UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of )

) Docket No. 030-32016
V. A. Medical Center ) License No. 34-26267-01
Chillicothe, Ohio ) EA 93-123

DEMAND FOR INFORMATION
I
V. A. Medical Center holds Byproduct Material License No. 34-26267-01,
issued by the Nuclear Regulatory Commission (NRC or Commission) pursuant to
10 CFR Parts 30 and 35. The License authorizes the Licensee to use any
byproduct material described in 10 CFR 35.100 and 35.200. The License,

originally issued on April 24, 1991, is due to expire on April 30, 1996.

11

The NRC's “Quality Management Program and Misadministrations™ rule became
effective January 27, 1992. This rule amended the regulations in 10 CFR Part
35 for Medical Use Programs for therapeutic administrations of radiation from
byproduct material, certain uses of radioactive sodium iodide, and therapeutic
administration of radiopharmaceuticals. Under the new requirements,
established in Sections 35.25 and 35.32, Ticensees must implement and maintain
a written Quality Management (QM) program to provide high confidence that
byproduct material or radiation from byproduct material is administered as
directed by an authorized user, and must train supervised individuals in the
QM program and require the supervised individuals to follow the Licensee's M
procedures. In accordance with 10 CFR 35.32, licensees who use byproduct

material for teletherapy, gamma stereotactic surgery, brachytherapy,
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greater than 30 microcuries, were required to submit to the Ticensee's NRC
regional office, on or before January 27, 1992, a copy of the licensee’s
written QM program and a written certification that the program had been
implemented. By letter dated April 8, 1992, NRC explained that if a licensee
was authorized under its NRC license to use byproduct material that requires a
OM program, but was not currently planning to use such materials, the NRC has
given the licensee the option, in lieu of submitting a QM program, to submit
to the Licensee’s NRC regional office a written statement certifying that
these materials were not being used. Under this option, if the licensee plans
to use such materials later, the licensee was required to submit a written QM
program prior to that use. Between July 25, 1991 and September 10, 1992, the
NRC sent to all medical licensees information concerning this new rule and its

implementation.

The License issued to the Licensee authorizes the use of byproduct material
under conditions that require the Licensee to implement and maintain a written
QM program. To date, the Licensee has neither submitted a copy of its QM
program to the NRC Region 111 Office and a written certification that the
program had been implemented, nor submitted a written statement to certify

that byproduct materials that require a QM program are not being used.
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This demonstrates that the Licensee has violated NRC requirements and raises a
question as to whether the Licensee has a QM program currently in compliance
with 10 CFR 35.25 and 35.32. Therefore, further information is needed to
determine whether the Commission can have reasonable assurance that the
Licensee has complied with 10 CFR 35.25 and 35.32 and will continue to do so
in the future.

111

Accordingly, pursuant to sections 16lc, 16lo, 182 and 186 of the Atomic Energy
Act of 1954, as amended, and the Commission’s regulations in 10 CFR 2.204 and
10 CFR 30.32(b), in order for the Commission to determine whether your License
should be modified, suspended or revoked, or other enforcement action taken to
ensure compliance with NRC regulatory requirements, the Licensee is required
to submit to the Regional Administrator, Region 111, 799 Roosevelt Road, Glen
EYiyn, I1linois, 60137 within 30 days of the date of this Demand for
Information, the following information, in writing and under oath or

affirmation:

1 State whether or not you have implemented and maintained a written QM
program that complies with the provisions of 10 CFR 35.32 and have
implemented effective supervision of the program in accordance with 10
CFR 35.25. 1If so, indicate the date that the QM program was fully

implemented.
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State whether or not you submitted a copy of your QM program to the NRC
Region 111 Office. If so, provide the date of the submission, and
provide a copy of the QM program with your response to this Demand. If
you are responding to this question by providing the date you submitted
your QM program and a copy of the QM program , then you need not respond
to questions 3 through 5.

State whether or not you submitted to the NRC Region 111 Office a
written statement certifying that byproduct materials that require a QM
program were not being used. If so, provide the date of the submission
and provide a copy of the statement with your response to this Demand.
1f you are responding to this question with the date you submitted this
statement and a copy of the statement, then you need not respond to

questions 4 through 5.

Indicate whether you possessed or used, on or after January 27, 1992,
byproduct material that requires a QM program. If so, state the
byproduct material(s) possessed or used, the procedure(s) performed, and

the dates of the possession or use.

If you have responded to question 4 stating dates of use of radioactive
materials requiring a QM program, then you must submit an explanation as
to why you did not comply with 10 CFR 35.32, and why NRC should not take

enforcement action for violation of 10 CFR 35.32.
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Copies of your response to this Demand also shall be sent to the Director,
Office of Enforcement, U.S. Nuclear Regulatory Commission, Washington, D.C.
20555 and Assistant General Counsel for Hearings and Enforcement at the same
address.
After reviewing your response, the NRC will determine whether further action

is necessary to ensure compliance with regulatory requirements.
FOR THE NUCLEAR REGULATORY COMMISSION

/{’bj%v
A. ‘Bert Davis )
Regional Administratér

Dated at Glen Ellyn, I1linois
this 14th day of May, 1993
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&7 FR 580

Subpart A-—~General information

§ 35.1 Purpose and scope.

This part prescribes requirements and
provisions for the medical use of
byproduct material and for issuance of
specific licenses authorizing the medical
o use of this material. These requirements
% and provisions provide for the
™ protection of the public health and
u safety. The requirements and provisions
o of this part are in addition to, and not in

substitution for, others in this chapter,
The requirements and provisions of
Parts 19, 20, 21, 30. 71, and 170 of this
chapter apply to applicants and
licensees subiject 1o this part unless
specifically exempted.

November 30 1992
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PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

§ 352 Definitions.

*Address of use” means the building
or buildings that are identified on the
license and where byproduct material
may be received. used or stored.

“Agreement Stale” means any State
with which the Commission or the
Atomic Energy Commission bas entered
{nto an effective agreement under
subsection 274b of the Atomic Energy
Act of 1954, s amended.

“ALARA" (as low as reasonably
achievable) means making every
reasonable effort to maintain exposures
to radistion us far below the dose limits
as la practical:

(1) Consistent with the purpose for
which the licensed activity is
undertaken,

{2) Taking into account the state of
technology. the economics of
improvements in relation 1o benefits to
the public health and safety, and other
societal and socioeconomic
considerations, and

{3) In relation to utilization of nuclear
energy in the public interest

“Area of use” means a portion of an
address of use that has been set amnde
for the purpose of receiving, using. or
storing byproduct material.

“Authorized user” means & physician,
dentist, or podiatrist who is identified ss
an authorized user on a Commission or
Agreement State license that suthorizes
the medical use of byproduct material

“Brachytherapy source” means an
individual sealed source or a
manufacturer-assembled source train
that is not designed to be disassembled
by the user

“Dedicated check source” means &
radioactive source that i used (o assure
the constant operation of & radiation
delection or measuremen! device over
several months or years

“Dental use” means the intentional
externa) administration of the radiation
from byproduct material to human
beings in the practice of dentistry in
accordance with a license issued by @
State or Territory of the United States,
the District of Columbia, or the
Commonwealth of Puerto Rico.

“Dentist” means an individual
licensed by a State or Territory of the
United States. the District of Columbia,
or the Commonwealth of Puerto Rico to
L-pnclicc deatistry

—t] FE 36932

Diagnostic clinical procedures
manuval means & collection of written
procedures that describes each method
{and other instructions and precautions)
by which the licensee performs
diagnostic clinical procedures; where
each diagnostic clinical procedure has
been approved by the authorized user
and includes the radiopharmaceutical,
dosage. and route of administration.

58 FR 34104

April 30, 1992

[~ “Management” means the chief
executive officer or that person’s
delegate or delegates.

“Medical Institution™ m=ans an
organization in which seversl medical
disciplines are practiced.

“Medical use” means the intentional
internal or external administr.tion of
byproduct material. or the radiation
therefrom. to human beings (o the

of medicine in accordance with

1 FR 28832

a license issued by a State or Territory
of the United States, the District of
Columbia, or the Commonwealth of
Puerto Rico.

“Ministerial change” means a change
that is made, after ascertaining the
applicable requirements, by persons in
authority in conformance with the
requirements and without making a
discretionary judgment about whether
those requirements should apply in the
case at hand.

b
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Misadministration meens the
administration of:

(1) A radiopharmaceutica! dosage
greater than 30 microcuries of either
sodium iodide 1-125 or I-131

(i) Involving the wrong patient or
wrong radiopbarmaceutical, or

{ii) When both the administered
dosage differs from the prescribed
dosage by more than 20 percent of the
prescribed dosage and the difference
between the administered dosage and
prescribed dorage exceeds 30
microcunes.

(2] A therapeutic radiopharmaceutical
dosage, other than sodium iodide 1-125
or 1-131

{i) Involving the wrong patienl, wrong
radiopharmaceutical. or wrong route of
administration; or

58 FR 34104

(i) When the administered dosage
differs from the prescribed dosage by
more than 20 percent of the prescribed
dosage.

{3} A gemma stereotactic rediosurgery
radiation dose:

{i) Involving the wrong patient or
wrong treatment site; or

(i) When the calculated total
administered dose differs from the total

of the total prescribed dose

{4) A teletherapy radiation dose:

(i) Involving the wrong patient, wrong
mode of treatment, or wrong treatment
site;

{1i) When the treatment consists of
three or fewer fractions end the
calculated total administered dose

more than 10 percent of the total
prescribed dose:

{iii) When the calculated weekly
administered dose is 30 percent greater
than the weekly prescribed dose; or

(iv) When the calculated total

sdministered dose differs from the total

of the total prescribed dose

35-2

prescribed dose by more than 10 percent

differs from the total prescribed dose by

prescribed dose by more than 20 percent

58 FA 34104

§1 FA 38932
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(5) A brechytherapy radistion dose:

{i) Involving the wrong patient, wrong
radioisotope, of wrong treatment site
{excluding. for permanent implants,
aeeds that were implanted in the correct
site but migreted outside the treatment
slte):

(i) Involving & sesled source that is

leaking:
{iii) When. for a temporary implant.
one or mare sources are not

removed upon completion of the

ure; or
{iv) When the calculated administered
dose differs from the prescribed dose by

dose.
(8) A diagnostic radiopharmaceutical
dosage. other than quantities greater
than 30 microcuries of either sodium
fodide 1-125 or 1-131, both:

(i) Involving the wrong patient, wrong
radiopharmaceutical, wrong route of

sdministered dosage differs from the
prescribed dosage; and

(ii} When the dose 1o the patient
exceeds 5 rems effective dose
equivalent or 50 rems dose equivalent to

L.ny individual organ.

“Mobile nuclear medicine service”
means the transportation and medical
use of byproduct material.

. "Output” means the exposure rate,
dose rate, or & quantity related in s
known manner to these rates from &
teletherapy unit for a specified set of
exposure conditions.

“Physician” means & medical doctor
or doctor of osteopathy licensed by &
State or Territory of the United States,
the District of Columbia, or the
Commonwealth of Puerto Rico to
prescribe drugs in the practice of
medicine.

“Podiatric use” means the intentional
external administration of the radiation
from byproduct material to human
beings in the practice of podiatry in
sccordance with a license issued by &
State or Territory of the United States,
the District of Columbia. or the
Commonwealth of Puerto Rico.

“Podiatrist” means an individual
licensed by a State or Territory of the
United States, the District of Columbia,
or the Commonwealth of Puerto Rico to
practice podiatry.

35.2
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35.8(d)

PART 35 « MEDICAL USE OF BYPRODUCT MATERIAL
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Prescribed dosage means the quantity “Sealed source” means any byproduct
of radiopharmaceutical activity as material that is encesed in & capsule
documented: designed to prevent leakage or escape of

(1) In e written directive: or the byproduct material.

