves (or

1 the penset beoense of this. |guanhansk
%= nese et rR taaet. " Ameneae 4s pit 39s39

33 7 January 31,1933(reestl
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PART M o HUMAN USES OF SYPRODUCT MATERIAL.
(8) Toshastium tem es' pu6 (e) Croep V. Use of prepared radio." 88 "E" Y Y I'',8,'g'g', pharmaceuticals for certain therapeutic

,
|

'

"}aLlestakenneA-.4sessaermuesel phannassummis ===*=a=8=f tenhas, uses that normaDy require hospitalisanon !
,

esas et krpedes emananni. taum.sen as preended sa paragrasas for purposes of radiation safery:
, tal Orote A Dee of prepared (e) s4) and (3) et this amassoas
I remophannessousam for eurenas ene. (8) 'Lin.118/taeum,113e sumeranern (1) Cold.198 as coDoid for introcan.
l assue asumes novelohne measurensam for the eluuma of the leeum 113e as tary treatment of realignant effuaons;

et uptaka, eiluuas.aad escreues. This ettersest (2) 10 dine 131 as iodide for treatment >

group does met taalues laansung er la. (4) Reagent hits for propeaanlan of of thyroid carciaoma;sansnues semesa, tenhoeuum.cous anhalse
ill ledias.131 as seenma needs,10 (1) Sulfur genese (3) Any byproduct meternal ta a fe. ;

;
dianaed human eerum aihuman, la. 3 (5) Pesensaae seehen diopharmaceutical and for a therapeutic
te6ed reas tonsat ino6ean, er ameuun "'2 es(teres use normaDy requirms hospitalisation forist) suman swum albumin mas **
lesentoperanac

( (3) Ieene.tas as asema needs6 lo. *s Oy) Petypheehasest radiation mfety reasons for which a
i ennaed husmaa nahaman, siens (v) Massensuresmand hunna suruma " Notice of Claimed lavestisational Es.

* ,

; asad er soeuss 0 alhuman: emption for a New Drug"(IND) has been
gm as labelse ayanentait' $'3 accepted by the Food and Drug Adminas.

*

| 14) Cseende as tasated spamesshnia. tels)aunnaenrunnamemas tration (FDA).
| maar (tm) Momenatesoeumu ; (f) Gesup VI. Use of sources and

(8) Chromium.ar es andem enre. (s) Cissempleta soeumE .
devices containing byproduct material for', -

| ,m, ate er lammies human aerum ama. { certain medicaluses:
"

*,

| te) trua40 as entreas: i (1) Americium 24I as a saaled source-

)[eshneuum seis as portashoe. 2 (x1) hm sodium; a in a devios for bone mineral analyas;
8 (2) Cesium.137 encased la needlesf

'

h (zil)Disefealm and applicator cees for topical. Intersti.
*

,,g

" tem use lavetent measursensaas et tial, and intracaritary treetiment ofa-
useeks. deussen er amaremma ser wedah .I cancer. *

e ~1eense et Ctaanes tagessesmassana ; (mili) Succlear: *

Esempuen for usew Drus''(DIDr nas 2 (3) Cobalt.60 escased in needles and [
.

tous assessed by the Pted and Deus s4(xiv) Albumin colloid; and applicator cells for topical, inarstattal.
Adnalmastrassen (FDA). m and intracantary treatment of cancer *,

3"g,,ef g
. (4) Cold lP8 as seeds for interstitial,

immenos and lemunauen anness at treatment of cancer:
(1) lashie.ast es emanum seende, la. (s) Aar samenaar er ressums ma ter (5) lodine.125 as a sealed source la a

,

h hemse enruehamismen, ames. 8 opertsses and easnesus name et a rea
- assressase *====aad human eorum as- { e'mphorumasseusma esmeassins hypres.dence for bone amoral analyss'*'

uns maanrini ser whose6 samarmeer er (6) tradium-IP2 as seeds ocased inhumm. emessent taserenserosnands to. g
i en==aad hamma aerunn ashaman, rams reasons ass a "steaans et cleamet k> nylon ribbon for laterstitial treatment of
1 hanssas er seelma lesenlaparenar ! **8sasasssaal Enemstian et as New*

,,,,,,,'Stronnum.90 sealed in an appti.
Dese (DrD) has been asesDaed Dr thea;

(3) 3adeus.125 as emeuma namnw er 3 |I Pted sad Dres ma=a==*= (FDA3.'

knessac (7)
'

(3) Chreunaan.41 as husman. amrusa cator (or treatment of superficaal eye=
j albuenas:

