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UNITED STATES
NUCLCAR REGULATORY COMMISSION

'

In the Hatter of )
) Docket No. 030-32016

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

_

DEMAND FOR INFORMATION
'

1

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.

II

,

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, licensees 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 QM
:

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 licensee'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 i

'

was authorized under its NRC license to use byproduct material that requires a

QM 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
I

NRC sent to all medical licensees information concerning this new rule and its

implementation.
:

!
-I

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 III 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.

III

Accordingly, pursuant to sections 161c, 1610, 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 III, 799 Roosevelt' Road, Glen

Ellyn, Illinois, 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. If so, indicate the date that the QM program was fully

implemented.
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.2. State whether or not you submitted a copy of your QM program to the NRC
.

Region III Office. If so, provide the date of the submission, and |
'

provide a copy of the QM program with your response to this O_emand. If

i

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.

3. State whether or not you submitted to the NRC Region III 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.

If 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.
1

4. Indicate whether you possessed or used, on or after January 27, 1992, |

byproduct material that requires a QM program. If so, state the ]
q

byproduct material (s) possessed or used, the procedure (s) performed, and j

the dates of the possession or use,
i

5. 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.

1

1

|
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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
iaddress.

After reviewing your response, the NRC will determine whether further action

is necessary to ensure compliance with regulatory requirements.

FOR THE NUCLEAR REGULATORY COMMISSION
.

,

/A l$b i"

A. ert Davis /-
Regional Administrat 'r

i

Dated at Glen Ellyn, Illinois
.

this 14th day of May, 1993
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UNITED STATES NUCLEAR REGULATORY COMMISSION

RULES and REGULATIONS
TITLE 10. CHAPTER 1. CODE OF IIDERAL REOULATIONS-ENEROY

35.1

PART MEDICAL USE OF BYPRODUCT MATElllAL

35 -

35.205 Control of aerosols and gases. 35.901 Training for teletherapy physicist.
Subpert A-Ceneratinformation 35370 Training for emperienced authorized

35.220 possession of survey instruments. users.Sec. . s
35.1 Purpose and scope. Subpart F-Radiopharmaceuticals for 35 971 Physician training in a three month

35.2 Defmitions. Therapy program.
35m Rneninm M trmining.35 5 Maintensnce of records. 35.300 Use of radiopharmaceuticals for

35 8 information collection requirements: therapy. Subpart K-Entorcement
* ' " * * " " ' 35.990 Violations.35.11 e ns eq ired.

# ## " ,.> 35 411 Criminal penallin35.12 Apphcstion for license. amendment- 35.320 Possession of survey instruments. g g g .

,

3513 License amendments Subpart G-Sources for Brachytherapy requirements iluring tran<it 6.m ice bt

35.14 Notifications. 35.400 Use of sources for brachytherapy.
35.16 License issuance. -35 404 Release of patients treated with
35.19 Specific exemptions- tempor ary implants.

SubpIrt D-General Administ,ative 35 400 13rachytherapy sources inventnry.
35 4 to Safety instruction.Asquirements

E'"* ""
35.20 A1 ARA program. 3M20 Ponmbn d suney instmenent
35.21 Radiation Safety Officer. ,

35.22 Radiation Galety Committee. Subpart H-Seated Sources for Diagnosis $ ([''[,
"

35.23 Statements of authority and 35 500 Use of sealed sources for diagnosis. '" 2201. 2212. 21331. acc. 2m. se Stat 1242. as
responsibilities. 35.520 Availabihty of survey instrument. E eme nded (42 U.S C. 58411

35 25 Supervision. s
*

35.27 Visiting authorized user Subpart 1-Teletherapy
35.29 Administrative requirements that 15mo Use of a scaled source in a

apply to the provision of mobile nuclear teletherapy unit.
medicine servic.e- 35005 Maintenance and repair restrictions.

nu b.tmi . ..feig s.sogmm v liange. 35.000 1.icense emendments.
n.37 Outos mannaement proceam 35 010 Safet iI nstruction-3W Hnt & al.nne. regerit. amt retoeds

ni rui..dmin..iration. 35 615 Safely precautions.
35 620 Possession d suncy instmment35 49 Suppliers.
35.630 Dosimetry equipment.

Sutypert C-General Technical 3S 632 Full calibration messerements.
Rsquirements 35 634 Periodic spot-checks.
3550 Poesession. use. calibration, and chec k 35.636 Safety checks for teletherapy

of dose calibrators. facilities.
35.51 Calibration and check of survey 35 641 Radiation surveys for teletherspy

instruments. facilities.
35.53 Measurement of radiopharmaceuticat 35.643 Modification of teletherapy unit or

dosages. ruom before beginning a treatment
35.57 Authorization for calibration and progrom.

reference sources. 35 645 Reports of teletherapy surveys.
3559 Requirements for possession of sealed checks. tests. and measurements.

sources and brachytherapy sources 35647 Five year inspection.

{ ",8['fd' ' '' bubpert retning and Espertence
dI R

35.70 Surveys for contemination and
emblent radiation exposure rate. 35.900 Radiation Safety Officer. Subpart A-GeneralInfortnation

3575 Release of patients containing 35 901 Training for experienced Radiation
radiopharmaceuticals or permanent Safety Officer. I 35.1 Purpose and scope.

Implants. 35.910 Training for uptake, dilution. and his part prescribes requirernents and
35 23 Technical requirements that apply to excretion studies. provisions for the rnedical use of

the provision of mobile nuclear medicine 35 920 'f raining for imag.mg and localization g
studies.service.

~ 35:90 Storage of volatiles and gases." 35.930 Training for therapeutic use of specific licenses authorizing the medical .

35 92 Decay.in storage. radiopharmaceuticals. 7use of this rnaterial.These requirements
35 S32 Training for trestrnent of I and provisions provide for the

Subpart D-Uptake, Otlution, and Escretion hyperthyroidisen. " protection of the public health and
3510n Use of radiopharmaceuticals for 35.934 Training for treatment of thyroid [ safety.The requirements and provisions

uptak e, dilution. and excretion studies. carcinoma. - c[ this part are in addition to. and not in
35 120 Possession of survey instrument. 35.940 Training for use of brachytherapy substitution for, others in this chapter.
Subpart E.-Imaging and Locattretiort * " ' ' " ' . The requirements and provisions of

35.941 Trammg for ophthelm.ic use of Parts 19. 70. 21,30. 71, and 170 of this
3 5.21 1 Use of radiopharmaceuticals. strontium.90.

generators. and reagent kita for imaging 35 950 Training for use of sealed sources for chapter tipply to applicants and
licensees sub,ect to this part unlessjand locahration studies- diagnosis.

35,204 Permissible molybdenum 99 35 960 Training for teletherspy. specifically exempted.
concentr ation

Unvernber 30.1992oc 4
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PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

$ 35.2 Dennmona. Management ** means the chief (5) A brachytherapy radiation dose:
" Address of use" means the buildmg executive officer or that person's (i) tavolving the wrong patient, wrong

or buildings that are identified on the delegate or delegates. radioisotope. or wrong tnetment site -

)

license and where byproduct material " Medical Institution" means an (excluding. for permanent implanta,

may be received, used, or stored. organization in which several medical acede that were implanted in the correct I

* Agreement State" means any State disciplines are practiced. alte but migrated outside the treatment
'

w{th which the Commission or the " Medical use" means the intentional site):
Atomic Energy Commission has entered internal or external admtnistr.tlon of (11)1nvolving a sealed source that is

ints an effectfve agnement under byproduct material. or the radiation leaking:

subacetion 274b of the Atomic Energy therefrom. to human beings in the (111) When, for a temporary implant.