(2) Either in the diagnostic clinical “Teletherapy physicist” meens the
procedures manua! or in eny o individual identified as the teletherapy
w«mmammm :Wm.mum
the directions of the authorized user for  » * “Visiting authorized user” means an

procedures. e user who is not identified &s
g Prescribed dose means = an suthorized user on the license of the
{1) For gamma stereotactic [_licensee belng visited.
£ radiosurgery, the total dose as
€ documented in the written directive:

{2) For teletherapy. the totsl dose and
dose per fraction as documented in the Written directive means an order in
written directive: or ) writing for a specific patient, dated and
{3) For brachytherapy. either the total signed by an authorized user prior to the
source strength and exposure time or the | administration of & radiopharmaceutical
total dose, as documented in the written or radiation, except as specified in
directive. paragraph (8) of this definition,
- e containing the following information:
a “Radiation Sufety Officer” means the QJ:')‘::;::K :;i;u‘t:::.r;g :‘:l of i
® | (ndividua! identified as the Radiation cither sodium fodide 1-125 m‘:’“_lcs“;! the
. LSdﬂy Officer on @ Commission license. dosags: i
- {2) For a therapeutic administration of
. ent means the # radiopharmaceutical other than
.m::l;%l;:;;n SRS sodium iodide 1-125 or 1-131: the
{1} A radiopharmeceutical or radiopharmaceutical, dosage, and route
radiation without s written directive & of administration. )
where & written directive is required. 3  (3) For gamma stereotactic
(2) A radiopharmaceutical or « rlda.oourgery: target coordinates,
radiation where a written directive is © ::’olhmnor size, plug pattern, and total
uired without daily recording of each g
:d‘;ni:ﬂcred‘::diophylm;aneu?ial (4) For teletherapy: the tatal dose,
dosage or radiation dose in the dose per fraction, treatment site, and
npprofmale sncord ' overall treatment period;
(3) A radiopharmaceutical dosage (5] For high-dose-rate remote
greater than 30 microcuries of either afterloading brachytherapy: the
sodium iodide 1-125 or 1-131 when both :;dmumope. treatment site, and total
i} The administered dosage differs -
lnsn)| the prescribed dosage g; - (8) Fo'r all other bncl-xythenpy:
than 10 percent of the prescribed (i) Prior to implantation: the
§ dosage, and radioisotope, number of sources, and
3 (ii) The difference between the source strengths: and
£ ldl.uz)lmturud dosage and prescribed (i) After implantation but prior to
8 dosage exceeds 15 microcuries completion of the procedure: the
{4) A therapeutic re diopham;accuu' il radioisotope. treatment site, and total
dosage, other than sodium iodide 1-125 no:xﬁrce l"’:‘“‘?‘h ""d‘ ‘l‘g““‘" time (or.
or 1-131, when the administered dosage equivalently, the folal dose).

differs from the prescribed dosage by
more than 10 percent of the prescribed
dosage:

(5) A teletherapy rediation dose when
the calculated weekly administered
dose is 15 percent greater than the
weekly prescribed dose: or

(8) A brachytherapy radiation dose
when the caleulated administered dose
differs from the prescribed dose by more
Lﬂ\m 10 percent of the prescribed dose.

35-3

—nu Mairtenance of recarde
Each record required by this part must
the retentian

wuthorized
© microform is capable of producing e
% clear copy throughout the required

= retention period. The record may also be
u stored in electronic media with the

o capability for producing legible.
accurate, and complete records during
the required retent'on period. Records
such as letters. drawings, specifications.
must include all pertinent informatian
such as stamps. initials, and signatures.
The licensee shall maintain adequate
safeguards against tampering with and
Llou of recards

(8) The Commission has submiited the
information collection requirements
contained in this part to the Office of
Management and Budge! (OMB) for
approval as required by the Paperwork
Reduction Act of 1980 (¢4 U.S.C. 3501 e!
seq.). OMB has approved the
information collection requirements in
this part under control number 3150
0010

5] FR 36932

-

3>(b) The approved information
collection requirements contained in this
part appear in §§ 3512, 3513, 3534,
35.21, 35.22, 35.23, 35.27, 35.28, 35.31,
35,50, 35.51, 35.53, 35.59, 35.60, 35.61,
35.70, 35.80, 35.92, 35.204, 35.205, 35.310,
35.315, 35,404, 35.400, 35.410, 35.415,
45.608, 35.610, 35.615, 35630, 35632
35634, 35.636, 35.641, 35.643, 35645, and

35.647.
L.

57 FR 41378

{c) This part contains information
collection requirements in addition to
those approved under the control
number specified in paragraph (a] of this
section. These information collection
o requirements and the control numbers
under which they are approved as
follows:

& (1)In § 3512 Form NRC-313 is

- approved under control number 2150-

Lm 20.

;o>>(d) (OMB has assigned control number

3150-0171 for the information collection
requirements contained in §§ 35.32 and
3533

'

TFR 413

[

September 30, 1392



35.11(n)

35.21(b)

PART 35 « MEDICAL USE OF BYPRODUCT MATERIAL

e
§3511 Ucenses required.
{a) A person shell not manufacture,
produce, acquire, receive, possess, use,
_or transfer byproduct material for
medical use except in accordance with a
specific license issued by the
Commission or an Agreement State, or
as allowed in paragraph (b) of this

section.

{b) An individual may receive,
possess, use, or transfer byproduct
material in accordance with the
regulations in this chapter under the
supervision of an authorized user as

vided in § 35.25, unless prohibited by
icense condition

£35.12 Application for license,
amendment, or renewal.

{a} If the application is for medical use
sited i & medical institution, only the
institution's management may apply. If
the application is for medical use not
sited in & medical institution, any person
may apply

{b) An application for a license for
medical use of byproduct material as
described in §§ 35.100, 35.200, 35.300,
35.400, and 35.500 of this part must be
made by filing an original and one copy
of Form NRC-313, “Application for
Materials License.” For guidance in
completing the form, refer to the

$1 Fr 35922

instructions in the most current versions
of the appropriate Regulatory Guides. A
request for a license amendment or
renewal may be submitted #s an original
and one copy in letter format

{c) An application for a license for
medical use of byproduct materigl as
described in § 35.600 of this part must be
made by filing an original and one copy
of Form NRC-313. For guidance in
completing the form, refer to the
instructions in the mos! current version
of the appropriate Regulatory Guide. A
request for a license amendment or
renewsl may be submitted as an original
and one copy in letter format.

(d) For copies of regulatory guides,
application forms, or to submit an
application or an amendment request,
refer to § 30.6 of this chapter.

$35.13 License ameandments.

A licensee shall apply for and must
receive a license amendment:

{a) Before it receives or uses
byproduct material for a clinical
procedure permitted under this Part but
not permitted by the license issved
pursuant to this part;

{b) Before it permits anyone, except a
visiting autharized user described in
§ 35.27. to work as an authorized user
under the license:

{c) Before it changes Radiation Safety
Officers or Teletherapy Phyaicists:

{d) Before it orders byproduct materis!
in excess of the amount, or radionuclide
or form different than authorized on the
license; and

September 30, 1992 (reset)

36932
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{e) Before it edds o or changes the
areas of use or address or addresses of

use identified in the applicstion or on
the license.

§ 35,14  Notifications.

A licensee shall notify the
Commission by letter within thirty days
when an authorized user, Radiation
Safety Officer, or Teletherapy Physiclst
permanently discontinues performance
of duties under the license or has a
name change, or when the licensee's
mailing address changes. The licensee
shall mail the report to the appropriate
eddress identified in § 30.6 of this
chapter.

§ 3518 License issuance.

The Commission shall issue & license
for the medical use of byproduct
material for a term of five years if:

{a) The applicant has filed Form NRC-
313 “Application for Materials License”
in accordance with the instructions in
§ 35.12;

{b) The applicent has paid any
applicable fee as provided in Part 170 of
this chapter:

{¢) The Commission finds the
applicant equipped and committed ta
observe the safety standards
established by the Commission in this
Chapter for the protection of the public
health and safety; and

{d) The applicant meets the
requirements of Part 30 of this chapter

« §3519 Specific exemptions.

The Commission may. upon
application of any interested person or
upon its own initiative, grant such
exemptions from the regulations in this
part as it determines are authorized by
law and will not endanger life or
property or the common defense and
security end are otherwise in the public
interest. The Commission will review
requests for exemptions from training
and experience requirements with the
assistance of its Advisory Committee on
the Medical Uses of lsolopes.

Subpart B—General Administrative
Requirements

§ 3520 ALARA program.

{a) Each licensee shall develop and
implement a written radiation protection
program that includes provisions for
keeping doses ALARA.

{b) To satisfy the requirement of
paragraph (8) of this section:

{1) At e medica! institution,
management, the Radiation Safety
Officer, and all authorized users must
participate in the program as requested
by the Radiation Safety Committee.

(2) For licensees that are not medical
institutions, management and all
suthorized users mus! participate in the
program as requested by the Radiation
Safety Officer

35-4

51 FR 289232

(¢) The program must include notice to
workers of the program's existence and
workers' responsibility to help keep

con education and trelning for all
personnel who work with or in the
vicinity of byproduct material. The
se of the review is to ensure that
ees make » reasonable effort to
maintain individual and collective
occupational doses ALARA.

§ 3521 Redistion Satety Officer.

(a) A licensee shall appoint 8
Radiation Safety Officer responsible for
implementing the radiation safety
program. The licensee, through the
Radiation Safety Officer, shall ensure
that radiation safety activities are being
performed in accordance with approved
procedures and regulatory requirements
in the daily operation of the licensee's
byproduct material program.

{b} The Radiation Safety Officer shall:

(1) Investigate overexposures,
accidents, spills, losses, thefts,
unauthorized receipts, uses, transfers,
disposals. misadministrations, and other
deviations from approved radiation
safety practice and implement
corrective 8ctions as necessary,

(2) Establish, collect in one binder or
file, and implement written policy and
procedures for

{i) Authorizing the purchase of
byproduct material;

(ii} Receiving and opening packages of
byproduct material;

(11i) Storing byproduct material;

{iv) Keeping &n inventory record of
byproduct material;

(v) Using byproduct material safely,

{vi) Taking emergency action if
control of byproduct material is lost.

{vii) Performing periodic radiation
BUrveys

{viil) Performing checks of survey
instruments and other safety equipment;

{ix) Disposing of byproduct material;

{x) Training personnel who work in or
frequent areas where byproduct
material is used or stored;

(xi) Keeping a copy of all records and
reports required by the Commission
regulations, a copy of these regulations,
a copy of each licensing request and
license and amendments, and the
written policy and procedures required
biy the regulations.

(3) Brief management once each year
on the byproduct material program;

(4) Establish personnel exposure
investigational levels that, when
exceeded, will initiate an investigation
by the Radiation Safety Officer of the
cause of the exposure;



41 FR 389132

35.21b)

PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

{5} Establish personnel exposure
investigational levels that, when
exceeded, will initiate a prompt
investigation by the Radiation Safety
Officer of the cause of the exposure and
& consideration of actions that might be
taken 1o reduce the probability of
recurrence;

{8) For medical use not at a medical
{nstitution, approve or disapprove minor
changes in radiation sefety procedures
that are not potentially important to
safety with the advice and consent of
management: and

{7} For medical use at a medical
institution, assist the Radiation Safety
Committee in the performance of its
duties.

§35.22 HRadiation Safety Commitiee.

Each medical institution licensee shall
establish a Radiation Safety Committee
1o oversee the use of byproduct
material,

[a) Each Committee must meet the
following administrative requirements:

{1) Membership must consist of at
leas! three individuals and must include
an suthorized user of each type of use
permitted by the license, the Radiation
Safety Officer, 8 representative of the
nursing service, and a representative of
management who is neither an
suthorized user nor @ Radiation Safety
Officer. Other members may be included
&s the licensee deems appropriate.

{2) The Commitiee must meet st least
quarterly

{3} To establish a quorum and to
conduct business, at least one-hall of the
Committes's membership must be
present, including the Radiation Safety
Officer and the management’s
representative

{4) The minutes of each Radiation
Safety Commitiee meeting mus! include

{i} The date of the meeting,

{ii) Members present,

{iii) Members absent;

{iv) Summary of deliberations and
discussions;

(v) Recommended actions and the
numerical results of all ballots: and

{vi) ALARA program reviews
described in § 35.20(c).

(5) The Committee must promptly
provide each member with a copy of the
meeting minutes, and retain one copy for
the duration of the license.

{b) To oversee the use of licensed
mauterial, the Committee must:

{1) Review recommendations on ways
1o maintain individual and collective
doses g
(2] Review, on the basis of safety and
with regard 10 the training and
experience standards in Subpart | of this
part, end approve ot disapprove any
individual who is to be listed as an
authorized user, the Radiation Safety

Officer, or a Teletherapy Physicist
before submitting a license application
or nw amendment or renewal;

3} on the basis of safety, and
approve with the advice and consent of
the Radiation Safety Officer and the
management representative, or
disapprove minor changes in radiation
safety procedures that are not
potentially important to safety and are
permitied under § 35.31 of this Part:

(4) Review quarterly, with the
assistance of the Radiation Sefety
Officer, 8 summary of the occupational
radistion dose records of all personnel
working with byproduct material:

{5) Reviaw guarterly, with the
assistance of the Radiation Safety
Officer. all incidents involving
byproduct material with respect to
cause and subsequent actions taken;
and

(6) Review annually, with the
assistance of the Radiation Safety
Officer. the radiation safety program.
§35.23 Statements of authority and
responsibliities.

(&) A licensee shall provide the
Radiation Safety Officer, and at a
medical institution the Radiation Safety
Committee, sufficient authority,
organizational freedom, and
management! prerogalive, to:

(1) identify radiation safety problems;

(2) Initiste. recommend, or provide
corrective actions: and

{3) Verify implementation of
corrective actions.

{b) A licensee shall establish and
slute in writing the authorities, duties.
responsibilities, and radiation safety
activities of the Radiation Safety
Officer, and at a medical institution the
Radiation Safety Commitiee, and retain
the current edition of these statements
as 8 record until the Commission
terminates the license,

§ 35.25 Supervision

{a) A licensee that permits the receipl.
possession, use, or transfer of byproduct
materia! by an individual under the
supervision of an suthorized user as
L:llowed by § 35.11(b) of this part shall:

- (1) Instruct the supervised individual
in the principles of radiation safety
appropriate to that individual's use of
byproduct material and in the licensee's
written quality management program;

{2) Require the supervised individual
to follow the instructions of the
supervising authorized user, follow the
written radiation safety and quality
management procedures established by
the licensee, and comply with the
regulations of this chapler and the
license conditions with respect to the
use of byproduct material: and

$1 £n 369232
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(3) Periodically review the supervised
individual's use of byproduct material
and the records kept to reflect this use

. -.unl1 :
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(b) A licensee that supervises an
individual is responsible for the acts and
omissions of the supervised individual.