(4) Oeid.lut la enDoodal fere: conditions;=

i (s) neersary.tyr as eaaarmensegg (d) Croup /P. Use of prepared radio.
=

(0) Mercury. sea as ahlerseereert pharmaceuticals for certain therapeutac [!. r?) Seisalues.78 es meenemothemaast uses that do not normaDy require hosp 6 3$ bYpsreenhas. talisation for purposes of radiation s (8) loh as mds b WM
l * treatment of cancer. -hea. sulfur seemed er maareasuressaad niety.
; human aerum natumes

(1) lodine 131 as fodido for treatment E.M es p e nnese;

of hyperthyttadism" and cardiac dy> ,%
'

! (11)ladium.113a as ehleriest function: :
, (13) Aar brerosusa masenalla a en. L (2) Phosphorus 32 as soluble phom 3 (9) lodine 128 as e aesled source m a
! eopharmassutset prepared trem a : phat of polycythemaa (ortable device for bone imagmg andf vera,e for treatment] g Y k U",*'g " 8''*8'"8" '*"'II reign body deteccon.leukerius and bone metastases; *,

(13) Aar Dypreeust maaertal la a re. (3) Phosphorus.32 as colloidal t,d

.
j

u'"e un laveanas tusses er iemanns=*= === = a w aast for a essane. * chromic phosphate for intracavitary treet.
1

ment of malienant effusons'
for wheek a "7tosass et claimed laves,

*
j n==sw Essa osana for a Jtew Drus (4) Any byproduct maternal in a ra.
3 (DrDI has been assessed by the Pend diopharmaceutical and for a therapeutic
' and Drug Administrauen (FDA3,

(c) Orsep #f. Use of generesere and use not normtDy requiring hospitalisation
guesset kiss for the preparasses ang for purposes of radiation safety for which
use et reespearunaseuuseas amassam. a "Nouce of Claimed lavestigational Ex. NO M he reportang and record
las bypremises materini for eartant e. emption for a New Drug"(IND) has been keepms requirements contamed in this

um.ethese accepted by the Food and Drug Adminis, part have been approved by the General
senernaere for the etuuas of tasene. tration (FDA). scountans Office under B 180225
uunn.peu as pertenheemas: (R0068) (R0334).,

k" Assenece do FR 26a79 .

.
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MEMORANDUM .~j

9
TO: Vandy L. Miller

Material Licensing Branch
Division of Fuel Cycle and Material Safety

52PROM: Potor R. Almond fM'Con sul tant

DATE: November 6, 1985

SUBJECT: Voteran Adt.ilnistration's Nuclear Medicine Network

I have reviewod your- inquiry about Votorans Administra-
tion's Nuclear Medicino Network.

My initial reaction was to recommend that both sitos
(Chyenne and Grant Junction) moot 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. Howevor, I would not object to the situation remaining as
is, if the on site physicians were to moot NRC criteria of 30
hour training in basic radiosotope handling techniques.

The fact that neither physician meets the training require-
mont and that the authorized user is soveral hours away, pre-
sonts 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 adequato controls are in
place to permit the continued use of the network.
I would be satisfied if the on site physician had
adequato training. In this caso, I would accept
the 30 hours as required for mobile nuclear
medicino 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.

l
;
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Vandy L. Miller |
lNovember 6, 1985

Pago 2 I

2) It is easy to sympathize .with the V. A. since it is
obviously a real problem for them to get an
authorized physician-usor on sito. However, the
safety of the pationt 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) I beliovo this is the best solution to this
problem, if the V.A. will go along with training
the present staf f.

4) a. I 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 f actors. NRC is not
authorized to regulated economic considerations.

b) I have no objections. -

5) There appears to be a typo error in this question.
Should it road "...with an authorized physician-
u sor of f-site . . . " . If this is the case, then he
must be available to be physically present within
one hour. If is is on-site, then the program
appears perfectly adequato.

I have also reviewed the revised 10 CPR Part 35. pertaining-
to medical use of byproduct material and I_have no specific
comments to mako.

I believo 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, I would suggest a minor
chango to read in both "...the room number of-use and patient's

".name,... .

In paragraph 35.400 A (d), is iridium wire going to be
added to the seods? If it is, the paragraph should read t

(d) Iridium-192 as soods oncased in nylon ribbon or
as a scaled 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:

|

4

.
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(a) Cesium-137 as'' a: sealed source in needles, appli ." |
cator cells, and spheres for topical interstitial!