Act of 1954, as amended. practice of medicine in accordance with one or more aceled sources are not

"A1. ARA" (as low as reasonably g a license lasued by a State or Territory removeduponcompletionof the
of the United States, the District of procedure; or

cchievable) means making every Columbla, or the Commonwealth of (iv) When the calculated administered
g

a -
reasonable effort to maintain exposures E dose differa from the prescribed dose by
to radiation as far below the dose limits [ Puerto Rico." Ministerial change" means a change E more than 20 pement of the prescribed
es la practical: ; thatis made, After ascertaining the 3 dose.

(1) Consistent with the purpose for applicable requirements, by persons in (6) A diagnostic radiopharmaceutical
which the licensed activity is authority in conformance with the dosage, other than quantities greater
uderth requirements and without making a than 30 microcuries of either sodium .

!

(2)Taking into account the state of discretionary judgment about whether lodide 1-125 or 1-131, both: /
technology, the economics of those requirements should apply in the (i) Involving the wrong patient, wrong
improvements in relation to benefits to case at hand. radiopharmaceutical, wrong route of
the public health and safety, and other administrationar when th
societal and socioeconomic administered dosage differs imm the-

considerations, and Misodminisuction means the

(3)1n relation to utilization of nuclear
administration of; pm bed d sa e; and

energy in the public interest. (1) A radiopharmaceutical dosage e ea rems e ve ose
" Area of use" means a portion of an greater than 30 microcuries of either

address of use that has been set aside sodium iodide t-125 or I-131: any individual organ.
for the purpose of receiving, using, or (illnvolving the wrong patient or ,

'

atoring byproduct material, wrong radiopharTnaceutical or ~ .M bile nuclear medicine service,,
" Authorized user" means a physician, (ii) When both the administered

g dentist, or podiatrist who is identified as dosage differs from the prescribed [,',*,"g*by uc ma 1

= an authonted user on a Commission or dosage by more than 20 percent of the " Output" means the exposure rate.
E Agreement State license that authorizes prescribed dosage and the differenca 8

8 between the administered dosage and dose rate, or a quantity related in a

'. the medical use of byproduct material,prescribed dorage exceeds 30 known manner to these rates from a
" Brachytherapy source" means an teletherapy umt for a specified set of

individual scaled source or a microcuries."

manufacturer-assembled source train (2) A therapeutic radiopharmaceutical exposure conditions.

that is not designed to be disassembled dosage, other than sodium iodide 1-125 " Physician" means a medical doctor

or 1-131: or doctor of osteopathy licensed by a
by the user.

" Dedicated check sourte" means a (i) Involving the wrong patient, wrong State or Territory of the United States,

radioactive source that is used to assure radiopharmaceutical, or wrong route of M the District of Columbia, or the

the constant operation of a radiation administration; or : Commonwealth of Puerto Rico to ;

'

detection or mea surement device ov er (ii) When the administered dosage " prescribe drugs in the practice of
9 differs from the prescribed dosage by ' medicine.,

several months or years.
" Dental use" means the intentional X more than 20 percent of the prescribed *; " Podiatric use" means the intentional

external administration of the radiation E dosage. external administration of the radiation

from byproduct material to human 3 (3) A gamma stereotactic radiosurgery from byproduct material to human

beings in the practice of dentistry in radiation dose: beings in the practice of podiatry in

accordance with a license issued by n (i) Involving the wrong patient or accordance with a license issued by a

State or Territory of the United States, wrong treatment site; or State or Territory of the United States,

the District of Columbia, or the (ii) When the calculated total
the District of Columbia, or the J

Commonwealth of Puerto Rico. administered dose differs from the total Commonwealth of Puerto Rico. j

" Dentist" means an individual prescribed dose by more than to percent " Podiatrist" means an individual
|

licensed by a State or Territory of the of the total prescribed dose. licensed by a State or Territory of the

United States. the District of Columbia. (4) A teletherapy radiation dose: United States, the District of Columbia. )
l

or the Commonwealth of Puerto Rico to (illnvolving the wrong patient, wrong or the Commonwealth of Puerto Rico to

practice dentistry. mode of treatment, or wrong treatment practice podiatry.
site:-

(ii) When the treatment consists of -~

Diagnostic clinicalprocedures three or fewer fractions and the
manualmeans a collection of written calculated total administered dose
procedures that describes each method differs from the total prescribed dose byg
and other instructions and precautions) more than to percent of the total

f (diagnostic clinical procedures: where
-

by which the licensee performs prescribed dose-
(iii) When the calculated weeklyu.

3 each diagnostic chnical procedure has administered dose is 30 percent greater
been approved by the authorized user than the weekly prescribed dose: or
and includes the radiopharmaceutical. (iv) When the calculated total
dosage, and route of administration. administered dose differs from the total /

- prescribed done by more than 20 percent
of the total prescribed dose.

April 30,1992 35-2
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35.8(d)
35.2

PART 35. ME0lCAL USE OF BYPRODUCT MATERIAL
~~

Prescribed dosage means the quantity " Sealed source" means any byproduct g g ,,~

af radiopharmaceudcal activity as matedal that is encased in a capsule
designed to prevent leakage or escape of

Each record required by this part must
documented;

(1)In a written directive; or the byproduct matedat belegible thmughout the retention

(2) Elther in the diagnostic clinical ~~~ Teletherapy physicist" means the period specified by each Commission

procedures manual or in any a individualidentified as the teletherapy regulation.%e record may be the

cppropdate record in accordance with E physicist on a Commission license. original or a repmduced copy or a
microfonn pmvided that the copy or

the directions of the authorized user for E " Visiting authorized user" m' ans an micofarmis authenticated bye

diagnostic procedures. [ authorized user who is not identified as authodzed personnel and that the
6 prescribeddose means an authodzed user on the 11 cense of the J microformis capable of producing a

{ licensee being visited. % clear copy throughout the required3
E r:(1) For samma stereotacticdiosurgery, the total dose as

; retention period.ne record may also be
3 documented in the written directive: u. stored in electronic media with the

(2) For teletherapy, the total dose and .
dose per fraction as documented in the Written' directive means an order in : capability for producing legible.

written directive; or wriung for a specific patient, dated and accurate, and coniplete records during

(3) For brachytherapy, either the total signed by an authorized user prior to the the required retent5n period. Records

source strength and exposure Ome or the administration of a radiopharmaceutical auch as letters, drawings. specmcations.

total dose, as documented in the written or radiation, except as specified in must include all pertinent informatinn

directive. paragraph [6) of this definition, such as stamps. initials, and signatures.

containing the following information: %e licensee shall maintain adequate

r any adWskadon d safeFuas agaM hpe% e and-

~

" Radiation Safety Officer" means the quan " greater &an 30 micmcudu of lou checordt -
E individualidentified as the Radiation '' '. dium lodide 1-125 or 1-131: theE Safety Officer on a Commission license. I 35 " '"'*""*" "* "**"*"
E- (2) For a therapeutic administration of requirements: OMS approvat.

a red ph aceutica e
Recordoble event means the 3{ he (a)he Commission has submitted the

-

information collection requirements
administradon of.