§ 3527 Visiting authorized user.

{a) A licensee may permit any
suthorized user to use licensed ma
for medical use under the terms of the
licensee's license for sixty days each

if:

(1) The visiting suthorized user has
the prior written permission of the
licensee’s
occurs on behalf of an institution, the
institution's Radiation Safety
Committee:

{2) The licensee has a copy of &
= license issued by the Commission or an
@ Agreement State, or & permit issued by a
~ Commission ot Agreement State broed
Z licensee that is authorized to permit
. medical use, that identifies the visiting
¥ authorized user by name as an
authorized user for medical use; and

{3) Only those procedures for which
the visiting suthorized user is
specifically authorized by the license or
permit are performed by that individual.

{b) A licensee need not apply for a
license amendment in order to permit &
visiting authorized user 10 use licensed
material as described in paragraph (a) of
this section.

(c} A licensee shall retain the records
specified in this section for three years
after the visiting authorized user's last
use of licensed material, but may

discard the records if the visiting
& avthorized user has been listed as an
|_suthorized user on the licensee’s license.

-
o

IFA 19

|
|

apply 1o the provision of mobile nuciear
medicine service.

{a) The Commission will license
mobile nuclear medicine service only in
accordance with Subparts D, E and H of
this part and § 31.11 of this chapter.

(b) Mobile nuclear medicine service
licensees shall obtain & letter gigned by
the management of each client for which
services are rendered that authorizes
use of byproduct material at the client's
address of use. The mobile nuclear
medicine service licensee shall retain
the letter for three years aflter the last
l__ provision of service.

‘;——s]FHJGQ‘)Z-T
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{c) If @ mobile nuclear medicine
service provides services that the client
is also authorized to provide, the client
is responsible for assuring that services

= are conducted in sccordance with (he
regulations in this chapter while the
mobile nuclesr medicine service is
_under the client's direction.

(d) A mobile nuclear medicine service
may not order byproduct material to be
delivered directly from the menufacturer
or distributor to the client's address of
use

p——— AL
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§35.31 Radiation safety program
changes.

{e) A licensee may make minor
changes in radiation J;fcty procedures

safety, Le. miaisterial changes, thet
were in the epplication far
license, renewal, or amendment except

names, telephone numbers, and
addresses: adoption of model radiation
safety procedures published in NRC
Regulatory Guides: replacement of
.quirmnl: reassignment of tasks among
employees; or assignment of service
contracts for eervices such as personnel
dosimetry. radiation safety equipment
repsir cr calibration. wasle disposal,
and safety surveys. A licensee is
responsible for assuring that any change
made is in compliance with the
requirements of the regulations and the
license

(b) A licensee shall retain & record of
each change until the license has been
renewed or terminated. The record must
include the effective date of the change
# copy of the old and new radiation
safely procedures, the reason for the
change, a summary of radiation safety
matters that were considered belore
making the change, the signature of the
Radiation Safety Officer. and the
signatures of the affected authorized
users and of management or, in a
medical institution, the Radiation Safety
Committes's chairman and the
management! representative

§35.32 Quality mansgement program.

{a) Each applicant or licensee under
this part, as applicable, shall establish
and maintain 8 written quality
management program to provide high
confidence that byproduct material or
radiation from byproduct materiel will
bie administered as directed by the
suthorized user. The quality
management program mus! include
written policies and procedures to mee!
the following specific objectives.

April 30, 1982
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{1) That, prior to administration. &
written directive ! is prepared for:

{i) Any teletherapy radiation dose.

(ii) Any gamuma stereotactic
radiosurgery radiation dose;

{iil) Any brachytherapy radistion

{iv) Any administration of quantities
greater than 30 microcuries of either
sodium lodide 1125 or 1-131; or

(v) Any therapetic administration of

opharmaceutical, other than

are
sodium iodide 1-125 or <131

{2) That, prior to each administration.
the patient's identity is verified by more
than one method as the individusl
named in the written directive:

{3) That final plans of treatmen! and
related calculations for brachytherapy,
teletherapy, and gamma stereotactic
radiosurgery are in accordance with the
respective writlen directives:

{4) That each administration is in
accordance with the written directive.
an!

(5) That any unintended deviation
fram the written directive is identified
and evaluated, and appropnate aclion 1s
taken.

(b} The licensee shall:

(1) Develop procedures for and
conduct a review of the quality
management program including, since
the last review, an evaluation of

{i) A representative sample of patient
administrations,

{i1) All recordabile events, and

{i1i) Al misadministrations
to verify compliance with all aspects of
the quality management program. these
reviews shall be conducted at intervals
no greater than 12 months,

{2) Evaluate each of these reviews 10
determine the effectiveness of the
quality management program and, if
required, make modifications to meet
the objectives of paragraph (a) of this
section; and

{3) Retain records of each review,
including the evaluations and findings of

CRE R of the pat o deley in
order to provide 8 wri ion to an existing
wrillen directive would jropardize the palient s
health, an ore! revision Ic an existing writien
directive will be acceptabie, provided the! the ora!
revision ie immediately in the patien’ s
record and a revised written directive {s signed by
he suthorized user within 48 houry of the oral
revision

Also, & writien revision Lo an exisling wrillen
directive may be made for any disgnostic or
therapeutic procedure provided that the revision s
dated and signed by an authorized user prior in the
ednunistration of the radioph | dossg
the brachytherapy dose the gamma sierevtactic

¢ gery dose, the ielethernpy dose of the next
teletherapy fractiona!l dose

11, because of the emergent nature of the patienis
condition. & delay in order (o provide & written
dirretive would jeopardize the patient s health. an
ural directive will be sccepiable provided that the
information contained in the orel directive la
documented immediately in the patient's record end
o written directive i propated within 24 hours of
the ore! directive

T Aiti
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the review, in an suditable form lor
three years.

(¢) The licensee shall evaluate and
respond, within 30 days alter discovery
of the recordable event, to each
recordable event by:

relevant facts

including the cause:

(2) Identifying what, if any, corrective

wuonm is required Lo prevent recurrence:

(3) Retaining ® record. in an auditable
form. for three years, of the relevent
{acts and what corrective action. if any,
was taken.

(d) The licensee shall retain

(1) Each written directive: and

(2) A record of each sadministered
radiation dose or radiopharmaceutical
dosage where a written directive s
required in paragraph (a)(1) above, in &n
auditable form, for three years after the
date of administration.

() The licensee may make
modifications to the quality
management prograrm 10 increase the
program's efficiency provided the
program's effectiveness is not
decreased. The licensee shall furnish the
modification to the appropriate NRC
Regional Office within 30 days after the
modification has been made.

(N(1) Each applicant for & new license,
as applicable, shall submit to the
appropriate NRC Regional Office in
accordance with 10 CFR 30.6 & quality
management program as part of the
application for a license and implement
the program upon issuance of the license
biy the NRC

{2) Each existing licensee, as
applicable, shall submit to the
appropriate NRC Regional Office in
accordance with 10 CFR 306 by January
27, 1992 a written certification that the
quality management program has been
implemented along with & copy of the

program
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§3530 Motifications, reports, and recorde
©f missdministretions.

{a) For a misadministration:

{1) The licensee shall notify by

the NRC Operations Center *
o later than the next calendar day after
discovery of the misadministration.

{2) The licensee shall submit & writien

10 the appropriste NRC Regionel

listed in 10 CFR 306 within 15
days after discovery of the
missdministration. The written report
must include the licensee’s name: the
prescribing physician’s name; a brief
description of the event; why the event
occurred. the effect on the patient: what
improvements are needed to prevent
recurrence; sctions taken to prevent
recurrence. whether the licensee notified
the patient, or the patient's responaible
relative or gunrdian (this person will be
subsequently referred to as “the patient”
in this section), and if not, why not, and
if the patient was notified, what
{nformation was provided to the patient.
The report must not include the patient’s
pame or other information that could
lead to identification of the patient.

(3) The licensee shall notify the
referring physician and elso notify the
patient of the misadministration no later
than 24 hours after its discovery. unless
the relerring physician personally
informs the licensee wither that he will
tnform the patient or tha!, based on
medical judgment, telling the pstient
would be harmful. The licensee is not
required to notify the patient withoul
firs! consulting the referring phywsician. I
the referring physician or patient cannol
be resched within 24 hours, the licensee
shall notify the patient ss soon as
possible thereafter. The licensee may
not delay any appropriate medical care
for the patient, including &ny necessary
remedinl care as & result of the
misadministration, because of any delay
in notification.

(4) if the patient was notified. the
licensee shall also furnish, within 15
days after discovery of the
misadministration, 8 written report to
the pstient by sending either

(i) A copy of the report tha! was
submitied 1o the NRC: or

(1) A brief description of both the
event and the consequences as they may
affect the patient, provided a statement
is included that the report submitted to
the NRC can be obteined from the
licensee

* The il releph ¢
Operations Center io (301) §51 088

of the NRC

(b) Each licensee shell retain a record
of esch misadministration for five years.

taken (o prevent recurrence.

{) Aside from the notification
requirement, nothing in this section
affects any rights or duties of licensees
and physicians in relation to each other,
patients, ot the patient’s responsible
relatives or guardians
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§ 3549 Suppilers.
A licensee may use for medical use

enly:

|8) uct material manufactured,
la and distributed in
accordance with a license lasued
pursuant to the regulations in Part 30
and §§ 3272, 32.73, or 32.74 of this
chapter or the equivalent regulations of
&n Agreement State; )

(b) Reagent kits that have been
manufactured. lsbeled. packaged. and
distributed in accordance with an
approval by the Commission pursuant to
§ 32.73 or an Agreement State under
equivalent regulations for the
preparation of radiopharmaceuticals for
medical use; and

{c) Teletherapy sources manufactured
and distributed in accordance with a
license issued pursuant to Part 30 of this
chapter or the equivalent regulations of
an Agreement State.

Subpart C—General Technical
Aequirements

§35.50 Possession, use, calibration, and
check of dose calibrators.

{a) A medical use licensee authonzed
0 administer radiopharmaceuticals
shall have in its possession a dose
calibrator and use it 1o measure the
amount of activily administered to each
patient.

{b) A licensee shall

{1]) Check each dose calibrater for
constancy with a dedicated check
source at the beginning of each day of
use. To satisly the requirement of this
paragraph, the check must be done ov 4
{requently used setting with a sealed
source of not legs than 10 microcunies of
radium- 226 or 50 microcuries of any
other photon-emitting radionuclide.

{2} Test each dose calibrator for
accuracy upon installation and at leas!
annually thereafter by assaying at leas!
two sealed sources containing different
radionuclides whose activity the
manufacturer has determined within §
percent of its stated activity, whose
activity is at least 10 microcuries for
radium 226 and 50 microcuries (or any
other photon-emitting radionuclide, and
at least one of which has a principal
photon energy between 100 keV and 500
keV:

{3) Test each dose calibrator for
linearity upon installation and at least
quarterly thereafier over the range of its
use between the highes! dosage that will
be administered to a patient and 10
microcuries; and

{4) Test each dose calibrator for
geometry dependence upon installation
aver the range of volumes and volume

April 30, 1992
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gonfigurations for which it will be used.
The licensee shall keep a record of this
test for the duration of the use of the
dose calibrator.

(cj A licensee shall aleo perform ;
appropriate checks and tests required
by this section following sdjustment or
rapair of the dose calibrator.

{d) A licensee shall mathematically
correct dosage readings for any
geometry or linearity error that exceeds
10 percent if the dosage is greater than
10 microcuries and shall repair or
replace the dose calibrator if the
sccuracy or constancy error exceeds 10
percent

$1 F R 2693
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{e) A licensee shall retain a record of
each check and test required by this
section for three years unless directed
otherwise. The records required in
paragraphs (b)(1) through {b)(4] of this
{_section mus! include:

[ (1) For paragraph (b){1), the modei
and serial number of the dose calibrator,
the identity of the radionuclide
conlained it the check source, the date
of the check, the activity measured, and
the initinls of the individual who
performed the check;

(2} For paragraph (b)(2), the model
and seria! number of the dose calibrator,
the model snd serial number of each
source used and the identity of the
radionuclide contained in the source
and its activity, the date of the test, the
resulls of the test, and the signature of
the Radiation Safety Officer;

(3) For paragraph (b)(3), the maode!
and serial number of the dose calibrator,
the caloulated activities, the measured
activities, the date of the test, and the
signatute of the Radiation Safety
Officer; and

{4) For paragraph (b){4). the mode!
and serial number of the dose calibrator,
the configuration of the source
measured, the activity measured for
each volume measured, the date of the
test, and the signature of the Radiation
Safety Officer.

§ 3551 Caflbration and check of survey
instruments.