. !
'

'

and: intracavitary treatment of?. cancer.
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') '\V. P. COLLINS, M.D. |

November 22,1985
,

i

P

i

Vandy L. Miller, Chief
Material Licensing Branch
Division of Fuel Cycle and Material Safety
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

t

Dear Mr. Miller
;

The following opinions are offered in answer to the questions
posed in the memorandum on the subject Veteran Administration's
Nuclear Medicine Network.

1. 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 quallfled
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 immediately by an onsite physician who
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. The justification for the network management of the nuclear
medicine service in either V.A. Hospital is t.he need for
the service in that hospital and the lack of an available
quallfled 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 presumably in
a satisfactory fashion and with no record of misadministration.

9000 Westhelmer, Suite 53 Center for Zetetics Houston, Texas 77063
713 / 780 0588
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3. It seems entirely appropriate to contir ue to seek an authorized
physician user on site or alternatively, to have a schedule I
for providing appropriate training experience to physicians i

at each location. In any event the longer the network ;

arrangement is functioning under close supervision, the i

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.

-i
4. 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.
I 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 s

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 patients and institutions. - I

I believe the same considerations could apply to governmental
or nongovernmental medical licensees. I personally have
had some 20 years experience in operating a network for
consultation, treatment planning and supervision of radiotherapy

'

across the southwest and I know we have been able to
provide radiation therapy in hospitals in remote communities
that has been the equivalent of what they might receive
in medical centers at only a fraction of the ost of transportation,
and housing far from home.

.

;
t

As explained above I do not consider that the presence
of the authorized physician user within one ho.ir, representt !
an essential safety f actor in carrying on a s6 vice of this '!
type. j

i

5. The essentla! 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 ln the network r

center under the observation of the physician licensee. }

c. Each patient study would be communicated to the
physician user in the form.of a daily schedule followed
by 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. !

!

t

E
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d. Orders, receipt of orders and disposal of any waste would
i

be approved by the physician user in the network center,

The certified nuclear medicine technologist might acte.
as radiation safety officer, inspection of the department
and its records would be carried out on a monthly basis '

by either a physicist or a physician from the network center.

f. 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,

g. A member of the staff of the participating hospital should
be appointed as llason officer to the nuclear medicine -
service for medical consultation.

Sincerely,

v

o -

. .

VPC:jl V. P. Collins -

,
,

)

I,;
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D TheCommunityHealthCenter
!

Danbury Hospital

Danbuty, CT 06810 Tel. 203 797 7000 ,

Department of Laboratory Medicine >

November 15, 1985

A World Health Ortpnization :

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 V A-S t.Lo u i s
" Nuclear Medicine Network", etc. From the information provided
on the nuclear medicine network, I feel that such a network
should only be used as a supportive measure providing additional
expertise that would not otherwise be available to hospitals.
However, I 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? etc. I 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 on-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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NRC ,

November 15, 1985 r

page two ;

Second, if the Radiation Safety Officer at the institution were a i

full time individual, well qualified in the aspects of radiation
physics and radiation safety, I 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 1

reason, I 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. I feel i

that reference should definitely be made to these proposed !

regulations. Not on1y should reference be made -to .them, but they- i

should be made as a condition- for- the license. .-I feel tha t the
two hospitals have been given adequate 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: I 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. If physician user is available and can get to the hospitals
within an hour I would have no objections provided'there is ,

appropriate documentation of compliance with the regulations. 4

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, s

r

,
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NRC
November 15, 1985
page three-

This implies in my. mind that in addition to-an authorized:

physician user, there should be a duly qualified 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.

h.

N.'E. Herrera, M.D.
Member, Advisory- Committee
on the Medical Uses of-'

Isotopes-

\

J
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11. L1ONARD llOLMAN, M.D. M FRANCl$ $TRllT
I l'ROFIS%OR OF RADK)LlKiY ItOSTON. M ASSACHUSITIS 0211$

DIRfC'IUR OF CLINICAL (6th U2 6290
NUC11AR MIDICINE

,

November 1, 1985 ,

t

( 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 andt

| 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 operational problems arise which jeopardize
the network. The dangers of such a program are even more
imposing when the element of economic gain are introduced. f

'

It is very clear that a network program would be far less
expensive than an on-site fully trained nuclear medicine' '

physician. In a cost-driven system, hospitals might opt for
the network even though an on-site program is far superior

| in terms of 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.

I With respect to your specific questions, it is clear
'

that adequate controls are not in place in the VA network.
There is insufficient documentation in place to support the
quality assurance program that was promised. For example,
their is an inconsistency between the number of visits by

|

|

[
I

.
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the St. Louis staff to the various sites and the number of
visits that were promised. The nature and content of j
quality assurance programs have been left poorly defined as i
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. i

Louis VA before injection? The room for abuse in this type i
'

of system is 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. j

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 i

under the supervision of an authorized user. j

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 i
reach the premises within one hour. These situations should
be judged on very strict criteria to insure that the
off-site operation is both necessary and safe and that '

adequate safeguards have been instituted to insure safety i

and that enforcement of these safeguards is properly :

documented.