(1) A radiopharmaceutical or rag;{p armaceuticag, dosage, ang route3 contained in this part to the Office ofg
g "";

radiation without a written directive e % Management and I3udget (OMB) for
,

where a written direcuve is required: A (3) For gamma stereotactic cr approval as required by the paperwork
' "

(2) A radiopharmaceutical or E'';],' s5 total I Reduction Act of 1980 (44 U.S.C. 3501 etc u pa = seq.).OMB has approved the
radiation where a written directive is g d '''. information collection requirements inrequired without dauy recording of each et e a y to

ose'd this part under control number 3150-administered radiopharmaceutical d rf _n
dosage or radiation dose in the _00io.
appropriate record;

(3) A radiophannaceutical dosage g Yg
greater than 30 microcuries of either
sodium lodide 1-125 or I-131 when both: hadioi tope, treatment site, and total (b)ne approved information

c llection requirements contained in this
(l) ne administered dosage differs (6) For all other brachytherePY: part appear in il 35.12.35.13,35.14.from the prescribed dosage by rnore (i) prior to imptantation: the 35.21,35.22,35.23.35.27.35.29. 35.31.

then to percent of the prescribed
@ dosage.and

radioisotope. number of sources, and R 35.50.35.51.35.53.35_59.35.60.35.01,
source strengths; and S 35.70.35.80.35.92.35.204,35.205.35.310.5 (ii) %e difference between the (ii) After implantation but prior i E 35.315,35.404. 35.400, 35.410. 35.415.E cdministered dosage and prescribed d

3 dosage exceeds 15 rnicmcuries: |{p eUon of
35.006,35.810,35.615,35S30.35.632.
35 2 .3 W 6.35 M .35 M .3 W 5. d(4) A therapeutic radiopharmaceutical source strength and exposure time (or. 35447.dosage, other than sodium iodide I-125 h W dW

or I-131, when the administered dosage
- [differs from the prescribed dosage by

more than to percent of the prescribed (c) nis part contains information
collection requirements in addition todosage;-

(5) A teletherapy radiation done when those approved under the control

the calculated weekly administered number specified in paragraph (a) of this

dose is 15 percent greater than the section.nese information collection
weekly prescribed dose; or eu requirernents and the control numbers

(6) A brachytherapy radiation dose Q under which they are approved as

when the calculated administered dose o follows:
differs from the prescribed dose by more E (1) In i 35.12. Form NRC-313 is
than to percent of the prescribed dose. - -. g approved under control number 3150-

- L"22"
~

1
4

F
) OMllhas assigned control number

g)>(50-4171 for the information collection
d

!2 31
E requirements contained in il 35.32 and
g 35.33.
.a

L
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PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

(e) Defore it adds to or changes the (c) ne program must include notice to$ 3s.i t ucense requked.
8 " 88 I "8' 800 88 '*dd''88'8 I(2) A person shall not manufacture. workers of the program's existence and f

produce, acquire, receive, possess, use. "" .dentified in the application or on workers' nsponsibility to help keep (the bcense.or trcasfer byproduct material for dose equivalents ALARA, a review of
summaries of the types and amounts of' medical use except in accordance with a i 35.14 Nottfications.
byproduct material.used, occupationalspectrac license issued by the A licensee shall notify the dona, danges in raeah safetyCommission or an Agreement State. or Commisalon by letter within thirty days procedures and safety measures, andes c!!:wed in paragraph (b) of this when an authorized user, Radiation continuing education and training for allweggon. Safety OfScer, or Teletherapy Physicist personnel who work with or in the(b) An gun may receive, permanently discontinues performance
vicinitI of roduct snaterial,neponess, use, or transfer byproduct of duties under the license or has a

materialin accordance with the purpose of the review is to ensure that
name change, or when the licensee's

regul:tions in this chapter under the malling address changes %e licensee ,';n" v dual and colfeen insupervision of an authorized user as shall mail the report to the appropriate
''"P' "" *** ^ 'provided in i 35.25, unless prohibited by address identified in i 304 of this

license condition. cha pter. I 35.31 nestation safety officer.
'

l3L12 Application for license, 635.18 Ucense lasuance. (a) A licensee shall appoint a
amendment, or renewat Radiation Safety Officer responsible for

e Commission shan issue a Ucem(a)If the application is for medical use implementing the radiation safety
' ' " ' C"I "8' ' CIsited in a medical institution. only the program. The licensee, through the

* *institution's management may apply. If ;]t fle F h'E Radiation Safety OfDcer, shall ensure
athe cpplication is for medical use not that radiation safety activities are being

313 " Application for Materials License,. performed in accordance with approvedsited in a medical institution, any person in accordance with the instructions inmay cpply. procedures and regulatory requirements
L 35.12:(b) An application for a license for n the daily operation of the licensee's(b) ne applicant has paid any byproduct material program.medical use of byproduct material as
"E ab e fee as provided in part UO of (b) The Radiation Safety Officer shall:described in il 35.100.35.200,35.300

; p ,_35.400, and 35.500 of this part must be
(c) ne Chmission finds th (1) Investigate overexposures,

made by filing an original and one copy applicant equipped and committed to accidents, spills, losses, thef ts.
of Form NRC-313 " Application for observe the safety standards unauthorized receipts, uses, transfers.
Matenals 1.icense." For guidance in established by the Commission in this g disposals.misadministrations and other
completing tlye form, refer to the Chapter for the protection of the public deviations from approved radiation
instructions in the most cunent versions j health and safety; and safety practice and implementa

of the appropriate Regulatory Guiden A k (d)ne applicant meets the | corrective actions as necessary:
; request for a license amendment or requirements of part 30 of this chapter.

; file, and implement written policy and
(2) Establish. collect in one binder or

renewal may be submitted as an originala

[ and one copy in ! citer format. g i 35.19 Specme exemptions. procedures for-
(c) An application for a license for ne Commission may. upon (i) Authorizing the purchase of,

* medical use of byproduct material as application of any interested person or byproduct material:
described in i 35.000 of this part must be upon its own initiative, grant such (ii) Receiving and opening pack ages of
made by filing an original and one copy exemptions from the regulations in this byproduct material:
of Fonn NRC-313. For guidance in -part as it determines are authodzed by (iii) Storing byproduct material;
completing the fonn, refer to the law and will not endanger life or (iv) Keeping an inventory record of
instructions in the most current version property or the common defense and byproduct material;
of the appropriate Regulatory Guide. A security and are otherwise in the public (v) Using byproduct material safely:
request for a license amendment or interest. The Commission will review (vi) Taking emergency action if
renewal may be submitted as an original requests for exemptions from training control of byproduct material le lost;
cnd one copy in letter format. and experience requirements with the (vii) performing periodic radiation

(d) For copies of regulatory guides- assistance ofits Advisory Committee on surveys:
application forms, or to submit an the Medical Uses of Isotopes. (viii) performing checks of survey
application or an amendment request, nstruments and other safety equipment;
refer to i 30.0 of this chapter. Subpart B-General Administrative (ix) Disposing of byproduct material:

Requirements (x) Training personnel who work in or( 35.13 tJcense amendments.
A licensee shall apply for and must i 35.20 At. ARA program, frequent areas where byproduct

maten,al is used or stored:
receive a license amendment: (a) Each licensee shall develop and

(a) Before it receives or uses implement a written radiation protection (A1) Keeping a copy of all records and

byproduct material for a clinical program that includes provisions for rep rts required by the Commiss,oni

reguladons, a copy of these regulations,procedure permitted under this part but keeping doses ALARA.
* * PY *Inot permitted by the license issued (b)To satisfy the requirement of ;c ,,, and amen 7m a and epursuant to this part. paragraph (s) of this sectwn: written policy and procedures required -(b) Defore it permits anyone, except a (1) At a medicalinstitution, by the regulations,visiting authorized user described in management, the Radiation Safety

i 35.27. to work as an authorized user Officer, and all authorized users must (3) Mef management once each year
under the license participate in the program as requested on the byproduct material program:

(c) Defore it changes Radiation Safety by the Radiation Safety Committee. (4) Establish personnel exposure
Officers or Teletherapyphysicists: (2) For licensees that are not medical

investigationallevels that, when
(d) Defore it orders byproduct material institutions, management and all exceeded. will initiate an investigation

in excess of the amount or radionuclide authorized users must participate in the by the Radiation Safety Ofhcer of the
cause I the exposure;or forrn different than authorized on the program as requested by the Radiation

bcense;and Safety Officer.