{a) A licensee sk all calibrate the
survey instrume-.ts used to show
complian « w' & this part before first
use, annn . aad following repair. The
licens e shall

{1) Calibrate &' scales with readings
up to 1000 milliren. per hour with 8
radistion source;

(2) Calibrate two separsted readings
on each scale that must be calibrated:
and

(3) Conspicuously note on the
instrument the apparent exposure rate
fram & dedicated check source as
determined at the time of calibration,
and the date of calibration.

(b} When calibrating & survey
instrument. the licensee shail consider &
point as calibrated if the indicated
exposure rate differs from the calculated

April 30, 1992
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exposure rate by not more than 20
percent, and shall conspicuously attach
8 correction chart or graph to the
instrument.

{c) A licensee shall check each survey
instrument for cimpu operation with the
dedicated check source eath day of use.
A licensee is not required to keep
__ucordl of these checks.

(d) A licensee shall retain a record of
each survey instrument calibration for
o three years The record must include:

-
-

I!flﬁ

ar

(1) A description of the calibration
procedure; and

(2) The date of the cslibration. a
description of the source used and the
certified exposure rates from the source,
and the rates indicated by the
instrument being calibrated, the
correction factors deduced from the
calibration data. and the signature of the
individual who performed the
calibration.

§ 3553 Measurement of
radioph sical d

A licensee shall:

{a) Measure the activity of each
radiopharmaceutical dosage that
contains more than 10 microcuries of &
photon-emitting radionuclide before
medical use;

(b) Measure the activity of each
radiopharmaceutical dosage with &
desired activity of 10 microcuries or less
of & photon-emitting radionuclide before
medical use to verify that the dosage

_does not exceed 10 microcuries;

$1 £R 36932

{€) Retain a record of the
measurements required by this section
for three years. To satisfy this
requirement, the record mus! contain
the:

Y S3FALI2A0,

(1) Generic name, trade name, or
abbreviation of the
radiopharmaceutical, its lot number, and
expiration dates and the radionuclide;

(2) Patient's name, and identification
number if one has been assigned:

(3) Prescribed dosage and activity of
the dosage at the time of measurement,
or & notation that the total activity is
less than 10 microcuries.

(4) Date and time of the measurement,
and

{5) Initials of the individual who made
the record.

§ 35.57 Authorization for calibration and
reference sources.

Any person authorized by § 3511 of
this Part for medical use of byproduct
muterial may receive, possess, and use
the following byproduct material for
check, calibration. and reference use:

(a) Sealed sources manufactured and
distributed by a person licensed
pursuant to § 32.74 of this chapter or
equivalent Agreement State regulations
and that do not exceed 15 millicuries
each:

&) FR 369232
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(b) Any byproduct material listed in
§§ 35.100 or 35.200 with & hali-life not
longer than 100 days in individual c
amounts not to exceed 15 millicuries; U
(c) Any byproduct material listed in )
§§ 35.100 or 35.200 with & haif-life longer
than 100 days in individual amounts not
to exceed 200 microcuries each: and
(d) Technetium-89m In individual
amounts not to exceed 50 millicuries.
§ 3558 Reguirements for possession of
sesied sources and brachytherapy sources.
(a) A licensee in possession of any
sealed source or brechytherapy source
shall follow the radiation safety and
handling instructions supplied by the
manufacturer, and shall maintain the
instructions for the duration of source
use in a legible form convenient 1o users.
{b] A licensee in possession of a
sealed source shall:
{1) Test the source for leakage before
its first use unless the licensee has a
certificate from the supplier indicating
that the source was tested within six
mo:lhu before transfer to the licensee;
an
{2) Test the source for leakage at
intervals not to exceed six months or at

§i FR 36932

other intervals approved by the
Commission or an Agreement State and
described in the label or brochure that
accompanies the source.

(c) To satisfy the leak test
requirements of this section, the licensee
must:

(1) Take a wipe sample from the
sealed source or from the surfaces of the
device in which the sealed source is
mounted or stored on which radioactive
contamination might be expected to
accumulate or wash the source in a
emall volume of detergent solution and
treat the entire volume as the sample;

{2) Take teletherapy and other device
source test samples when the source is
in the “aff" position; and

(3) Measure the sample so that the
leakage test can detect the presence of
0.005 microcuries of radioactive material
on the sample.

(d) A licensee shall retain leakage test
records for five yeara. The records must
contain the mode! number, and serial
number if assigned, of each source
tested, the identity of each source
radionuclide and its estimated activity,
the measured activity of each test
sample expressed in microcuries, @
description of the method used to
measure each test sample, the date of
the test, and the signature of the
Radiation Safety Officer.

{e) 1f the leakage test reveals the
presence of 0.005 microcurie or more of
removable contamination, the licensee
shall

(1) Immediately withdraw the sealed
source from use and store it in
accordance with the requirements in

LPam 20 and 30 of this chapter; and
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(2] File & report within five days of the
leakage test with the appropriate NRC
Office listed in § 30.6 of this chapter,

5 with & copy to Director, Office of Nuclear
“ Material Safety and Safeguards. U.S.

7 Nuclear ]

., Regulatory Commission, Washington,

* DC 20555, describing the equipment
involved. the test results, and the action
taken

-

{f} A licensee need not perform a
leakage test on the following sources:

(1) Sources containing only byproduct
material with & half-life of less than 30
days,

(2) Sources containing only byproduct
material as & gas,

(3) Sources containing 100 microcuries
or less of beta or gamiaa-emitting
material or 10 microcuries or less of
alpha-emitting material;

(4) Sources stored and not being used
The licensee shall. however, test each
such source for leakage before any use
or transfer unless it has been leakage-
tested within six months before the date
of use or transfer; and
 (5) Seeds of iridium-192 encased in
nylon ribbon

(g) A licensee in possession of &
sealed source or brachytherapy source
shall conduct a quarterly physical
invenlory of all such sources in its
possession. The licensee shall retain
cach tnventory record for five years. The
inventary records must contain the
model number of each source, and senal
number if one has been assigned, the
identity of each source radionuclide and
its nominal activity, the location of each
source. and the signature of the
Radiation Safety Officer.

{h) A licensee in possession of &
sealed source or brachytherapy source
shall measure the ambient dose rates
quarterly in all areas where such
sources are stored. This does not apply
to teletherapy sources in teletherapy
units or sealed sources in diagnostic
| devices.
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{i) A licensee shall retain a record of
each survey required in paragraph (h} of
this section for fhiree years. The record
must include the date of the survey, &
plan of esch area that was surveyed, the
measured dose rate &t several points in
each area expressed in millirem per
hour, the survey instrument used, and
the signature of the Radiation Safety
Officer.

I 63560 Syringe shields and labets.

{a) A licensee shall keep syringes that
contain byproduct material to be
administered in a radiation shield.

33 FRA 15280
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(b} To identify its contents, a licensee
shall conspicuously label each syringe.
or syringe radiation shield that contains
& syringe with a radiopharmaceutical.
The label must show the
radiopharmaceutical name or its
ebbreviation, the clinical procedure to
be performed, or the patient’s name.

() A licensee shall require each
individual who prepares a
radiopharmaceutical kit to use & syringe
radiation shield when preparing the kit
and shall require each individual to use
8 syringe radiation shield when
administering a radiopharmaceutical by
injection unless the use of the shield is
contrgindicated for that patient

k]
3561 Vial shieids and labeis.

{a) A licensee shall require each
individual preparing or handling a vial
that contains a radiopharmaceutical to
keep the vial i a vial radiation shield.

(b) To identify its contents, a licensee
shall conspicuously label each vial
radiation shield that contains a vial of a
radiopharmaceutical. The label must
show the radiopharmaceutical name or
its abhreviation.

§ 3570 Surveys for contamination and
ambient radiation exposure rate.

{a) A licensee shall survey with a
radiation detection survey instrument at
the end of each day of use all areas
where radiopharmaceuticals are
routinely prepared for use or
administered

{b) A Licensee shall survey with a
radiation detection survey instrument at
least once each week all areas where
radiopharmaceuticals or
radiopharmaceutical waste is stored

{c) A licensee shall conduct the
surveys required by paragraphs {a) and
(b) of this section so as to be gble to
detect dose rates as low as 0.1 millirem
pet hour.

(d) A licensee shall establish radiation
dose rate trigger levels for the surveys
required by paragraphs (a) and (b) of
this section. A licensee shall require that
the individual performing the survey
immediately notify the Radiation Safety
Officer if a dose rate exceeds a trigger
level.

(e) A licensee shall survey for
removable contamination once each
week all areas where
radiopharmaceuticals are routinely
prepared for use, admiuistered. or
stored.

{f) A licensee shall conduct the
surveys required by paragraph (c) of this
section so as to be able to detect
contamination on each wipe sample of
2000 disintegrations per minute.

(g) A licensee shall establish
removable contamination trigger levels
for the surveys required by paragraph
{#) of this section. A licensee shall

359
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E require that the individual performing
& the survey immediately notify the

& Radiation Safety Officer if

= contamination exceeds the trigger level,

(h) A licensee shall retain @ record of
each survey for three years. The record
must the date of the survey, &

an of each area surveyed, the trigger

e esteblished for each area, the

& detected dose rate atseveral points in
;‘eacb area expressed in millirem per

« hour or the removable contamination in
o each area expressed in disintegrations
per minute per 100 square centimeters,
the instrument used to make the survey
or analyze the samples. and the initials
of the individual who performed the

| survey.

y -

§ 3575 Release of patients containing
radiopharmaceuticals or permanent
implants.

(a) A licensee may not authorize
release from confinement for medical
care any patient administered a
radiopharmaceutical until either:

(1) The measured dose rate from the
patient is less than § millirems per hour
at a distance of one meter; or

{2) The activity in the patient is less
than 30 millicunies.

(b} A licensee may not authorize
release from confinement for medical
care of any patient administered a
permanent implant until the measured
dose rate from the patient is less than &
millirems per hour at 8 distance of one
meter,

§ 3580 Technical requirements that apply
to the provision of mobile nuciear medicine
service.

A licensee providing mobile nuclear
medicine service shall:

(a) Transport to each address of use
only syringes or vials containing
prepared radiophanmaceuticals or
radiopharmaceuticals that are intended
for reconstitution of
radiopharmaceutical kits;

(b) Bring into each address of use all
byproduct material to be used and,
before leaving, remove all unused
byproduct material and all associated
waste,

{c) Secure or keep under constant
surveillance and immediate control ali
byproduct material when in transit or at
an address of use;

{d) Check survey instruments and
dose calibrators as described in §§ 35.50
and 35.51, and check all other
transported equipment for proper
function before medical use at each
address of use;

{e) Carry a radiation detection survey
meter in each vehicle that is being used
to transport byproduct material, und.
before leaving a client address of use,
survey all radiopharmaceutical areas of

$1 FR 363232
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use with a radiation detection survey
meler 1o ensure that all
radiopharmaceuticals and all associated
waste have been removed.

(f) Retain a record of each survey
required in pavagraph () of this section
for three vears The record must include
the date of the survey, a plan of each
area that was surveyed, the measured
dose rate at several points in each area
of use expressed in millirem per hour,
the instrumen! used to make the survey,
and the initials of the individual who
performed the survey

§35.90 Storage of volatiles and gases.

4 A licenser shall store volatile

3 radiopharmaceuticals and radioactive

T gases in the shipper's radiation shield

5 and container. A licensee shall store a
multi-dose container in a fume hood

Laftet drawing the firgt dosage from it

§ 3592 Decay-n-storage.

(a) A licensee may hold byproduct

} material with a physical half-life of less
2 than 65 days for decay-in-storage before
~ disposal in ordinary trash and 1s exempt
1 from the requirements of § 20,301 or, for
8 licensees implementing the provisions of
§4§ 20.1001-20.2401. § 20.20M of this
chapter o it

Lo
= (1) Holds byproduct material for
decay a minimum of ten hall lives:

{2) Monitors byproduct material at the
container surface before disposal as
ordinary trash and determines that its
radiosctivity cannet be distinguished
from the background radiation level
with a radiation detection survey meler
set on its maost sensitive scale and with
no interposed shielding:

{3) Removes or obliterates all
radiation labels: and
{4) Separates and monitors each
generator column individually with all
radiation shielding removed to ensure
that it has decayed to background
radiation level before disposal.

$1 FR 36932
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(b) A licenser shall retain a record of
each disposal permitied under
paragraph (a) of this section for three
years. The record must include the date
of the disposal. the date on which the
byproduct material was placed in
storage. the radionuclides disposed, the
survey instrument used, ths background
Ldm rate, the dose rate measured at the

surface of each waste container, and the
name of the individual who performed
the disposal.

Subpart D—Uptake, Dilution, and
Excretion

~

o

-1

-

w

-

£ 35.100 Use of raciopharmaceuticals for
uptake, dilution and excretion studies.

A licensee may use any byproduct
material in a radiopharmaceutical and
for & diagnostic use involving

VOeWberzo‘ 1992

measurements of uptake, dilution, or
excretion for which the Food and Drug
Administration (FDA) has accepted a
“Notice of Claimed Investigational
Exemption for @ New Drug” (IND) or
approved a “New Drug Application”
(NDA).