The issue in question five is not the points necessary t

for maintaining a network system but, rather, the difficulty :
for even the St. Louis network to verify and document i

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

f

|

'I
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could be effectively carried out and to set up guidelines

j. and regulations to prevent its abuses (with respect to
radiation safety).

''

sincerely, )
'

.

|

3. Leonard Holman, M.D. l
r<
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The Unhcr6ity of Alabama in Birmingham ;
5.(hool of Methcine/ Department of Medicine i

Daision of Carchovascular Dnease i

Ceraid M. Tohost, M.D., Dircrior !

J(6414 344
;

|
November 8, 1985 |

I
t

!

Vandy L. Miller, Chief l
Material Licensing Branch j';

Division of Tuel cycle and Material Safety i

United States Nuclear Regulatory Commission
|Washington, D.C. 20555

!
Dear Mr. Miller: }

i
The situation you describe regarding the two VA hospitals i

and their licensure for medical use of isotopen is interesting, L

indeed. The authorized physician-user is highly competent but i
located at least three hours by comasrcial air carrier from the !
hospitals. 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 i

the physician in image interpretation. I do not believe that a !
relationship between qualifications for licensure and !interpretative skill has been demonstrated or should be

|anticipated. In the present cases, I believe that the iinterpretations 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 i
hospitals. I realize that these comments may come as somewhat [
of a different approach to more traditional NRC 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, j

!
;

!

!
i

I

Unhenity station / Birmingham, Alabama 35294

An Affirmative Action / Equal Opportunity I.mpk,yer j

f
a

t
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Page 2
Vandy L. Miller
November 8, 1985

of course, every attempt should be made to recruit a locallypositioned physician licensee to oversee the NRC nandate of
safety. However, the HRC should consider the inevitable solution
to such problems of licensing nonphysicians to manage radiation
safety in conjunction with a non-licensed but respected
patient-oriented physician such as an internist.

Very truly yoursA
. s/

y , h gl NE '*%E.,k '

Gerald M. Pohon , M.D.

.

6
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January 14, 1986 i
;

f
i

Material Licensing Branch !
Division of Fuel Cycle |,

and Material Safety i
"

U. S. Nuclear Regu1Htory Commission |
Mail Stop 39655 i
Washington, DC 20555 }

!

Re VA Nuclear Medicine Network 6

!

Attention: Vandy L. Miller

Deer Mr. Miller i

I am sorry it has taken me since late October to read and j,

digest the material you assembled on the above problem, and come i

to some conclusions about the issues. In arriving at those !,

conclusions, I have found it helpful (in maintaining consistency) ;

to have just completed my review of the new proposals for ;

physician training (N. Mc El ro y) . j
i

The concepts advanced by the VA network in connection with !
the Grand Junction and Cheyenne hospitals include the following !'

elements: ,

!
1 A physician-user who resides and works in another state,

3 or 4 hours away from the network hospitals by air, whose duties i

primarily consist of ordering speoitic nuclear medicine i
examinations by telephone and reading and reporting the results j
via tele-transmission: and who seldom visits the nuclear medicine
f acili'ies involved. +

f
i

2. A r.on-physician user (N. M. Technologist) who runs the |

day-to-day operation including dispensing, calibrating, |
presumably administering the doses, and securing the images |
before transmission. This person is effectively in charge of the !

radiation safety program. !

3 One or more on-site physiotans whose primary role |
1 appears to be the handling of medical emergenotes with little or !

no input to the conduct of the nuclear medicine examinations.
|

t
*

.
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Mr. Vandy L. Miller |
Page ? r

January 14, 1986 f
;

!

These notionk strike me as aborting many of the requirements !
for training and experience of nuclear medicine physicians. It ,

seems to me ludicrous that the professional organizations ir.
'

nuclear medicine, radiology and cardiology can speak so !
vehemently about the phynician needs for basic science, !

radiobiology, and radiation safety training when the job of the |
" physician-user" in such a network has need only to specify the |

parttoular test and to have skills in interpretation. Indeed it !
'

suggests to me that the only NRC requirements for the physician
in this case would be evidence of relevant clinical skills, while
a new class of "non-physician user" would be created for all the
other skills relating to radiopharmaceuticals, radiation safety i

ano imaging technologyl
-,

Therefore since we have worked to long and hard on ;

assembling the manifold criteria for the phystoian-user, it seems '

logical to me to insist that:

(1) There must be a phystnian meeting the NRC training
standards in residence at each licensed medical center. i

|

(2) That this physician should actively operate the nuclear !