September 30,1992 (reset) 35-4
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PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

(b) A licensee that supervises an
(5) Establish personnel exposure Officer.or a Teletherapy Physicist Individualis responsible for the acts and

investigationallevels that, when before submitting a license application omissions of the supervised individual
exceeded, willinitiate a prompt or request for amendment or renewal;
inytstigation by the Radiation Safety (3) Review on the basis of safety, and i 15.27 Wting authorized user.
Officer of the cause of the exposure and approve with the advice and consent of

I
a consideration of actions that might be the Radiation Safety Officer and the aut orize$ user t u e n met ri

'
taken to reduce the probability of management representative, or

. for medical use under the terms of the
disapprove minor changes in radiation licensee's IIcense for sixty days eachrecurrence:

(6) For medical use not at a medical
safety procedures that are not I'** g.*

Institution, approve or disapprove minor potentially important to safety and are (1)%e m. iting authorized user has
changes in radiation safety procedures permitted under i 35.31 of this Part; the Prlor wdtten permission of the
thzt are not potentially important to (4) Review quarterly, with the Heensu's managemat and. H the un
sdety with the advice and consent of assistance of the Radiation Safety ccurs on behalf of an institution, the
mtnagement; and Officer, a summaty of the occupational institution's Radiation Safety

(7) For medical use at a medical
radistion dose records of all personnel

Committee:
institution. assist the Radiation Safety working with byproduct material; (2)The licensee has a copy of a
Committee in the performance of its (5) Review' quarterly, with the license issued by the Commission or anassistance of the Radiation Safety

Officer, allincidents involving ; Agreement State, or a permit issued by aduties'
a Commission of Agreement State broad

i 35.22 Radiation Safety Committee. byproduct material with respect to

Each medical institution licensee shall cause and subsequent actions taken: [ licensee that is authorized to permit

establish a Radiation Safety Committee and ; medical use. that identifies the visiting
to oversee the use of byproduct (6) Review annually, with the authonzed user by name as an

authonzed user for medical use; and
material. assistance of the Radiation Safety

(a) Each Committee must meet the
Officer the radiation safety program. (3) 0nly those procedures for which

the v,s, ting authorized user isii
following administrative requirements: i 35.23 Statements of authority and specifically authorized by the license orresponsitdties,

(1) Membership must consist of at permit are performed by that individual.
least three individuals and must include (a) A licensee shall provide the (b) Alicensee need not apply for a ,

an authorized user of each type of use Radiation Safety Officer, and at a bcense amendment in order to permit a
permitted by the license. the Radiation medicalinstitution the Radiation Safety wsiting authorized user to use licensed
Safety Officer, a representative of the Committee, sufficient authority, "'I'"'I as described in paragraph (a) of
nursing service, and a representative of a. organizational freedom, and s uctiom

-.

,

a

h inanagement who is neither an h management prerogative, to:
(1) Identify radiation safety problems; { (c) A licensee shall retain the recordsauthorized user nor a Radiation Safety aa

[ Officer.Other members may be mcluded | (2) Initiate, recommend, or provide . specified in this section for three years
,. as the bcensee deems appropnate. corrective actions; and 2 after the visiting authorized user's last

{2)'Ihe Committee must meet atleast (3) Verify implementation of $ use of licensed material,but may
**

discard the records if the visitingquarterly- corrective actions. E

(3)*1o estabbsh a quorum and to (b) Alicensee shallestablish and ; authorized user has beenlisted as an
conduct business at least one-half of the state in writing the authorities, duties. [^ authorized user on the licensee's license.
Committee a membership must be responsibilities, and radiation safety
present includmg the Radiation Safety activities of the Radiation Safety [ [ 35.29 Administrative requirements that
Officer and the management's Officer, and at a medicalinstitution the ; apply to the prowlsion of mobile nuclear

representati,ve. Radiation Safety Committee, and retain . % " ''"' " # '''
(4)The mmutes of each Radiation the current edition of these statements E (a)The Commission willlicense

Safety Committee meeting must mclude: as a record until the Commission ; mobile nuclear medicine service only in
accordance with Subparts D. E and H offi)The date of the meeting; terminates the license.

(ii) Members present. this part and i 31.11 of this chapter.
(iii) Members absent; I 25.25 supeMMon.

_ (b) Mobile nuclear medicine service(ivj Summary of deliberations an4 (a) A licensee that permits the receipt. licensees shall obtam a letter signed by
discussions;

possession, use or transfer of byproduct ; the management of each client for which
(v) Recommended actions and the material by an individual under the services are rendered that authorizesa

numerical results of all ballots; and
(vil ALARA program reviews };P'[[d y "u

" "" ' use f byproduct material at the client's
, p hdh address of use.The mobile nucleardescribed in i 35.20(c).

_- (1) Instruct the supervised individual ; medicine service licensee shall retain
,s

(5)The Committee must promptly
the letter for three years after the lastprovide each member with a copy of the in the principles of radiation safety provision of service.meeting minutes, and retain one copy for appropriate to that individual's use of

-

** '"'*#"* "*the duration of the license. byproduct material and in the licensee's
(b) To oversee the use of licensed written quality management program: u up es unius at c nt

material. the Committee must: (2) Require the supervised individual is als authortred to provide, the client
(1) Review recommendations on ways

E o follow the instructions of the
t

E'.

8 mpode b anu% &at sews
to maintain individual and collective supervising authorized user. follow the *#**" "* """'
doses AI. ARA: M written radiation safety and quality g regu ationsin th.is chapter while the(2) Review, on the basis of safety and E management procedures established by " # "' **

" _ "with regard to the training and g the licensee and comply with the
~. i under the client's durction.experience standards in Subpart ) of this regulations of this chapter and the (d) A mobile nuclear medicine service=

part, an'd approve or disapprove any ,icenu c nditions with,mpect to the may not order byproduct material to be.

individual who is to be listed as an f byproduct matenah and delivered directly from the manufacturerun
authorized user, the Radiation Safety

or distributor to the client's address of
-

I (3) periodically revicw the supervised
88'-i individual's use of byproduct material

i. and the records kept to reflect this use.
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3132(f) .i3531 PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

{ 35.31 Radiation safety program (1) That, prior to administration, a the review,in an auditable form for

changes. written directive 8 is prepared for: three years.