§35.120 Possesasion of survey Instrument.

A licensee authorized to use
byproduct material for uptake, dilution.
and excretion studies shall have in its
possession a portable radiation
detection survey instrument capable of
detecting dose rates over the range 0.1
milliremn per hour to 100 millirem per
hour.

Subpart E—Imaging and Localization

§35.200 Use of radiopharmaceuticals,
generators, and ceagent kits for Imaging
and localization studies.

{a) A licensee may use any byproduct
material in a diagnostic
radiopharmaceutical or any generator or
reagent kit for preparation and
diagnostic use of a radiopharmaceutical
containing byproduct material for which
the Food and Drug Administration has
accepted a “Notice of Claimed
Investigational Exemption fur a New
Drug” (IND) or approved a "New Drug
Application” (NDA}

{b] A licensee shall elute generators
and prepare reagent kits in accordance
with the manufacturer's instruchons

$1 FA 36932
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> {c){1) From Augus! 23, 1990. to Augus!
23, 1993, a licensee may depart from the
manufacturer's instructions for eluting
generators and preparing reagent kits
for which the Food and Drug
Administration (FDA) has approved a
“New Drug Application” (NDA). by
following the directions of an suthorized
user physician.

(2) Nothing in this section relieves the
licensee from complying with other
applicable NRC, FDA, and other Federal
or State regulations

5T FR 45568
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§ 35.204 Permissible molybdenum-99
cancentration,

{a) A licensee may not administer to
humans a radiopharmaceutical
containing more than 0.15 microcurie of
maolybdenum-99 per millicurie of
technetium-99m.

(b) A licensee that uses molybdenum:
99/technetium-99m generators for
preparing a technetium-99m
radiopharmaceutical shall measure the
molybdenum-99 concentration in each
|_eluate or extract.

81 F ﬂ36932—————'|

{¢) A licensee that must measure
molybdenum concentration shall retain
a record of each measurement for three
years. The record mus! include, for each
elution or extraction of technetium-99m,
the measured activity of the technetium
expressed in millicuries, the measured
activity of the molybdenum expressed in
microcuries, the ratio of the measures
expressed as microcuries of
molybdenum per millicurie of
technetium, the time and date of the
measurement, and the initials of the
individual who made the measurement.

53 FR 19240

§ 35205 Control of aeroscls snd gases.

(a) A licensee that administers
radioactive aerosols or gases shall do so
in @ room with a system that will keep
airborne concentrations within the
limits prescribed by §§ 20.103 and 20.106
of this chapter. The system mus! either
be directly vented to the atmosphere
through an air exhaust or provide for
collection and decay or disposal of the
aerosol or gas in a shielded container,

S1FRIE537

8 {b) A licensee shall administer
';‘i radivactive gases only in rooms that are
o al negative pressure compared 1o

m surrounding rooms.
—

{c) Before receiving, using, or storing a
radioactive gas, the licensee shall
calculate the amount of time needed
after a spill 1o reduce the concentration
in the room to the occupational limit
listed in Appendix B to Part 20 of this
chapter. The calculation must be based
on the highest activity of gas handled in
a single container, the air volume of the
room, and the measured available air
exhaus! rate.

{d) A licensee shall make a record of
the calculations required in paragraph
{c) of this section that includes the
assumplions, measurements, and

PE—— 34932
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1 calculations made and shall retain the
record for the duration of use of the §35.220 Possession of survey
grea. A licensee shall also post the Instruments.
[ calculated time and safety measures to A licensee authorized to use
Y be instituted in case of a spill at the area byproduct meterial for imaging and
‘Ldm. localization studies shall have in its
possession 8 portable radiation

% hour, and e portable radiation
- measurement survey instrument capable

of measuring dose rates over the range 1
L::iﬂimn per hour to 1000 millirem per
our.

Subpart F—Radiopharmaceuticals for
Therapy

§35.300 Use of radiopharmaceuticals for
therapy.
(2) A licensee may use any byproduct

material in a radiopharmaceutical and
& for a therapeutic use for which the Food
& and Drug Administration has accepted
& “Notice of Claimed Investigational
& Exemption for a New Drug” (IND}, or
& approved 8 “New Drug Application”™
(NDA). The licensee shall comply with
the package insert instructions regarding
indications and method of
L administration.

—

3> (b)(1) From August 23, 1990, to August
23, 19493, a licensee may depart from the
package insert instructions regarding
indications or method of administration
for a radiopharmaceutical for which the

§ Food and Drug Administration (FDA)

0 has approved a “New Drug Application”

o (NDA), provided that the authorized

+ user physician has prepared a written

¥ directive as required by § 35.32(a).

{2) Nothing in this section relieves the
licensee from complying with other
applicable NRC. FDA. and other Federal
or State regulations.

r [e) A licensee shall check the £35310 Safety instruction,

% operation of reusable collection systems (a) A licensee shall provide radiation
% each month, and measure the ventilation safety inetruction for s!l personnel

& rates available in areas of radioactive cér': ler e patient receiving

.';Lgas use each six months e o eutical therapy and

35-11 October 30, 1992
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of this chapter. To satisfy this
requirement, the instruction must
& describe the licensee's procedures for
£ (1) Patient control;
& (2) Visitor control;
¥ (3) Contamination control:
(4) Waste control; and
(5) Notification of the Radiation
Salety Officer in case of the patient's
death or medical emergency.

(b) A licensee shall keep for three vears
v & list of individuals receiving instruction
o required by paragraph (8) of this srction.
« & description of the instruction, the date
& of instruction, and the name of the
'[_individull whao gave the instruction

l hospitalized for compliance with § 3575

§ 35,315 Safety precautions
(#) For each patien! receiving
radiopharmaceutical therapy and

hospitalized for compliance with § 3575

of this chapter, a licensee ghall:

(1) Provide & private room with a
o brivate sanitary facility;
o (2] Post the patient’s door with a
¢ “Radioactive Materials” sign and note
« on the door or in the patient's chart
Y where and how long visitors may stay in
& the patient’s room;

{3) Authorize visits by individuals
under age 16 only on a patient-by-
patient basis with the approval of the
authorized user after consultation with
i the Radiation Safety Offices;

(4) Pramptly after administration of
the dosage, measure the dose rates in
contiguous restiicted and unrestricted
areas with a radiation measurement
survey instrument to demonstrate
compliance with the requirements of
Part 20 of this chapter, and retain for
three vears a record of each survey that
includes the time and date of the survey,
& plan of the area or list of points
surveyed, the measured dose rate at
several points expressed in millirem per
hour, the instrument used to make the
survey, and the initials of the individual
|_who made the survey.

53 FR 19240

(5) Either monitor material and items
removed from the patient’s room to
determine that their radioactivity cannot
be distinguished from the natural
background radiation level with a
radiation detection survey instrument
set on its most sensitive scale and with
no interposed shielding. or handie them
as radiosctive waste.

(6) Provide the putient with radiation
safety guidance that will help to keep
radiation dose to household members
and the public as low 88 reasonably
achievable before authorizing release of
the patient.

(7) Survey the patient’s room and
private sanitary facility for removable
contamination with a radiation
detection survey instrument before
assigning another patient to the room
The room must not be reassigned until

April 30, 1992
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200 disintegrations per minute per 100

removable contamination is less than
l_squarc centimeters: and

{8) Measure the thyroid burden of

each individval who helped prepare or

administer 3 wage of iodine-131 within
three days after & the
dosage, and retain for the period
required by "§ 20.401(c){1) of this chapter

@ or, for liceasees implementing the

g provisions of §§ 20.1001-20.2401,

§ 20.21008{a) of this '‘chapter a record of
each thyroid burden measurement, its
date, the name of the individual whose
thyroid burden was measured. and the
initials of the individual who made the
L. measurements.

{b) A licensee shall notify the
Radiation Safety Officer immediately if
the patient dies or has a medical
emergency.

§35.320 Possession of survey
Instruments.

A licensee authorized to use
byproduct material for
radiopharmaceutical therapy shall have
in its possession & pertable radiation
detection survey instrument capable of
detecting dose rates over the range 0.1
millirem per hour to 100 miliirem per
hour. and & portable radiation
measuremaent survey instrument capable
of measuring dose rates over the range 1
millirem per hour to 1000 millirem per
hout,

Subpart G—Sources for
Brachytherapy

§ 35400 Use of sources tor
brachytherapy

A licenser shall use the following
soutces in accordance with the
manufacturer's radiation safety and
hundling instruct: ‘ns:

(8) Cesium-137 as a sealed source in
needles and applicator cells for topical,
interstitial, and intracavitary trealment
of cancer,

(b) Cobalt-60 as a sealed source in
needles and applicator cells for topical,
interstitial, and intracavitary treatment
of cancer;

{c) Gold-198 as a sealed source in
seeds for interstitial treatment of cancer,

{d) Iridium-192 as seeds encased in
nylon ribbon for interstitial treatment of
cancer;

{e] Strontium-9) as a sealed source in
an applicator for treatment of superficial
eye conditions; and

(f) lodine-125 as a sealed source in
|_seeda for interstitial treatment of cancer.

£) R 16932

(g) Palladium-103 as & sealed source
in seeds for interstitial treatment of
cancer,

§ 35404 Release of patients treated with
temporary implants,

(a) Immediately after removing the
last temparary implant source from a
patient, the licenaer shail make a
radiation survey of the patient with »
radiation detection survey instrument to

3512
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confirm that all sources have been

removed. The licensee may not release

from confinement for medical care a )
patient treated by temporary implant
until all sources have beeu removed. K

(b) A licensee shall retain & record of
patient surveys for three Each
record mus! include the of the
survey, the name of the patient, the dose -
rale from the patient expressed ss
millirem per hour and measured at one
meter from the patient, the survey
instrument used, and the initials of the
individual who made the survey.

7§ 35406 Brachytherapy sources
Inventory.

(a) Promptly after removing them from
a patient, a licensee shall return
brachytherapy sources to the storage
area, and count the number returned to
ensure that al! sources taken from the
slorage area have been returned.

(b} A hicensee shall make & record of
brachytherapy source use which must
include:

{1) The names of the individuals
permitted 1o handle the sources,

{2) The number and activily of sources

! removed from storage, the patient’s

o name and room numbet, the time and
% date they were removed from storage,
a the number and activity of the sources
“ in storage after the removal. and the
@ initials of the individual who removed

the sources from storage;

{3) The number and activity of sources
returned to storage, the patient’s name
and room number, the time and date
they were returned to storage, the
number and activily of sources in
storage after the return, and the initials
of the individual who returned the
sources 1o storage.

(¢} Immediately after implanting
sources in a patient the licensee shall
make a radiation survey of the patient
and the area of use to confirm that no
sources have been misplaced. The
licensee shall make & record of esch

[ survey.

(d) A licensee shall retain the records
required in paragraphs (h) and (c) of this
section for three years

535410 Safety instruction.

(a) The licensee shall provide
radiation safety instruction to all ,
personnel caring for the patient
undergoing implant therapy. To satisfy '
this requirement, the instruction must
describe:

(1) Size and appearance of the
brachytherapy sources;

(2) Safe handling and shielding
instructions in case of a dislodged
source; ‘

(3) Procedures for patient control;

{4) Procedures for visitor control; and
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{5) Procedures for notification of the
¥ Radiation Safety Officer if the patient
o_dies or has a medicel emergency.

[T (b) A licensee shall retain for three
years a record of individuals receiving
instruction required by paragraph (a] of
this section. a description of the
instruction, the date of instruction. and
the name of the individual who gave the
instruction.

D g35415 Satoty precautions.

(@) For each patient receiving implant
% therapy. & licensee shall:
-

$IFR19240

{1) Not quarter the patient in the same
room with a patient who is not receiving
radiation therapy unless the licensee
can demonstrate compliance with the
requirements of § 20.105(b) or. for licensees

w« implementing the provisions of

& §% 201001-20.2401. § 20 1301(a) of this
chapter at u distance of one meter from

Lthe implant;

(2) Post the patient’s door with a
“Radioactive Materials™ sign and note
~ on the door or in the patient's chart
o where and how long visitors may stay in
# the patient’s room:

(3) Authorize visits by individuals
under age 18 only on a patient-by-
“ patient basis with the approval of the
authorized user after consultation with
the Radiation Safety Olficer: and

(4) Promptly after implanating the
material, survey the dase rates in
contiguous restricted and unrestricted
areas with & radiation measurement
survey instrument 1o demonstrate
compliance with the requirements of
Part 20 of this chapter, and retain for
three years a record of each survey that
includes the time and date of the survey,
& plan of the area or list of points
surveyed, the measured dose rate at
several points expressed in millirem per
hour, the instrument used to make the
survey, and the initials of the individual
Lwho made the survey.

r

L4
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[5) Provide the patient with radiation
safety guidance that will help to keep
radiation dose to household members
and the public as low as reasonably
achieveble before releasing the patient
if the patient was administered &
permanent implant.