'medicine program, including ultimate responsibility for radiation
safety in the N.M. Department, on a day-to-day basis. In this
view that physician should be physically present in the licensed :

medical facility at least 3 times per week for a minimum of 10 ;

hours.
i
'

(3) That this physician should attend the meetings of the
Radiation Safety Committee in the institution.

My answers to the questions regarding Cheyenne and Grand i

Junction posed in your letter of October 4 are as follows:, ,

t

Q1. Controls are inadequate. A physician meeting NRC training
,

requirements should be available on at least a 255 FTE
basis. i

Q2. The VA could change its ground rules and recruit a part-time .

NM physician from the local community.

03 With all the consistency I can muster, I approve of the
approach described, either for a part-time NM physiolan as !
above or for a special training program for one or more i

physicians presently on the staff,
a

l

|
!

!

1

!

1
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Mr. Vandy L. Miller ;

Page 3 t

January 14, 1986 |
t

!
04 I am against spreading the culture of " nuclear-medicine. t

practice-via-long-distance-telephone," unless the physiotans !

so employed spend some part of each week at the facility as i

noted in my general Item 2 above.

(a) There should be no difference between governmental and |
non-governmental institutions in this regard.

(b) In the Florida case the physician presence must be !

routine. He is required on-site for a variety of reasons, I

not tee least being his supervisory responsibilities (for
which he is supposed to be trained and licensed) and his ;

contact with other physicians who refer patients to his
'

service.

05. The " physician-user" in this question corresponds to the
standard noted for the VA, except that "close communication"
should involve the physical presence of both in the same ;

place for a significant part of the working week, visits on ;

a weekly basis as noted above, real in-person responsibility !

for the operation of the WM laboratory and medical service, j

! say egain, if a physician-user does not have to be in the
NM area interacting with the WM techs, ordering, supervising, ;

etc. , then why specif y such detailed training on non-medical i

matters in the classroom and for hands-on experience? The :

" network" as described earlier envisages a different world. If |

this is to be, then forget all that "unnece s sar y" training and :

demand the safety training primarily (or only) for the NH |

technologists.

I wonder how the nuclear medicine physio 1ans on ACHUI have
voted.

,

Sincerely,
|

M

. .

E. W. Webster, Professor {
'

EWW/bh
|

!
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ESTLAND EDICALbENTER
2345 Morriman Road Westland, %chigan 48185 (313)467 2300

November 14, 1985

I Hr. Vandy L. Miller

j Chief Material Licensing Branch

j Division of real O Cycle Material Safety
: Nuclear Regulatory Camission

tahirAton, D.C. 20$55

| tear Mr. Miller:

This letter is in response to your directive of October 4, this year in regards to
voteran"s Administration's Nuclear Medicine network. Unfortunately, we were uot
privy to all of the decisions, both financial and political, that were manifest for
the NRC to initially authorise the concept for the VA systems in and around the St.
Iouis Hospitall however, it seems that in attempting to solve one probles, 4 situa=
tion has been created that is an anathema, both f rom a regulatory safety standpoint,
os well as from the judicious use of radionuclides.in the clinical medicine setting.
I can 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 directly in the face of all of
the Nuclear Regulatory and Joint Commission regulations relative to quality control,
es well as the Alara concept. Now that government issnonity is being challenged legal-

I ly the potential ramifications of the " network" seems unconscionable, particularly
! cs it concerns the Cheyenne and Crand Junction VA institutions. I will hereby com *

c nt on each of the specifics of your meno

I. Partteipation in the VA St Louis " Nuclear Medicine Network;",

A. I cannot comprehend how a physician authorised user can control ac~
tivities in an institution over 1,000 miles away. It is of interest
that some large teaching hospitals that have a compliment of physicists,
physicians; and a Nuclear Medicine section that is well staft'ed, have
been sighted for varying elements of noncompliance. To maintain com-
pliance with three visits yearly, to me seems void of pragmatism. I can
think of no adequate set of controls that would allow these hospitals to
continue in the St. Louis VA network.