(a) Alicensee may make minor (i) Any teletherapy radiation dose; (c) The licensee shalf evaluate and 7-
changes in radiation safety procedures [@ Any gamma stereotactic respond, within 30 days after discovery ,

thzt are not potentially important to radiosurgery radiation dose: of the recordable event, to each '
,

<

safety. Le. ministerial changes, tha t (iii) Any brachytherapy radiation recordable event by:
(1) Assembling the relevant facts

were described in the application for dose:

license. renewal or amendment except (iv) Any administration of quantities including the cause:

for those changes in il 35.13 and 35.000 greater than 30 microcuries of either (R) Identifying what,if any, corrective

sodium lodide 1-125 or I-131: or action is required to prevent recurrence;
cf this part. Examples of such
ministerial changes include: editing of (v) Any therapeutic administration of and

-

procedures for clarity or conformance a radiopharmaceutical other than (3) Retaining a record,in an auditable
form. for three years, of the relevant

with local drafting policy or updating sodium fodide I-125 or I-131: f acts and what corrective action. if any,
names, telephone numbers, and (2)nat, prior to each administration.

was taken.
addresses: adoption of rnodel radiation the patient's identity is verified by more

than one method as the individual (d)he licensee shall retain:
safety procedures published in NRC (1) Each written directive: andnamed in the written directive;Regulatory Guides; replacement of (2) A record of each administered
equipment; reassignment of tasks among (3)That final plans of treatment and radiation dose or radiopharmaceuticalrelated calculations for brachytherapy.employees; or assignment of service dosage where a written directive is
contracts for services such as personnel teletherapy, and gamma stereotactic

3 required in paragraph (a)(1) above, in an
dosimetry radiation safety equipment radiosurgery are in accordance with the 3 auditable form, for three years after the
repair er calibration, waste disposal, respective written directives;

and safety surveys. KYcensee is (4) That each administration is in g date of administration.~

(e) The licensee may make
responsible for assuring that any change 5 accordance with the written directive; g modifications to the quality
made is in compliance with the j and management program to increase the

(5) hat any unintended deviation program e efficiency provided therequirements of the regulations and the 5 from the written directive is identified
program's effectiveness is not

e

Lcense,

(b) A licensee shall retain a record of
and evaluated, and appropriate action is decreased. The licensee shall furm,sh the

*

taken. modification to the appropriate NRCeach change until the license has been
renewed or ter'ninated. The record must (b) The licensee shalb Regional Office within 30 days after the

g include the c!fective date of the change. (1) Develop procedures for and modifical on has been made.
: a copy of the old and new radiation conduct a review of the quality (f)(1) Each applicant for a new license.

safety procedures, the reason for the management program including. since as applicable, shall submit to the ,a

the last review, en evaluation of. appropriate NRC Regional Office in| change a summary of radiation safety
- matters that were considered before (i) A representative sample of patient accordance with to CPR 30.6 a quality

making the change, the signature of the administrations, management program as part of the*

Radiation Safety Officer, and the (ii) All recordable events and application for a license and implement
signatures of the affected authorized (iii) All misadministrations the program upon issuance of the license
users and of management or. in a to verify compliance with all aspects of
medicalinstitution, the Hadiation Safety the quality management program; these
Committee's chairman and the reviews shall be conducted at intervals ,pp ;f,'bl

. "g s e.( '
j 1s ,he

management representative. no greater than 12 months- appropriate NRC Regional Office m
.

(2) Evaluate each of these reviews t accordance with to CFR 30.6 by January-

determine the effectiveness of the 27,1992 a written certification that the ,

'

- quality management program and. if quality management program has been
135.32 Quattty managernent program. regtnred, make modifications to meet implemented along with a copy of the

(a) Each applicant or licensee under the objectives of paragraph (a) of this program.
this part as applicable, shall establish section; and

(3) Retain records of each review.3 and maintain a written quality including the evaluations and findings of
g management program to provide high

confidence that byproduct material ore
g radiation from byproduct material will i if. t,,ceuse of th, p.t enre wndmon. e deie, in

* be administered as directed by the order to provide a wntien rension to en existing j

authorized user. The quality written directive would icoperdise the pahent's
h'*l'h 8" '''' ""''" " u e mims wnnenmanagement prograrn must include

,

dactin WW W ecceP oble provided that the oralt

written Policies and ' proc.edures to meet nn i n 6. documented isnmediatety in the panenta
the following specific ob}ectives: record and a revised wrtnen directive le signed by

the authorized user within es hours of the oral
renosom

Alea, a written rension to en exisung wntien {
directive may be made for any daagnostac or j

i

therapeutic proceden provided that the revision la
dated and signed by en authonsed user pnor to the
admmistruuan of the radiopharmaceutul dosage.
the brachytherapy done, the gemme stereotectac
radioevgery dose, the teletherapy dose, or the neel
teletherapy fractional dose

it.teocause of the emergent nature of the patients
condstion, e deley in o+ der to prende a wntten
dnctive would jeopardase the paheet s health, en
orat directive wd1 be acceptable. provided that the
information contatoed in the oral directive is
documented immedastely in the patienre record and
a wntten directive is prepered within 24 hours of
the pret d.rective
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35.50(b)
PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

g 35.33 Notmcanona, reporta, and records (b) Each licensee shell retain a record ~g 35.49 Suppliers.
of misedm6nistracon* of each misedministration for five years. A licenser may use for medical use

(a) For a misadministratjort ne record must contain the names of *"j#
.(1)ne licensee shall notify by all ladividuals involved (including the * C" "

tslephone the NRC Operations Center presaibing physician, allied health g p d. nd e
'

no later than the next calendar day after personnel, the patient, and the patient,a accMance with a license imed
discovery of the snisadministration. % referrbg physician), the patient's social pursuant to the regulations in Part 30

(2)ne licensee shall submit a wdtten 9 security number or identification and i! 32J2,32J3, or 32J4 of this
rrport to the appropriate NRC Regional 5 number if one has been assigned, a brief chapter or the equivalent regulations of
Office listed in to CFR 30.6 within 15 f description of the misaAministration. an Agreement State;

_i

days after discovery of the 3 why it occurred, the effect on the
cdsedministration.ne written report patient what improvements are needed (b) Reagent kits that have been

:nust include the licensee's name: the to prevent recurrence, and the actions manufactured. labeled packaged, and
distributed in accordance with an

prescribing physician's name; a brief taken to prevent recurrence.
description of the event: why the event (r:) Aside from the notification

approval by the Commission pursuant to

occurred; the effect on the patient; what requirement, nothing in this section i 3233 of an Agreement State under

improvements are needed to prevent affects any rights or duties of licensees equivalent regulations for the

recurrence: actions taken to prevent and physicians in relation to each other, preparation of radiopharmaceuticals for

recurrence: whether the licensee notified patients, or the patient's responsible medical use; and

the patient. or the patient's responsible relatives or guard!ans. (c) Teletherapy sources manufactured

relative or guardian (this person will be _
and distributed in accordance with a
license issued pursuant to part 30 of thissubsequently referred to as "the patient-

in this section), and if not, why not, and chapter or the equivalent regulations of

if the patient was notified, what an Agreement State.

information was provided to the patient. % 1 MM
ne report must not include the patient,s Flequirements
name or other information that could
lead to identification of the patient. 535.50 Possession, use, calitw atton, and

(3) The licensee shall notify the g check of dose caHbrators.
referring physician and also notify the 3 (a) A medical use licensee authorized,

9 patient of the misadministration no later " to admmister radiopharmaceuticals
5 than 24 hours after its discovery, unless [ shall have in its possession a dose
5 the referring physician personally * cabbrator and use it to measure the-

g informs the licensee either that he will amount of activity administered to each
inform the patient or that, based on patient.
medical judgment, telhng the patient (b) A licensee shall.
would be harmful. The licensee is not (1) Check each dose cabbrator for
required to notify the patient mthout constancy with a dedicated check
fust consulting the refernng physician. lf source at the beginning of each day of
the referring physician or patient cannot use To sausfy the requirement of this '

be reached within 24 hours, the licensee paragraph, the check must be done on a
shall notify the patient as soon as frequently used setting with a sealed
possible thereafter.ne hcensee may source of not less than to microcuries of
not delay any appropriate medical care radium-220 or 50 microcuries of any I

for the patient, including any necessary other photon-emitting radionuclide; i

remedialcare as a result of the (2) Test each dose calibrator for
'

rnisadministration, because of any delay accuracy upon installation and at least
in notification. annually thereaf ter by assaying at least