[b) A licensee shall notify the
Radiation Safety Officer immediately if
the patient die¢ or has a medical
emergency

§ 35420 Possession of survey instrument.
A licensee authorized to use
byproduct material for implant therapy
shall have in 115 possession a portable
radigtion detection survey instrument
capabie of detecting dose rates over the
range 0.1 millirem per hour to 100
millirem per hour. and a portable
radiation measurement survey

s m———— 5 | 36932

mstryment capable of measuring doxe

53 FA 36932

rates over the range 1 millirem per hour
to 1000 millirermn per hour.

Subpart H—Sealed Sources for
Dlagnosis

§ 35500 Use of sealod sources for
Glagrosis.

A licensee shall use the foliowing
sealed sources in accordance with the
manufacturer's radiation safety and
handling instructions:

(a) lodine-125, americium-241. or
gadolinium-153 as @ sealed source in &
device for bone mineral analysis; and

{b) lodine-125 as & sealed source in a
portable imaging device

§ 35520 Avallabliity of survey instrument.

A licensee authorized to use
byproduct material as @ sealed source
for diagnostic purposes shall have
aveilable for use a portable radiation
detection survey instrument capable of
detecting dose rates over the range 0.1
millirem per hour to 100 millirem per
hour or a portable radiation
measurement survey instrument capable
of measuring dose raies over the range 1
millirem per hour to 1000 millirem per
nour. The instrument must have been
calibrated in accordance with § 35.51 of
this part,

Subpart |—Teletherapy

§ 35600 Use of 8 sealed source in s
teietherapy unit

The regulations and provisions of this
subpart govern the use of leletherapy
units for medical use that contain a

sealed source of coball-60 or cesium-137.

§ 35,605 MWaintenance and repair
restrictions.

Only & person specifically licensed by
the Commission or an Agreement State
1o perform teletherapy unit maintenance
and repair shall:

{a) install, relocate, or remove a
teletherapy sealed source or a
teletherapy unit that contains a sealed
source, or

(b) Maintain, adjus!. or repair the
source drawer, the shutter or other
mechanism of a teletherapy unit that
could expose the source, reduce the
shielding around the source, or resull in
increased radiation levels.

§ 35606 License amendments.

In addition to the changes specified in
§ 3513 of this part, a licensee shall
apply for and must receive a license
emendment before:

(a) Making any change in the
treatment room shielding;

35-13
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35.615(b)

(b) Making eny change in the location
of the teletherapy unit within the
treatment room;

[€) Using the teletherapy unit in &
manner that could result in increased
radiation levels in areas outside the
teletherapy treatment room:

{d) Relocating the teletherapy unit: or

(¢) Allowing an individual not listed
on the licensee’s license to perform the
duties of the teletherapy physicist.

§ 35610 Saefety instruction.

{a) A licensee shall post instructions
at the teletherapy unit console. To
satis{y this requirement, these
instructions must inform the operator of

{1) The procedure to be followed 10
ensure that only the patient is in the
treatment! room before tuming the
primary beam of radiation on to begin a
treatment or after a door interlock
interruption,

(2) The procedure 1o be followed if:

(1) The operator is unable to turn the
primary beam of radiation off with
contrals outside the treatment room or
any other abnormal operation occurs,
and

{1i) The names and telephone numbers
of the authonized users and Radiation
Safety Officer 1o be immediately
contacted if the teletherapy unit or
console operates abnormally

(b) A licensee shall provide
instruction in the topics identified in
paragraph [a) of this section to all
individuals who operate a teletherapy

me

{c) A licensee shall retain for three
vears a record of individuals receiving
wnstruction required by paragraph (b) of
this section. a description of the
instruction, the date of instruction, and
the name of the individual who gave the

Limtmclion.

41 FA 36932
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§ 35615 Satety precautions.

(a) A licensee shall control access to
the teletherapy room by a door at each
entrance

(b) A licensee shall equip each
entrance o the teletherapy room with
an electrical interlock system that will:

(1) Prevent the operator from turning
the primary beam of radiation on unless
each treatment room entrance door is
closed:

(2) Turn the primary beam of radiation
off immediately when an entrance door
15 opened; and

{3) Prevent the primary beam of
radiation from being turned on following
an interlock interruption until all
treatment room entrance doors are
closed and the beam on-off control is
resel at the console

April 30, 1992
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(€} A licensee shall equip each
entrance 1o the teletherapy room with a
beam condition indicator light.

{d] A licensee ghall install in esch
teletherapy room a permanent radiation
monitor capable of continuously
monitoring beam status.

(1) A radiation monitor must provide
visible notice of & teletherapy unit
mallunction tha! results in an exposed
or partially exposed source, and mus! be
chservable by en individual entering the
teletherapy room.

{2} A radiation monitor must be
equipped with a backup power supply
separsie from the power supply 1o the
teletherapy unit. This backup power
supply may be @ batlery system.

{3) A radiation monitor must be
checked with 8 dedicated check source
for proper operation each day before the
teletherapy unit is used for treatment ¢l
8 patients

41 Fa 28932

{4) A licensee shall maintain a record
of the check required by paragraph
{413} of this section for three years The
record must include the date of the
check, notation that the monitor
indicates when its detector is and is not
exposed. and the initials of the
individual who performed the check

r..__g;e.x':'ls

1

{5) If a radiation monitor is
inoperable, the hicensee shall require
any individua! entering the 1eletherapy
room lo use @ survey instrumen! of
audible alarm personal dasimeter to
monitor for any malfunction of the
source exposute mechanism that may
resull in an exposed or partially
exposed source. The instrument or
dosimeter must be checked with a
dedicated check source for propet
operation &1 the beginning of each day
of use. The licensee shall beep a record
a8 described in paragraph (d)(4) of this
section.

{0) A licensee shall promptly repair or
replace the radiation monitor il it is
inoperable

(¢} A licensee shall construct ar equip
each teletherapy room to permit
contineous observation of the patient
from the teletherapy unit console during
trradiation

§ 35620 Possession of survey instrument

A licensee authorized (o use
byproduct material in a teletherapy vnit
shall have in its possession either &
portable radiation detection survey
instrument capable of detecting dose
rale over the range 0.1 millirem per hour
to 100 millirem per hour or & portable
radiation measurement survey
instrument capable of measuring dose
rates over the range 1 millirem per hour
to 1.000 miflirem per hour

$1 PR 383922
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e §35630 Dosimetry rquipment

o (&) A licensee shall have s calibrated
g dosimetry system available for use To
“ gatisfy this requirement, one of the
'Lloﬂowﬁn. two conditions must be met.

r= (1) The system must have been

calibiated gy the National Institute of
Standards and Technology

ot by 8 calibration laboratory

sccredited by the American Association
of Physicists in Medicine (AAPM) The
calibration must have been performed
within the previous two years and after
any servicing thai may have affected
system calibration: of

(2} The system must have been
calibrated within the previous four
years: eightesn to thirty months after
that calibration. the system mus! have
been intercompared al an
intercomparison meeting with another
dosimetry sysltem thal was calibrated
within the past twenty lour moaths by
the National 1nstitule of Stendords and
Technology or by
a calibration iabotatory accredited by
the AAPM. The intercomparisan
meeting must be sanchioned by s
calibration labwratory or radiologic
physics center accredited by the AAPM
The results of the intercomparison
meeting mast have indicated tha the
calibration factor of the licenser's
system had not changed by more than 2
percent The licensee may nol use the
intercompatison resull to change the
calibration lactor. When intercompating
dosimelry systems to be used for
calibrating cobalt 60 teletherapy units,
the hcensce shall use 8 teletherapy unit
with 8 coball-60 source. When
intercomparing dosimeliry systems to be
used for calibrating cesium-137
telethierapy units, the licensee shall use
a teletherapy unil with 8 cesion 137

source

56 FR 23060

{b) The licensee shall have available
for use a dosimelry system for spot-
check measurements. To satisfy this
requiremend, the system may be
compared with & system that has been
calibrated in accordarce with paragraph
{a} of this section. This comparison mus!
have been performed within the
previous year and after each servicing
that may have aflected system
calibration. The spot-check system may
be the same system used to meel the
requirement in paragraph (a) of thie
section

{c) The licensee shall retain & record
of each calibration, intercomparison,
and comparison for the duration of the
license. For each calibration.
intercomparison, or comparison, the
record must include the date, the model
numbers and serial numbers of the
instruments that were calibrated,
intercompared. or compared as required
by paragraphs (s end () of this section

41 F@ 16932

3514

51 F£8 38932

the corroction factor that was
deterauned from the calibtation or
comparison of the apparen! correction
factor that was determined from an \
intercomparison, the names of the |
individuals whao performed the

calibration, in tison, or

comparison. and ev that the

intercomparison meefing was

sanctioned by s calibration laboratory

or radiologic physics center accredited
by AAPM.

35632 Full calibration measwements.

{a) A licensee suthorized 10 use &
teletherapy unit for medical use shall
perform full calibretion measurements
on each teletherapy unit:

{1} Before the lirst medical use of the
unit, and

{2) Belore medical use under the
following condilions.

{i) Whenever spot-check
measurements indicale that the output
differs by more than § percent from the
outpu! oblained st the last full
calibration corrected mathematically for
radioactive decay,

(if) Following replacement of the
source or following reinstallation of the
teletherapy unit in @ new location;

i) Following any repair of the
teletherapy unil that includes removal of
the source or major repair of the
components essocialed with the source
exposure assembly: and

{3) At intervals not exceeding one
year

{b) To satisly the requirement of
paragraph {a) of this section, full
calibration messurements must include
determination of:

(1) The outpu! within + 3 percent for
the range of lield sizes and for the
distance or range ol distances used for
medical use:

(2] The coincidence of the radiation
field and the field indicated by the light
beam localizing device:

{3) The uniformity of the radiation
field and its dependence on the
orientation of the useful beam:

{4) Timer constancy and linearity over
the range of use:

{5) On-off error; and

{8) The nccurscy of all distance
measuring and localization devices in
medical use.

fc] A licensee shall use the dosimetry
system described in § 35.630(s) to
measure the output for one set of
exposure conditions. The remaining
radiation measurements required in
paragraph (b)(1] of this section may be
made using a dosimetry system that

__indicates relative dose rates.



35.632(d)

e

87 FAE1785

s1 F0 38922

35.641(a)

PART 35 « MEDICAL USE OF BYPRODUCT MATERIAL

$>(d) A licensee ahall make fuil

calibration measurements required by
paragraph (a] of this section in
eccordance with either the procedures
recommended by the Scientific
Commitiee on Radiation Dosimetry of
the American Associstion of Physicists
in Medicine that ere described in
Physics in Medicine and Biology Voi.
16, No. 3, 1871, pp. 379-396, or by Task
Group 21 of the Radiation Therapy
Committee of the American Association
of Physicists in Medicine that are
described in Medical Physics Vol. 10,
No. 6, 198), pp. 741-771, and Vol 11, No.
2. 1984, p. 213 {Both of these references
have been approved lor incorporation
by reference by the Director of the
Federal Register. Copies of the
documente are avatlable for inspection al
the NRC Library, 7920 Norfolk Avenue,
Bethesda. Maryland 20034 Copies of the
documents are also on file at the Office of
tha Federal Register. 1100 L Steeet WAL
Room BI01 Washington. DO 20408 A
aatice of any change in the matenal will
be pohlished in the Federal Register )

f¢) A hivensee shall correct
mathematically the outpuls determined
in paragraph (b)(1) of this section for
physical decay for intervals nol
exceeding one month for cobalt-60 or six
months for cestum 137

(1) Full catibration measurements
required by paragraph [a} of this section
and physical decay corrections required
by paragraph {e] of this section must be
performed by the licensee’s teletherapy
physicist

(g) A licensee shall retain 8 record of
esch calibeation for the duration of use
of the teletherapy unit source. The
record must include the date of the
calibration, the manuiacturer’s name,
model number, and serial number for
both the teletherapy unit and the source,
the model numbers and serial numbers
of the instruments used to calibrate the
teletherapy unit, tables that describe the
output of the unit over the range of field
sizes and for the range of distances used
in radiation therapy, a determination of
the coincidence of the radiation field
and the field indicated by the light beam
jocalizing device, an assessment of timer
finearity and constancy, the calculated
on-off error, the estimated accuracy of
wach distance measuring or localization
device, and the signature of the
teletherapy physicist

{35634 Periodic spotchecks.

{a) A licensve authorized 10 use
teletherapy units for medicsl use shall
peclorm output spot checks on each
teletherapy unit once in each calendar
month that include determination ol

{1} Timer constancy, and timet
linearity over the range of use,

(2) On-off error:

{3) The coincidence of the radiation
field and the field indicated by the light
beam localizing device:

(4) The accuracy of all distance
measuring and localization devices used
for medical use;

{5) The output for one typical set of
opetating conditions measured with the
dosimetry system described in
1 35.830(h) of this part: and

(8) The difference between the
measurement made in paragraph [b)(5)
of this section and the anticipated
oulpul, expressed &3 o percentage of the
anticipated output {i.e, the velue
obtained at last [ull calibration
corrected mathematically for physical
decay).

(b) A licensee shall perform
measurements required by paragraph (a)
ol this section in accordance with
procedures established by the
teletherapy physicist. That individual
need not actually perform the spolcheck
measurements.