B. An example might illustrate the problems that I foresee. In many Nuclear
Medicine settings currently, elements of Nuclear cardiology represents
30-50% of the studies performed. In the VA system, where the patients
tend to be more chronically ill and older, it is conceivable that many of
their studies would be either with stress thallium or exercise MUCA.
Both of these studies virtually demand that a trained physician is in at-
tendance at the performance of these studies. Nowhere in the information
af forded to me was there an indication that there would be any physician
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* 13 the occt f ng crc 3 fcr the perfcrmanco cf these studica. The -

information af forded f rom the Cheyenne and Crand Junction Hospitals
suggested ttat the chiefs and assistant Chiefs of Medicine would be {
on call in case of emergency; how these studies can be handled from St.
Louis begs a pragmatic answer. j

C. It is not clear frow the information provided who is in charge of safety
and quality control when Mr. Cluiek is on vacation, leave, or attending
mee t ings . If an emergency such as spillage, mis-administration or other
contamination were to happen in his absence it seems that there would be
no qualified person aboard to handle the emergency and/or report the
same. Nowhere in their doeunents is there an authorimod visiting RSO.i

Othat' questions in this vein arise, but they are were clinically app 11-
cable than safety quality control.

j 2 Justification for authorired phystefan user on site.

I do not believe that either hospital has justification for not having an
authorfred physician user on atte. 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 were unable
to obtain the services of such a physician at VA Cheyenne and VA Ctand Junctioni
such physicians could not be recruited as permanent VA staff nor could suitably
qualified physicians in the community as a consultant to these VA Hospitals,"
is an absolute cop-out and borders on the untruth. Any Radiologist trained with-
in the last ten years during residency had most of the training needed for certi-
fication; if no4 certainly could be sent TDY in the VA system to receive what-
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. Hence, I am not able
to support VA's point of view.

3, I approve of NRC approach, suggesting that the hospitals provide appropriate
training and experience for physicians of board, probably Radiologists, or
possiblyJnternists.

4 I believe that the consideration relative to establishment of the " Nuclear
Medicine Network" should be uniform for both government and non-governmental
licencies. I 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
safety and quality control assurances required both by NRC and JACH.

I am more sympathetic with the authorized physican user who may be involved
with two hospitals within 50 miles of eachiother, particularly if the physi-
cian has the wherewithall to interact on a daily basis with the technicians
and physicians who offer referrals, but not in the situation where all busi-
ness is conducted via telephone or computer hook-up. I think that there are spe-

cific businesses where this type of approach might be used, but would have to
be reviewed on an individual basis with commitment from the authorized physi-
clan user to be responsible for both the quality control and safety assurances,
as well as for the consultative and legal aspects of the Nuclear Medicine Section.



5 .' As s.entioned la the foret: int, I do not thtak th:t participation la the Wu-*

clear Medicine Network, particularly as proposed by the Cheyenne and Ctand
Junction VA program is an acceptable practice.

12 summary, I cannot approve the Nuclear Medicine Network proposal of the Cheyenne and
Crand Junction VA Hospitals. I fec1 that it is possible for them to recruit or train
staff for this function. I feel to f urther expand the Nuclear Medicine Network con-
espt tends to fly in the face of the Alata concept, safety concept and quality con-

' trol concepts ptsleenated by the NRC and Joint Commission of Hospital Accreditation.
,', , w p h 4

Respectfutly sulaitted,

U/,ks D s d Go.. ,, . r
David H. Woodbury M
Nocicat-Medicine Dept,

s

9
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ENCLOSUkE 4

DRAFT TEXT FOR LETTERS TO VA, CHEYENNE AND VA, GRAND JUNCTION l
i

Gentlemen:

This is in reference to your application dated _ to renew License No. i>-

The Nuclear Regulatory Commission's (NRC's) staf f recognizes.
'

that for Ryeral years your authorized physician-user, Dr. , has
been normally located in St. Louis, Missouri, at least three hours flying time !

'

f rom you* hospital, and has been visiting your hospital only a few times each
!year, We have been concerned about your situation for some time, believing'

that by any definition, the adequacy of supervision from such a distance is ;

questionable. The NRC staf f in our Washington, DC Headquarter $' of fice i
expressed these concerns in a December 1981 meeting with representatives of :
the Veterans Administration (VA) Central Office and of the VA, St. Louis i

'

staff. Although these VA representatives seemed receptive to some NRC
.| suggestions, it 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
!sotopes (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 non.
traditional operation. In addition, we asked them for their suggestions about
your program and any improvements they would recommend.