(4)If the patient was notified. the two sealed sources containing different
licensee shall also furnish, within 15 radionuclides whose activity the
days after discovery of the manufacturer has determined within 5
misedministration. a written report to percent of its stated activity, whose ,

the patient by sending either: activity is at least to microcuries for |
(i) A copy of the report that was radium.220 and 50 microcuries for any

submitted to the NRC; or other photon-emittMg radionuclide, and |

(ii) A brief description of both the at least one of which has a principal
event and the consequences as they may photon energy between 100 kev and 500
affect the patient. provided a statement tcy;

is included that the report submitted to (3) Test each dose cahbrator for
the NRC can be obtained from the linearity upon installation and at least
licensee. quarterly thereaf ter over the range of its

use between the highest dosage that will
be ohnWed w a pah ad W

. nc cxmunere.i i.iephon numt cr or the NRc ,

ue.m
,

oper.w. cear i. t un t su wa

geometry dependence upon installation
over the range of volumes and volume

35 7 April 30,1992
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EDI PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

configurations ior which it will be used. exposure rate by not more than 20 (b) Any byproduct materiallisted in
ne licensee shall keep a record of this percent, and shall conspicuously attach 1135.100 or 35.200 with a half-life not
test for the duration of the use of te a correction chart or graph to the longer than 100 days in individual .

dose calibrator, instrument amounts not to exceed 15 millicuries-
'

'

(c) A licensee shall also perform (c) A licensee shall check each survey (c) Any byproduct materiallisted in*

eppropriate checks and tests required instrument for proper operation with the Ii 35.100 or 35.200 with a half-life longer
dedicated check source es:h day cf use. than 100 days in individual amounts notg by this section followmg adjustment or

* repair of the dose calibrator, A licensee is not required to keep to exceed 200 microcuries each; and
A d Alicensee shallmathematically _ records of these checks. (d) Technetium-99m in Individualf co(rre)ct dosage readings for any g- amounts not to exceed 50 millicuries.
2 geometry or linearity error that exceeds ; (d) A licensee shall retain a record of i3539 Req *mnta W posusabn of

10 percent if the dosage is greater than each survey instrument calibration for ** " " ' * * * * " * &*EY **"'** *-three years he record must include:E10 microcuries and shall repair or (a) Alicensee in possession of any
replace the dose calibrator if the $' (1) A description of the calibrationhal olfo h[r d sti a ety andsco acy or constancy error exceeds 10

-
procedure; and- handling instructions supplied by the

(2)Tyate of the calibration, a manufacturer, and shall maintain the
.

[ea(ch check and test required by thise) A bcensee shall retain a record ofdescnption of the source used and the instructions for the duration of source
certified exposure rates from the source- use n a legible form convenient to users.,

2 section for three years unless directed and the rates 1ndicated by the (b) A licensee in possession of aE otherwise.The records required in instrument be, g calibrated, the sealed source shall:m
h paragraphs (b)(1) through (b)(4) of this c rrection factors deduced from the (1) Test the source for leakage before*
gsection must include: g calibration data, and the signature of the its first use unless the licensee has a
, (1) I'or paragraph (b)(1), the model ; individual who performed the certificate from the supplier indicating

calibration. that the source was tested within sixand serial number of the dose calibrator, a

the identity of the radionuclide a 53s53 uessurernent of months before transfer to the licensee:
contained in the check source, the date ,, radiopharmaceutical dosages. g
of the check, the activity measured, and A licensee shall; (2) Test the source for leakage at*

the initials of the individual who (a) Measure the activity of each intervals not to exceed six months or at
performed the check; radiopharmaceutical dosage that . otherintervals approved by the

(2) f or paragraph (b)(2), the model contains more than to microcuries of a 2 Commission or an Agreement State and
and serial number of the dose calibrator, photon-emitting radionuclide before * described in the label or brochure that
the model and serial number of each medical use; e accompanies the source.
source used and the identity of the (b) Measure the activity of each I (c)To satisfy the leak test
radionuchde contained in the source radiopharmaceutical dosage with a * requirements of this section, the licensee
and its activity, the date of the test, the desired activity of to microcuries or less must;

results of the test, and the signature of of a photon-emitting radionuclide before (1)Tak e a wipe sample from the
the Radiation Safety Officer; medical use to verify that the dosage sealed source or from the surfaces of the

(3) F or paragraph (b)(3). the rnodel does not exceed to microcuries: device in which the sealed source is
and senal number of the dose calibrator, [ mounted or stored on which radioactive

, the calculated activities, the measured ; (c) Retain a record of the contamination might be expected to

g activitier.. the date of the test, and the ; measurements required by this section accumulate or wash the source in a
. signature of the Radiation Safety ; for three years. To satisfy this small volume of detergent solution and

Officer; and requirement, the record must contain treat the entire volume as the sample;
e (4) I or paragraph (b)(4). the rnodel * the: (2)Take teletherapy and other devicew

;;; and serial number of the dose calibrator, h (1) Generic name, trade name, orsource test samples when the source is
the conftguration of the source in the "of!" position; and
measured, the activity measured for abbreviation of the (3) Measure the sample so that the
each volume measured, the date of the radiopharmaceutical, its lot number, and leakage test can detect the presence of
test, and the signature of the Radiation expiration dates and the radionuclide; Ohhes of radioache matenal
Safety Officer. (2) Patient's name, and identification on the sample.

number if one has been assigned (d) A licensee shall retain leakage test
I 35 51 canbretson and check of survey (3) Prescribed dosage and activity of records for five years.The records must
instruments. the d sage at the time of measurement, contain the model number, and serial

(a) Alicensee sf allcalibrate the or a notation that the total activity is number if assigned, of each source
survey instruments used to show less than 10 microcuries; tested, the identity of each source
comphan + w%h this part before first

(4) Date and time of the measurement; radionuclide and its estimated activity,
use, anmi J. and following repair. The g

and the measured activity of each test
hcenne shall. e

(1) Calibrate a?! scales with readings I (5) Initials of the individual who made
sample expressed in microcuries, a

up to 1000 milliren, per hour with a " the record . description of the method used to

radiation source; j3537 Authortzstion for calibration and measure each test sample, the date of

(2) Calibrate two separated readings reference sources. the test, and the signature of the

on each scale that must be calibrated; Any person authorized by 135.11 of
Radiation Safety Officer,

and this Part for medical use of byproduct (c)If theleakage test reveals the

(3) Conspicuously note on the material may receive, possess, and use presence of 0.005 microcurie or more of
removable contamination. the licenseeinstrument the apparent exposure rate the following byproduct material for
shall-

from a dedicated check source as check, calibration, and reference use:
(1)Immediately withdraw the sealed

determined at the time of cahbration. (a) Scaled sources manufactured and source from use and store it in ,

and the date of calibration. distributed by a person licensed accordance with the requirements in >

(b) When calibrating a survey pursuant to i 32.74 of this chapter or
instrument, the licensee shall consider a equivalent Agreement State regulations _,. Parts 20 and 30 of this chapter; and
point as calibrated if the ndicated and that do not exceed 15 millicuries

I

exposure rate differs from the calculated ,,cg

35-8April 30,1992
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35.59(e) PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

(b) To identify its contents, a licensee 3 require that the individual performing~

(2) File a report within five days of the shall conspicuously label each syringe. the survey immediately notify the

leakage test with the appropriate NRC or syringe radiation shield that contains [ Radiation Safety Officer if
Office listed in i 30.0 of this chapter. a syringe with a radiopharmaceutical. : contamination exceeds the trigger level.