S1 FR 36932

r {c) A licensee shall have the

! teletherapy physicist review the results

= of each spot-check withic 15 days The

@ teletherapy physicist shall promptly

« notily the licensee in writing of the

¥ results ol each gpot-check. The licensee

v ghall keep a copy of each written
notification for three gears

{d) A licensee autharized to use a
teletherapy unit for medical uae shall
perform safety spot-checks of each
teletherapy facilily once in each
calendar month that assure proper
operation of

(1) Blectrical interlocks at each
teletherapy room entrance;

(2) Electricel or mechanica' stops
installed lor the purpose of | miting use
of the primary beam of rad ation
{restriction of source hov sing angulation

& or elevation, carriage .t stand travel
¢ and operation of the seam on-off
mechanism}.

{3) Beam condi‘ion indicator lights on
= the teletherapy unit. on the control
console, and in the facility:

{4) Viewing systems.

{5) Treatment room doors from inside
and outside the treatment room; and

{8) Electrically assisted treatment
room doors with the teletherapy unit
electrical power turned off

{e) A licensee shall arrange for promp!
repair ol any system identified in
paragraph {d) of this section that is not
operating properly, and ghall not use the
teletherapy unit following door interlock
mallunction until the interlock system
L."" bieen repaited

-
14
.

(N1 A licensee shall retain a tecord of
each spot-check tequired by paragraphs
{a} and (4] of this section for three yenrs

5IER19240,

.45

The record must include the date of the
the manulacturer's name.
model number, and serial number for
both the teletherapy unit and source, the
manulacturer's name. model number
and serial number of the instrument
used to measure the oulpul of the
teletherapy unil, an assessment of timer
linearity and constancy, the calculated

531 FR 19240
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on-ofl error, @ determination of the
coincidence of the radiation field and
the field indicated by the light beam
localizing device, the calculated on-off
error, the determined accuracy of each
distance measuring or localization
device, the difference between the
anticipated output and the measured
outpul, notations indicating the
operability of each entrence door
electrical interlock, each electrical or
mechanical stop, each beam condition
indicator light, the viewing system and
doors, and the signature of the
individual who perfarmed the periodic
spol-check.

§ 35636 Salety checks for teletherapy
factiities.

{a) A licensee shall promptly check all
systems listed in § 35.634(d) lor proper
function after each installation of a
teletherapy source and alter making any
change for which an amendment is
required by § 35606 {a)-{d).

{b) i the results of the checks required
in paragraph (a) of this section indicate
the mallunction of any system specilied
in § 35.634(d). the licensee shall lock the
control console in the off position and
not use the unit excep! as may be
necessary to repair, replace, or check
the maliunctioning system.

{c] A licensee shall retain for three
years a record of the facility checks
© following installation of & source. The
record must include notations indicating
the operability of each entrance door
interlock. each electrical or mechanical
stop. each beam condition indicator
light, the viewing system, and doors. and
the signature of the Radiation Salety
| Officer

-

§ 35641 Radistion surveys for teletherapy
fachitties.

{a) Before medical use, alter each
installation of a teletherapy source, and
| after making eny change for which an
o smendmen! is required by § 35,606 (a)-
% {d). the licensee shall perform radiation
¢ surveys with » pottable radiation
.. measurement survey instrumen!

Y -alibrated in accordance with § 3551 of
| this part to verify that

{1) The maximum and average dose
rates al one meter from the teletherapy
source with the gource in the off position
and the collimators set for 8 normal
tregtment ficld do not exceed 10

December 31, 1992
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| millirem per hour and 2 millirem per
hour, tespectively: and
i (2) With the teletherapy source in the
) on position with the larges! clinicaily
£ available treatment field and with »
& scattering phaniom in the primary beam
L of radiation, that:

{i) Rediation dose quantities per unit
time in restricted areas are not likely to
cause personnel exposures in excess of
the limits specified in § 20.101 or.
for licensees implementing the

provisions of §§ 20.1001-20.2401, § 201201
‘ of this chapter. and
& {ii) Radiation dose quantities per unit
& time in unrestricted areas do not exceed
the limits specified in § 20.105(b]
or, for licensees implementing the

provisions of §§ 20.1001-20.2401, § 20.130
L_.d this chapter

{b) If the results of the surveys
required in paragraph (a) of this section
indicate any radiation dose guantity per
o Unit time in excess of the respect ive
= limit specified in that paragraph, the
% licensee shall lock the cuntrol in the off
& position and not use the unit.

w  [1) Except 83 may be necessary to
* repair. replace, or test the teletherapy
unil shielding or the treatment roum
shielding, or

& (21 Until the licensee has received a

g specific exemption pursuant to § 20501

a‘. ot. for licensees implementing the

U. provisions of §§ 201001-20.2401.§ 20 1303
b of this chaptet

—

{c} A licensee shall retain & recard of
the radiation measurements made
following installation of a source for the
duzration of the license. The record mus!
include the date of the measurements,
the reason the survey is required, the
manufycturer's name, model number
and serial number of the teletherapy
unit. the source, and the instrument used
to measure radiation levels, each dose
rate measured around the teletherapy
source while in the off position and the
& average of ali measurements, a plan of
~ the areas surrounding the treatment
¥ room that were surveyed, the measurad
dose rate at several points in each area
expressed in millirem per hour, the
caloulated maximum guantity of
radiation over a j2riod of one week for
each restricted and unrestricted area,
and the signature of the Radiation
Safety Officer.

§ 35643 Modification of teietherapy unit
or room before beginning a treatment
| program.
(@] If the suwrvey required by § 35.641
> indicates that an individual in an
% unrestricted asca may be exposed to
& levels of radiation greater than those
w permitted by § 20105{b) or, for licensees
B implementing the pravisions of

§4 20 1001-20 2801, § 201301 of this chapes,
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before beginning the treatment program
! the licensee shall:
(1) Either equip the unit with stops ot

¢ add additional radiation shielding to
@ ensure compliance with § 20.105(b) of this
8 chapter ot, for licensees implementing the

provisions of §§ 20.1001-20.2401,

§ 20.1301(c) of this chapter.

B (2) Perform the survey required by
§ 35.641 again: and

(3) Include in the report required by
§ 35.645 the resulls of the initial survey.
a description of the modification made
to comply with paregraph (a)(1) of this
section, apd the results of the second
| survey. .
— (b} As an alternative to the
requirements set out in paragraph (a) of
y | this section. a licensee may request a
license amendment under § 20.105(a) o,
for licensees implementing the provisions
§ of §§ 20.1001-20.2401, § 20.1301(c) -of
o this chapter that authorizes radiation
- levels in unrestricted areas greater than
i those permitted by § 20.105(b) of this
1% chapter or, lor licensees implementing the
provisions of §§ 20.1001-20.2401.
§ 20.1301{a) of this chapter A
licensee may not begin the trestment
program until the license amendment
|_has been issued.

§ 35645 HReports of teietherapy surveys,
checks, tesls, and measurements.

A licensee shall mail a copy of the
records required in §§ 35636, 35641
35643, and the cutput from the
teletherapy source expressed as
roenigens or rads per hour st ate meter
from the source and determined during
the full calibration required in § 35632,
to the appropriate Commssion Regiona'
Office listed in § 30.6 of this chapter
within thirty days following completian
of the action that initiated the record
reguirement.

§ 35647 Five-year inspection.

(a) A licensee shall have each
teletherapy unit fully inspected and
serviced during teletherapy source
replacement or al intervals not to
exceed five years, whichever comes
first, 1o assure proper functioning of the
source exposure mechanism.

{b) This inspection and servicing may
only be performed by persons
specifically licensed to do so by the
Commission or an 1 State

{c]) A licensee shall keep & record of
the inspection and servicing for the
duration of the license. The record mus!
contain the inspector’'s name, the
inspector's license number. the date of
inspection, the manufacturer's name and
model number and serial number for
both the teletherapy unit end source, a
list of components inspected, a list of
components serviced and the type of
service, a list of components replaced,
and the signature of the inspector
Subpart J—Training and Experience
Regquirements
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§35900 Radiation Safety Ofticer.

Except as provided in § 35801, the
licensee shall require an individual
fulfilling the responsibilities of the
Radiation Safety Officer as provided in
§ 35.32 to be an individual who:

{8) l¢ certified by:

(1) American Board of Health Physics
in Comprehensive Health Physics;

(2) American Board of Radiclogy:

(3) American Board of Nuclear
Medicine;

(4) American Board of Science in
Nuclear Medicine: or

(5) Board of Pharmaceutical
Specialties in Nuclear Pharmacy: or

(b) Has had classroom and laboratory
training and expetience as {ollows:

1) 200 hours of classroom and
laboralory training that includes:

{i) Radiation physics and
instrumentation;

(i1} Radiation protection;

{iil) Mathematics pertaining to the use
and measurement of radioactivity;

(iv} Radiation biology; and

(v} Radiopharmaceutical chemistry:
and

{2} One year of full time experience as
a radiation safety technologist at a
medical institution under the
supervision of the individual identified
as the Radiation Safety Officer on a
Cammission or Agreement State license
that authorizes the medical use of
byproduct material. or

{c) Be an authorized user identified on
the licensee's license.
£ 35901 TYraining for experienced
Radation Satety Otfficer

Anwndividual identified as a
Radiation Safety Officer on a
Commission or Agreement State license
before October 1, 1986 need not comply
with the training requirements of
§ 35.900
§ 35910 Training for uptake, dilution, and
excretion studies.

Except as provided in §§ 35970 and
45.971, the licensee shall requive the
authonzed user of &
radiopharmaceutical in § 35.100(a) to be
a physician who:

{a) Is certified in

(1) Nuclear medicine by the American
Board of Nuclear Medicine.

(2) Diagnostic radiology by the
American Board of Radiology: or

(3] Diagnostic radiclogy or radiology
by the American Osteopathic Board of
Radiology: or ‘

{b) Has had classroom and laboratory
training in basic radioisotope handling
techniques applicable 1o the use of
prepared radiopharmaceuticals, and
supervised clinical experience a8
follows:

{1) 40 hours of classroor and
laboratory training that includes:

(i) Radiation physics and
instrumentation;

{i1) Radiation protection;

{ii) Mathematics pertaining to the use
and measurement of radivactivity:

{1v) Radiation biology: and

{v] Radiepharmaceutical chemistry.
and
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(2) 20 hours of supervised clinical
experienc-: under the supervision of an
autherized user and that includes:

{i) Examining patiznts and reviewing

suitability for redivisotope diagnosis,
limitations, or contraindications;

{ii} Seiecting the suitable
rediopharmaceuticals and calculating
and measuring the dosages:

{iii) Administering dosages 1o patients
and using eyringe radiation s ]

{iv) Colleboreting with the authorized
user in the interpretation of radioisotope
test results; and

{v) Patient followup; or

{c) Has successfully completed & six-
month training program in nuclear
medicine as part of 8 training program
that has been epproved by the
Accreditation Council for Graduaie
Medical Education and the! includec
classroom end laboratory training, work
experience, and supervised clinical
experience in all the topics identified in
paragraph (b) of this section.

§ 35920 Training for imaging and
focalization studies

Except as provided in § 35970 or
35.971. the licensee shall require the
authorized user of &
radiopharmaceuticel, generator, or
reagent kitin § 35.200{a) to be &
physician who:

(&) Is certified in:

(1) Nuclear medicine by the American
Board of Nuclear Medicine:

{2) Diagnostic radiology by the
American Bosrd of Rediology; or

{3) Diagnostic radiclogy or radiology
by the American Osteopathic Board of
Rediology, or

{b] Hae hod classroom and laboratory
training in basic radioisotope handling
techuiiques applicable to the use of
prepared radiopharmaceuticels,
generstors, end reagent kits, supsrvised
waork experience, and supervisec
clinical experience as follows:

(1) 200 hours of classroom and
jleboratory training that includes:

{i) Rediation physics and
instrumentation;

{ii) Radiation protection;

{i1i) Mathematics pertaining to the use
and measuremen! of radiosctivity:

{iv) Radiopharmaceutical chemistry:
and

{v) Radiation biology, end

(2) 500 hours of supervised work
experience under the supervision of en
suthorized user thet includes:

{i} Ordening, receiving, and unpacking
radiosctive materiale safely and
performing the related radiation
surveys;

{il) Calibreting dose calibrators and
dingnostic instruments and performing
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checks for propes operation of survey
meters;

{iii) Calculsting end safely preparing
petient dosages:

(iv) Using sdministrative controls to
m the misadministration of

uct material;
{v) Using procedures to contsin epilled
material safely and using
decontamination procedures: and

{vi} Eluting technetium-89m from
generator systems, measuring and
testing the eluate for molybdenum-9¢
&nd alumina contamination. and
processing the eluate with reagent kite
to prepare tachnetium-99m labeled
radiopharmaceuticals: and

(3) 500 hours of supervised clinical
experience under the supervision of an
suthorized user that includes:

(i) Examining patients and reviewing
their case histories to < etermine their
suitability for radioisotope diagnosis.
limitations, or contraindications:

(i) Selecting the suitable
radiopharmaceuticals and celculating
and measuring the dosages;

(iii) Administering dosages to patients
end using syringe radiation shields:

{iv) Collaborating with the suthorized
user in the interpretation of radioisotope
test results; and

(v) Patient followup; or

{c) Has successfully completed & six-
manth training program in nuclear
medicine thet has been approved by the
Accreditation Council for Graduate
Medical Education and that included
classroom and labaretory training, work
experience, and supervised clinical
experience in all the topics identified in
paragraph (b) of this section

£35830 Training for therapeutic use of
radiopharmaceuticals

Except as provided in § 35.870, the
licensee Ib‘{]’ require the authorized
user of radiopharmaceuticals in § 35.300
to be a physician who:

(a) Is certified by:

(1) The American Board of Nuclear
Medicine; or

(2) The American Bourd of Radiclogy
in radiology or therapeutic radiclogy: or

{b) Has had classroom and leboratory
training iz basic redioisotope handling
techniques applicable to the use of
therapeutic radiopharmaceuticals, and
supervised clinical experience as
follows:

(1) 80 hours of classroom and
laboratory training that includes

(i} Radiation physice and
instrumentation;

(ii) Radiation protection:

1) Mathematice pertaining to the use
and measuremen! of radioactivity: and

{iv] Radistion biology: and

3517
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{2) Supervised clinical experience
under the supervigion of an authorized
user ot & medical institution that

(i) Use of iodine-131 for diagnosis of
thyroid function and the treatment of
or cardiac dysfunction
in10 end
(ii) Use of iodine-131 for treatment of
thyroid carcinoma in 8 individuals.