In general, the ACMV! 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 f acility 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
situation is "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 in Enclosure 2), who can be at your f acility within one
hour and who will devote at least 25% FTE (i.e., full-time-equivalent) to your
program. Several mentioned that physicians who have completed a residency
program (e.g., radiology) within the last ten years should have most, if not
all, of the training and experience needed to meet NRC's criteria. If

additional training or experience or both were needed, they believe that it
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
still maintain consultative contact with VA, St. Louis in much the same way as
VA, Amarillo.
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We believe that this is an opportune time for you to review your current i

situation and take steps both to improve it and to establish a traditional !
program supervised by a qualified physician-user who is in close proximity to j
your hospital. The following suggestions should be considered: i

I
1. You should make new efforts to find a qualified physician to be an

authorized user who is able to be physically present a reasonable ;

percentage of the work day or work week.

2. If your efforts as suggested in item 1 above are unsuccessful, then we !

remind you that, in the December 3,1981 meeting with representatives of j
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 a routine basis. If VA propo:ed as a
user a physician who did not clearly meet NRC's current training and t

experience criteria, the NRC staff offered to work with VA to decide on: [
(1) a mutually agreeable 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 a qualified physician in close proximity to the hospital. Although VA r

representatives seemed receptive to this approach, we are not aware of I
any action taken by the VA to implement this idea. The NRC staff stands i

by its December 1981 offer.

3. ACMUI members and our consultants suggested that, if 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 i,

; procedures to a local community hospital or to another VA hospital that
operates a traditional nuclear medicine program.

,

If your efforts to find a properly qualified physician are successful, you
should submit to us the name of the proposed physician-user and sufficient t

documentation of his or her training and experience to show that he or she i
meets NRC's criteria; see Appendix A of Enclosure 1 and also Enclosure 2. You !

may find it 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 is normally located, the time needed for the physician to get !
'to your hospital, the amount of time this physician will devote to supervising

I 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 :

I
I criteria, then you should submit not only the information requested in the
i paragraph above, but also a proposed training program designed to provide the
I needed supplemental training, experience, or both, and a proposed schedule for !

completion of the training program. !

,

t

|

'

1

| i
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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 physician in close proximity to your
hospital to supervise your nuclear medicine progam. Alternatively you shouldg
describe other actions you have taken to ensure that your patients nuclear
medicine procedures are performed in a properly supervised program. Please
submit your response in duplicate and refer to Control No. .

If you believe that it would be helpful, we would be pleased to discuss this
matter with you and your staf f either by telephone (insert FTS and commercial
telephone numbers) or in a meeting.

Sincerely.

(insert 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. Louis has replaced Dr. James Smith as

i the coordinator. Please contact P. Vacca
' for up-to-date name before mailing this letter.)
.

..

|
t

|?
|
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TECHNICAL ASSISTANCE REQUEST

DATE: 'JUl.11 E
TO: Vandy Miller, Chief, Material Licensing Branch, NMSS

-

Chief. Material Certification and Procedures
Branch, NHSS

,
FROM: R. J. Everett, Chief, Nuclear Materials Safety Section D M h ,-
SUBJECT: REQUEST FOR' TECHNICAL ASSISTANCE

d eck.0
.

X Control No. 18513 & 17504 (enclosed)
le%. SM Sh|H

X Letter (s) dated: 18513 - See attached backup material g/ygg,, ,,17504 - See attached backup material
'd28 /$0"..

Suggested change in licensing procedure (enclosed)
y/,./tro,,1 *

X Other (see remarks) 379/9p
n ii

U/4/$|Requested action: Custom source / device review nht "

2/ GtpReview and comment l 'h- "

"
Provide policy guidance

*n k % u A n|n try
Other (see remarks)

Remarks t, Transe! t to ACMUI for review of " Nuclear Medicine Network" system4

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,
|
|

|
..............................................................................,

| To be completed by NMSS
i

| Date:
i

The above request has been received by MLB/MCPB and assigned to
(name)

| Please contact this individual for a status report if a.

(phone number)

response is not received by .

(date)

Signature:
FCML/FCMC Branch Chief

1



s

1

!

!

?
,

JAN o ? 1985 ;

FCML FAS |
'

Y. A. Mical Center i
ATTH: reancis K. Herbig :

% res Directer /R50 !

2121 herth evenue
~ [N Nec ear Medicine Nesterk

-
r

Grark! Anction, Colcredo c1601 [
!
l

i

Docket No. , [

License No. W -17169 !

-02Control'No. |

18613 !

SUBJECT: LICENSE RENEWAL APPLICATION i

!

Gentlemen: ;

This is to acknowledge receipt of your application for renewal of the ,

material (s)licenseidentifiedabove. 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 7

the control number specified and your license number. ,

Sincerely,
,

I
i

!

y d !
'

Material Safety ;

i

i

f

t ;

i
t

._. -
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Medcol Center $t, Louis MO CO
.