g with a copy to Director. Office of Nuclear The label must show the D
LMeterial Safety and Safeguants'. U.S. radiopharmaceutical name or its (b) A licensee shall retain a record of

E Nuclear
~' abbreviation, the clinical procedure to each survey for three years. He record"

Regulatory Commission. Washington, be performed or the patient's name, must include the date of the survey. a

O DC 20555, describing the equipment (c) A licensee shall require each plan of each area surveyed.the trigger

involved the test results, and the action individual who prepares a g level established for each area. the

taken. radiopharmaceutical kit to use a syringe detected dose rate at several points in
radiation shield when preparing the kit p each area expressed in millirem per

- and shall require each individual to use d hour or the removable contamination in
~ a syringe radiation shield when ; each area expressed in disintegrations

administering a radiopharmaceutical by per minute per 100 square centimeters.
(f) A licensee need not perform a injection unless the use of the shield is the instrument used to make the survey

leakage test on the following sources: contraindicated for that patient. or analyze the samples, and the initials
(1) Sources containing only byproduct of the individual who performed thes

material with a half-life of less than 30 5 35.61 vtat shields end iabels. survey.
days; (a) A licensee shall require each

-

~

(2) Sources containing only byproduct individual preparing or handling a vial
that contains a radiopharmaceutical to i35J5 Release of patients containingmatenal as a gas;

,

keep the vial hi a vial radiation shicId.(3) Sources containing too rm.erocunes 'adiopharmaceuticats or permanent
implants,or less of beta or gamraa-emitting (b) To identify its contents. a licensee

material or 10 microcuries or less of shall conspicuously label each vial (a) Alicensee may not authorize
release from confinement for medicalalpha-emittmg matenal; radiation shield that contains a vial of a

(4) Sources stored and not being used. radiopharmaceutical.ne label must care any patient administered a
The licensee shall, however, test each show the radiopharmaceutical name or radiopharmaceutical until either:

(1) The measured dose rate from thesuch source for leakage before any use its abbreviation.or transfer unless it has been leakage- patient is less than 5 millirems per hour
tested within six months before the date p 35Jo surveys for contamination and at a distance of one meter; or

, of use or transfer. and , ambient radiation exposure rate. (2) The activity in the patient is less
; , (5) Seeds of iridium 192 encased in 2 a) A licensee shall survey with a than 30 millicuries.
:: nylon ribbon. % ra(diation detection survey instrument at (b) A licensee may not authorize

the end of each day of use all areas release from confinement for medical(g) A licensee in possession of a Eg

i sealed source or brachytherapy source I where radiopharmaceuticals are care of any patient administered a
shall conduct a quarterly physica' * routinely prepared for use or permanent implant until the measurede

. administered. dose rate from the patient is less than 5inventory of all such sources in its
possession. The licensee shall retain (b) A licensee shall survey with a milbrems per hour at a distance of one
cach inventory record for five y ears. The radiation detection survey instrument at E meter,

Ejnventory records must contam the least once cach week all areas where " g 35.80 Technical requirements that applymodel number of each source, and serial radi pharmaceuticals or
.

to the provision of mobste nuclear medicinenumber if one has been assigned, the radiopharmaceutical waste is stored.
,

,,,ge,,
identity of each source radionuclide and

(c) A licensee shall conduct the A licensee providing mobile nuclear
,

e
its nominal activity, the location of each

sumys, required by paragraphs (a) and medicine service shalhsource and the signature of the
(b) of this section so as to be able 1 (a) Transport to each address of useRadiation Safety Officer. detect dose rates as low as 0.1 millirem only syringes or vials containing[h) A licensee in possession of a per hour. prepared radiopharmaceuticals orsealed source or brachytherapy source

(d) A licensee shall establish radiation radiopharmaceuticals that are intended |
shall measure the ambient dose rates dose rate trigger levels for the surveys for reconstitution ofquarterly in all areas where such required by paragraphs (a) and (b) of radiopharmaceutical kits;sources are stored.This does not apply this section. A licensee shallrequire that (b) Bring into each address of use allto teletherapy sources in teletherapy the individual performmg the survey byproduct material to be used and,units or sealed sources in diagnostic immediately notify the Radiation Safety before leaving. remove all unuseddevices, Officer if a dose rate exceeds a tngger byproduct material and all associated;

(i) A licensee shall retain a record of
level- waste;

each survey required in paragraph (h) of (e) A bcensee shall survey for (c) Secure or keep under constant

; this section for three years. The record removable contamination once each surveillance and immediate control all
; must include the date of the survey, a week all areas where byproduct material when in transit or at

plan of each area that was surveyed, the radiopharmaceuticals are routinely an address of use;a

E measured done rate at several points in prepared for use, administered or (d) Check survey instruments and

; each area expressed in millirem per stored. dose calibrators as described in ii 35.50
hour, the survey instrument used, and (f) A licensee shall conduct the and 35.51, and check all other

the signature of the Radiation Safety surveys required by paragraph (c) of this transported equipment for proper
Officer, section so as to be able to detect function before medical use at each

contamination on each wipe sample of address of use'-
'1 35.60 syringe shields and labets. 2000 disintegrations per minute. (e) Carry a radiation detection survey

; (a) A licensee shall keep syringes that (g) A licensee shall establish meter in each vehicle that is being used

p contain byproduct material to be removable contamination trigger levels to transport byproduct material, and.

$ administered in a radiation shield. for the surveys required by paragraph before leaving a client address of use.

[e)of this section. Alicensee shall survey all radiopharmaceutical areas of
}

35-9 April 30,1992
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PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

use with a radiation detection survey measurements of uptake, dilution, or

meter to ensure that all excretion for which the Food and Drug

radiopharmaceuticals and all associated Administration (FDA) has accepted a
'

waste have been removed: " Notice of Claimed Investigational
Exemption for a New Drug"(IND) or'-

(f) Retain a record of each survey approved a **New Drug Application"~

required in paragraph (e) of this section (NDA).
for three years. The record must include { 35.120 Possession of survey Instrument.
the date of the survey, a plan of each A licensee authorized to use
crea that was surveyed, the measured byproduct material for uptake, dilution,

-
-

~ ,

dose rate at several points in each area and excretion studies shall have in its
of use expressed in millirem per hour, possession a portable radiation i 35.204 Permissible molyt>denum-99

concentration.
the instrument used to make the survey. detection survey instrument capable of
and the initials of the individual who detecting dose rates over the range 0.1 (a) A licensee may not administer to

-performed the survey. millirem per hour to 100 millitern per humans a radiopharmaceutical
containing more than 0.15 microcurie ofhour.

' a
,

$ molybdenum-99 per millicurie of ;" *

f 35.90 Storage of votatiles and gases. k Subpart E-tmaging and Localizat,on
[ technetium-99m.

i a

1 A licensee shall store volatile (b) A licensee that uses molybdenum-n

$ radiopharmaceuticals and radioactive e i 35.200 Use of radiopharmaceuticals, -
99 te ndium-99m generators for'a

: gases in the shipper's radiation shield generators, and reagent Uts for Imaging preparing a technetium-99m i

'
,

; and localization studies.'