§ 35932 Treining for trestment of

hyperthyroldism.

Except as Elwlded in § 35.870, the
licensee require the euthorized
user of only fodine-131 for the treatment
of hyperthyroidism to be & physician
with special experience in thyroid
disease who has had classroom and
laboratory training in besic rudioisotope
handling techniques applicable 1o the
use of iodine-131 for treating
hyperthyroidism, and superviscd clinical
experience as follows:

a) 80 hours of classroom and
leboratory training that includes:

(1) Radiation physics and
instrumentation;

12) Radiation protection.

(3) Mathematics pertaining to the use
and measurement of radicactivity: and

{4) Radiation biology; end

{b) Supervised clinicel experience
under the ision of an suthorized
user that includes the use of iodine13
for diagnosis of wyroid function, end the
treatment of hyperthyroidism in 10
individuals.

§ 35934 TYrsining for treatment of thyrold
carcinoma.

Excep! as provided in § 35970, the
licensee shall require the authorized
user of only iodine-131 for the treatment
of thyroid carcinoma o be & physician
with special experience in thyroid
disesse who has had classroom and
laboratory training in basic redioisotope
handling technigues epplicable to the
use of iodine-131 for treating thyroid
carcinoma, and supervised clinical
experience gs follows:

(&) 80 hours of classroom and
laboratory training that includes:

{1) Radiation physics and
instrumentation;

(2) Radiation protection:

(3) Mathematics pertaining to the use
and messurement of radioactivity; and

{4) Radiation biology: and

{b) Supervised clinical experience
under the supervision of an authorized
user that includes the vse of iodine-131
for the treatment of thyroid carcinomea
in 3 individuals.

§ 35940 Training for use of Srachytherapy
sOurces.

Except as provided in § 35870, the
licensee shall require the guthorized
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user of & brachytherapy source listed in
§ 35.400 for therapy to be 8 physician

py. as & British “Fellow of the
Faculty of Radiology” or “Fellow of the
Cullege of Radiology™; or
4) Therapeutic radiology by the
Canadian Royal College of Physicians
and Surgeons: or

[b) Is in the active practice of
therapeutic radiology, has had
classroom end laboratory training in
radivisotope handling techniques
applicable 1o the therapeutic use of
brachytherapy sources, supervised work
experience, and supervised clinical
experience as lollows:

(1) 200 hours of classroom and
leboratory training that includes:

(i) Radiation physics and
instrumentation.

(it} Radiation protection;

(iii) Mathematics pertaining to the use
and measurement of radioactivity; and

{iv) Radiation biology

{2} 500 hours of supervised work
experience under the supervision of an
authorized user &t 8 medical institution
that includes:

(i} Ordering, receiving, and unpacking
radivactive materials safely and
performing the related radiation
surveys;

{1i) Checking survey meters for proper
operation;

{iii} Preparing. implanting, and
removing sealed sources;

{iv) Maintaining running inventaries
of material on hand;

{v) Using administrative controls to
preven! the misadministration of
byproduct materiel: and

{vi) Using emergency procedures 1o
control byproduct mreral; and

(3) Three years of supervised clinical
experience that includes one year in 8
formal training program approved by the
Residency Review Committee for
Radiology of the Accreditation Council
for Graduate Medical Education or the
Committee on Postdoctora! Training of
the American Osteopathic Association
and an sdditional two years of clinical
experience in therapeutic radiology
under the supervision of an authorized
user at a medical institution that
includes:

(i) Examining individuals and
reviewing their case histories 10
determine their suitability for
brachytherapy treatment. and any
limitations or contraindications;
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(ii) Selecting the proper brach rapy

sources and dose and method o
sdministration;

(iii) Calculating the dose: and

(iv) Post-administration followup and
review of case histories in collaboration
with the authorized user.

§ 35841 Training for ophtheimic use of
strontium-90.

Except as provided in § 35.970, the
licensee shall require the authorized
user of only strontium-80 for ophthalmic
radiotherapy to be & physician who is in
the active practice of therapeutic
radiology ot ophthalmology, and has
had classroom and laboratory training
in basic radioisotope handling
techniques spplicable to the use of
strontium-90 for ophthalmic
radiotherapy, and a period of supervised
clinical training in ophthalmic
radiotherapy as follows:

{a) 24 hours of classroom and
laberatory training that includes

{1) Radiation physics and
instrumentation:

(2) Radiation protection:

(3) Mathematics pertaining 1o the use
and measurement of radioactivity; and

{4} Radiation biology:

(b) Supervised clinical training in
ophthalmic radiotherapy under the
supervision of an auwhorized user a1 a
medical institution that includes the use
of strontium-90 for the ophthalmic
treatment of five individuals that
includes:

(1) Examination of each individual 1o
be treated.

{2) Calculation of the dose to be
sdministered;

13) Administration of the dose; and

{4) Followup and review of each
individual's case history.

§35950 Training for use of sealed
sources for diagnosis

Except &s provided in § 35.970. the
licensee shall require the authorized
user of s sealed source in & device listed
in § 35.500 to be a physician. dentist. or
podiatrist who:

(a) 1s certified in:

(1) Radiology, diagnostic radiology. or
therapeutic rediology by the American
Board of Radiology.

{2) Nuclear medicine by the American
Board of Nuclear Medicine: or

(3) Diagnostic radiclogy or radiology
by the American Osteopathic Board of
Radiology; or

{b) Has had 8 hours of classroom and
laboratory training in basic radicisotope
hanudling technigues specifically
applicabie to the use of the device thai
includes
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(1) Radialion physics, mathematics
pertaining to the use and measurement
of radioactivity, and instrumentation;

{2) Radiation biology:

{2) Radiation protection: and

{4) Training in the use of the device
for the uses requested.

§35.960 Training for tetetherapy.

Except as provided in §35.970, the
licensee shall require the authorized
user of & sealed source listed in § 35.600
inha teletherapy unit to be & physizian
wha:

(a} Is certified in:

(1) Radiology or therapeutic radiology
by the American Board of Padiology;

(2) Radiation oncology by the
American Osteopathic Board of
Radiology:

{3) Radiology. with specialization in
radiotherapy. as a British “Fellow of the
Faculty of Radiclogy” or “Fellow of the
Royal College of Radiology™; or

(4} Therapeutic radiology by the
Canadian Royal College of Physicians
and Surgeons:; or

{b) Is in the active practice of
therapeutic radiology, and has had
classroom and laboratory training in
basic radioisotope technigues applicable
10 the use of a sealed source in &
teletherpy unit, supervised work
experience, and supervised clinical
experience as follows:

(1) 200 hours of classroom and
laboratory training that includes

(1) Radiation physics and
mstrumentation;

{i1) Radiation protection:

(i1} Mathematics pertaining to the use
and measurement of radioactivity; and

(iv] Radiation biology:

{2) 500 hours of supervised work
experience under the supervision of an
authorized user st 8 medical institution
that includes:

(i} Review of the full calibration
measurements and periodic spot checks:

(i} Preparing treatment plans and
calculating treatment times:

[1ii) Using administrative controls to
preven! misadministrations:

{iv] Implementing emergency
procedures to be followed in the event
of the abnormal operation of &
teletherapy unit or console; and

{v) Checking and using survey meters;
and

{3) Three years of supesvised clinical
experience that includes one yearin s
formal training program approved by the
Residency Review Committee for
Radiology of the Accreditation Council
for Graduate Medica) Education or the
Committee on Postdoctoral Training of
the American Osteopathic Association
and an additional two years of clinical
experience in therapeutio radiology
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35.960(b)

under the supervision of an authorized
user el & medical institution that
includes:

{i) Examining individuals and
reviewing their case histories 1o
determine their suitability for
teletherapy treatment, and any
limitations or contraindications;

(ii) Selecting the proper dose and how
it is to be administered;

(iit) Calculating the teletherapy doses
and collaborating with the suthorized
user in the review of patients’ progress
and congideration of the naed to modify
originally prescribed doses as
warranted by patients’ reaction to
radiation; and

(iv) Post-administration followup and
review of case histories.

§35.961 TYraining tor teletherapy physiciat

The licensee shall require the
teletherapy physicist to be an individual
who

(a) Is certified by the American Board
of Radiology in:

{1) Therapeutic radiviogical physics.

{2) Roentgen ray and gamma ray
physics,

(3) X-ray and radium physics; or

{4) Radiological physics; or

{b) Holds a masies’s or doctor’s
degree in physics, biophysics,
radiological physics, or health physics,
and has completed onz year of full time
training in therapeutic radiological
physics and an additional year of full
time work experience under the
supervision of a teletherapy physicist at
a medical institution tha! includes the
tasks fisted in §§ 35.59, 35,632, 35.634,
and 35641 of this part

§ 35970 Training for experienced
suthorized users.

Physicians, dentists, or podiatrists
identified as authorized users for the
medical, dental, or podiatric use of
byproduct material on 8 Commission or
Agreement State license issued before
April 1. 1887 who perform only those
methods of use for which they were
suthorized on that date need not comply
with the training requirements of
Subpart |

§ 35971 Physiclan training in & three
month program.

A physician who, before July 1. 1984,
began a three month nuclear medicine
training program approved by the
Accreditation Council for Graduate
Medical Education and has successfully
completed the program need not comply
with the requirements of §§ 35910 or
35 620

§ 35872 Recentness of training.

The training and experience specified
in this subpart must have been obtained

within the five years preceding the date
of application or the individual mus!
have had related continuing edecation
and experience since the required
training and experience was completed.

Subpart K—Enforcement

e

35990 Violstions
»(a) The Commission may obtain an
injunction or other court order o
prevent 8 violation of the provisions
of—

(1} The Atomic Energy Act of 1954, as
amended;

(2) Titie W of the Energy
Peorganization Act of 1974, s amended.
or

{3] A regulation or arder issned
pursucnt to those Acts.

{b) The Commisswm may oblain &
co ~t arder or the paymeat of & civi
peaslty imposed under section 234 of the
Atomic Fowspy Act

(1) For viciations ol —

{+) Sections 53, 57, 62. 63. 61, BZ. 101.
103. 3104, 107, or 109 of the Alomic
Energy Act of 1954 as amended.

1ii) Section 206 of the Energy
Reorganization Act

(iii) Any rule, regulation, or order
issusd parsua st 1o the sections speched
in paragraph (LY1)(11 of this section

{iv] Any term, coadition. o limitation
of any license issued under the sections
specified in paragraph (b){1){1] of this
section

{2) For any viclauon for which «
license may be revoked under section
186 of the Atomic Energy Act of 1954, as
amended
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§ 35981 Criminal penatties.
{a) Section 223 of the Atomic Eneqy
provides for

o sections 161b, 161, or 1610 of the Act.
§ For purposes of section 223, all the
@ regulations in Part 35 are issued under
g one or more of sections 161b, 1614, or
©; 161a except for the sections listed in
{b) of this section.

The regulations in part 35 the! ace
not issued under sections 161b, 1611 or
1810 for the purposes of section 223 are
as follows: §§ 351, 35.2. 354 3512
35.18, 35.18, 35.57, 35100, 35.600, 35.901,
35.970, 35.971, 35.990. 35.991. and 35098

e

§ 35999 Hesolution of conflicting
requirements during transition period.

I the rules in this part conflict with
the licensee’s radiation safety program
as identified in its license, and if that
!, license was approved by the

"‘ Commission before April 1, 1887 and nas
“’ not been renewed since April 1, 1987,

¢ then the requirements in the license will
Y apply. However, if that licensee

= exercises its privilege to make mivor
changes in its radiation safety
procedures that are not potentially
important to safety under § 35.31 of this
chapter, the portion changed musi
comply with the requirements of this
Part. At the time of license renewal and
thereafter, these admendments 1o this
Part shall apply.

L —

November 30, 1992

35999