'

t

NA Veterans
W Administration

,

in me n n e .. to.
,

* Decenter 3,1984

United States Nuclear Regulatory Commission
Washington, D.C. 20420

2 10: Medical Center Director (00)
Grand Junction CD '

k.

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

1. We are writing to request the renewal of our nedical radio-
nuclide by-product naterial license 0 05-08400-02 which expires
December 30, 1984. We have reviewed the tenna, conditions and
supporting information for the existing license and wish to have
the license renewed as-in with the following minor abanges:

a. Survey instruments are calibrated annually at the f acility
in the St. Louis VAMC.

b. Licensed material in Groups I, II and III and Xenon-133
are used under the supervision of Janes W. ' Fletcher, M D.
Dr. Fletcher is Olief, Nuclear Medicine Service, St. Louis
VAMC and Medical Director of the Nuclear Medicine Network.

; c. Sherrick llarnon will have day to day responsibility for
radiation safety activities subject to review during quarterly
visits. Ilis credentials on NRC-313M (p5) are enclosed. '

2. In all other respects the by-product naterials program remains
the same. Se Grand Junction Medical Center continues to partic-
ipate in the Nuclear Medicine Network based in St. Iouis.
St. Louis staff visit the facility at least four tines annually
for training, safety inspection and participation in Radiation
Safety Cannittee meetings. he AIARA program is fully implemented
and effective.

3. Your consideration of this renewal request is appreciated.
If further information is required you may contact ne at 276-4359.

'

.

IS X. I IG 7*

Program Director /R l/
Nuclear Medicine Network [ 44

encl. prw
Se~18513

.T A!!*'i J . P."/ *!!. M. D. (315)
'D!rt c .' r.d er ""r Modicine Serviog
VA Cc ntra! Q.p ci
Tachington. D.C. 20420
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tonw ARC 313fA EUPFLE MENT A U.S. NUCLE AR RE GUL ATORY COMIAlf,660N ["
TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION $AF LTY OFFICER
t

1. hAut DF AVTHohlitD Ubt R OR RADIATION $Af ETY Of f 8CE R 3. STAf f OR 78 R AITORY IN
WHICH LICL N'$t D T O

Sherrick S. Ilarman '"#C"C' "I'"C'N' l

!

3. CE RTIFICATION
t

DP6CIALTY a0ARD CAft00RY 180 NTH AND VI AR ClRTil64 0 i} A e C -

Nuclear Medicine Technology Nuclear Medicine lechnology 06/1978 '

Certification Itoard #000p?7 >

,

t

I.

L

4. TRAINING MtCEIVE D IN BAtlC RADIOL &OTOPE HANDLING TECHN10Ut 8
'

i
TYPt AND LtNOTH of TRAINING t

LicTUREI SUPE RVist D. Pet LD 07 TRutNING LOCATION AND Daft ($ lot TRAINsNG LADORATORY LABORATORY'
A B COUR$t$ t KPt Rlt NCE

.

lN} ural (No[el
General Rose Memorial llospita L

|
s. RADI AtioN Physics AND / University of Colorado Medic 21 !INST RUut NT AfioN Center - 9/74-9/76 200 600

Ceneral Rose Memorial llospita L (
b. RAoiAfioN PRotecTios / University of Colorado '

Medical Center - 9/74 - 9/76- 150 600
7
,

s. uATHluAfies P! RT AININQ f o University of Colorado Medica l
TH u$t ANDut AsVRtutNT Center - 9/74 - 9/76 150 450OF RADICACUVITY r

'

University of Colorado Medical {
s. R ADIAT CN B10LooY Center - 9/74 - 9/76 150 300 '

I

General Rose Memorial llospital i

'' " 'g ,' ,"7,"yn j " ""'C'Uf'C AL / University oi Colorado !
*' D

i

Medical Center - 9/74 - 9/76 300 600 i,

.

E. EKtt RitNCE WITH R ADI AT|0N. (Actunt uno vf Rodioisotoper or Equhstent Espetorncels i

stofort Maximum AMOUNT WHE Rt t KPE Rit NCE WAS C AINE D DUR ATION OF E Ef'imit NCE TYPtoFUst
99"Tc 1 curie General Rose Memorial

llospital/VA Medical Ctr 7 years Diagnostic .
I3I I 200 mci Iowa City. Reno, Gr. Jct " " "

.

67Ga 50 mci " " " " " "
'

20171 10 mci " " " " " "

57 Co 50 mci " " " " " "

[ : 133XeG4 s 25 mci " " " " " "

, FORM NRC-313M bupplement A
| so. m page $

|
1

<
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