- and container. A licensee shall store a radiopharmaceutical shall measure the
multi-dose container in a fume hood (a) A licensee may use any byproduct m lybdenum-99 concentration m each
after drawing the first dosage from it. materialin a diagnostic e uate or extract. j

radiopharmaceutical or any generator or -

i 35.92 Decay-in-storage. reagent kit for preparation and
~

(a) A licensee may hold byproduct diagnostic use of a radiopharmaceutical "[[ [*," *{",'"(* f
^

3 material with a physical half-life of less
contammg byproduct matenal for which a record of each measurement for threc ;

,
,

1 than 65 days for decay-in. storage before
the 1 ood and Drug Admimstration has years.The record must include, for each

'

'

accepted a " Notice of Claimed 0 elution or extraction of technetium-99m,g disposalin ordinary trash and is exempt Investigational Exemption for a New 2 the measured activity of the technetiumfrom the requirements of i 20.301 or, for4. Drug (IND) or approved a New Drug
{ expressed in millicuries, the measured
*

$ licensees implementing the provisions of AppHcati n WDAL activity of the molybdenum expressed in i

il 20.1001-20.2401. 1 20.2001 ~ of this I(b) A licensee shall clute generators microcuries, the ratio of the measuresa

chapter af it: and prepare reagent kits m accordance expressed as microcuries of
n

_.

(1)lloids byproduct material for with the manufacturer s mstructions. molybdenum per millicurie of
.

~

decay a minimum of ten half lives- technetium, the time and date of the I

(2) Monitors byproduct matenal at the measurement, and the initials of the ,

*

container surface before disposal as
~ -

individual who made the measurement.
ordinary trash and determines that its
radioactivity cannot be distinguished >(c)(1) From August 23,1990. to August ] g3 , ,

from the background radiation level 23,1993, a licensee may depart from the
with a radiation detection survey meter manufacturer's instructions for eluting (a) A licensee that adm, misterso

*
radioactive aerosols or gases shall do so

$ set on its most sensitive scale and with generators and preparing reagent kits " I i h a system at w cep
no interposed shielding; for which the Food and Drug h'b 9 ge

Admm,stration (FDA) has approved a g
(3) Removes or obliterates all g New Drug Application,(NDA), by d % Quh nh M h

i
; eradiation labels; and g

following the directions of an authorize ; be directly vented to the atmosphere '

(4) Separates and monitors each ; user physician. through an air exhaust or provide forgenerator column individually with all u

radiation shielding removed to ensure u (2) Nothmg m th.is sect.mn relieves the collection and decay or disposal of the
licensee from complying with other aerosol or gas in a shielded container.that it has decayed to background '

radiation level before disposal. applicable NRC, FDA. and other Federal
or State regulations. -

(b) A licensee shall adm. . ter
,n

irus

I (b) A licensee shall retain a record of ~ *
e

radioactive gases only in rooms that are
each disposal permitted under e at negative pressure compared to
paragraph (a) of this section for three i surrounding rooms.
years.The record must include the date '"

-
E of the disposal, the date on which the
" byproduct material was placed m (c) Before receiving, using, or storing a

storage, the radionuclides disposed, the radioactive gas, the licensee shall
a

survey instrument used, the background calculate the amount of time needed :s
O dose rate, the dose rate measured at the af ter a spill to reduce the concentration

surface of each waste container, and the ; in the room to the occupationallimit
$ ir,ted in Appendix B to Part 20 of thislname of the individual who performed

_the disposal. " chapter.The calculation must be based
" on the highest activity of gas handled in

F Subpart D-Uptake, Dnution, and ~ a single container, the air volume of the
Excretion room, and the measured available air /

g exhaust rate.$ $ 35.100 Use of radiopharmaceuticals (of
(d) A licensee shall make a record of" uptake. dilution and escretion studies. the calculations required in paragraph

E A licensee may use any byproduct (c) f this section that includes the ,

k materialin a radiopharmaceutical and assumpti ns, measurements, and
,

for a diagnostic use involving

35-10October 30,1992
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PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

3 calculations made and shall retain the
N record for the duration of use of the f 35.220 Possession of survey

k cre3. A licensee shall also post the instruments.

E calculated time and safety measures to A licensee authorized to use
I be instituted in case of a spill at the area byproduct materialforimaging and

"bcf use.
localization studies shall have in its
possession a portable radiation

:| detection survey instrument capable of
g detecting dose rates over the range of
a 0.1 millirem per hour,to 100 millirem per
" hour, and a portable radiation'
- measurement survey instrument capable
*

of messaring dose rates over the range 1'
millirem per hour to 1000 millirem per
hour.

~

,i Subpart F-Radiopharmaceuticals for
Therapy

9 35.300 tJse of radiopharmaceuticals for
therapy.
- (a)'A licensee may use any byproduct
material in a radiopharmaceutical and
for a therapeutic use for which the Foodn

7, and Drug Administration has accepted a
A " Notice of Claimed Investigational
E Exemption for a New Drug" [IND). or
$ approved a "New Drug Application"

(NDA).The licensee shall comply with
the package insert instructions regarding
indications and method of
administration.

-

-

i>(b)(1) From August 23,1990. to August
23.1993, a licensee may depart from the
package insert instructions regarding
indications or method of administration
for a radiopharmaceutical for which the -

S Food and Drug Administration (FDA)
y has approved a "New Drug Application"
cc.(NDA). provided that the authorized
R user physician has prepared a written
* directive as required by 5 35.32(a).

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

_

l

|

|

[ (c) A licensee shall check the i 35.310 safety instruction.
3 operation of reusable collection systems (a) Alicenseeihall provide radiation
% each month, and measure the ventilation safety Ivtruction for all personnel
" rates available in areas of radioactive car 5, k.- Ae patient receiving
?, gas use each six months. rr . ;4 4. - .eutical therapy and

35-11 October 30,1992 |
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PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

hospitahred for comphance with ! 35.75 removable contamination is less than , confirm that all sources have been
of this chapter.To satisfy this 200 dismtegrations per minute per 100 2 removed %e licensee may not release
requirement the instruction must square centimeters; and % from confinement for medical care a

3 describe the licensee's procedures for: - (8) Messure the thyroid burden of E Patient treated by temporary implant t

% (1) Patient control; each individual who helped prepare or |Luntil all sources have been removed. A.

e (2) Visitor control; administer s image of lodine-131 within
- (b) A licensee shall retain a record of' (3) Contamination controh three days after administering the

E [4] Weste control; and 8 osage, and retain for the period patient surveys for three years. Eachd
(5) Notification of the Radiation 0 required byPt 20.401(c)(1) of this chapter V rec rd must include the date of the

er or for liccances implementing the ; survey, the name of the patient, the doseSafety Officerin case of the patient's
_ death or medical emergency. $ pr,ovisions of iI 20.1001-20.2401c 2 rate fr m the patient expressed as

millitem Per hour and measured at one* i 20.2100(a) of this ' chapter a record of 6

(b) A licensee shall keep for three years each thyroid burden measurement,its ; meter from the patient, the survey
; a list of individuals receiving instruction date the name of the individual whose

instrument used, and the initials of the
required by paragraph (a) of this section. thyroid burden was measured, and the " "*I * ** '##Y'

e a description of the instruction, the date initials of the individual who made the -

% ofinstruction, and the name of the
measure'ments. I'n,yn["Y-

* * * " ' * * *
* individual who gave the instruction. 2L -

(b) A licensee shall notify the (a) Promptly after removing them from~

Radiation Safety Officer inunediately if a patient, a licensee shall return
| 35.315 Safety precautions. the patient dies or has a medical brachytherapy sources to the storage

(a) I'or each patient receiving emergency. area. and count the number returned to
radiopharmaceutical therapy and i 35.320 Possession of survey ensure that al! sources taken from the
hospitalized for cornpliance with ! 35.75 instrumenta, storage area have been returned.
of this chapter, a licensee shall: A licensee authorized to use (b) A licensee shall make a record of

(1) Provide a private room with a byproduct material for brachytherapy sourt:e use which must
, private sanitary facility:

. radiopharmaceutical therapy shall have include:
; (2) post the patient's door with a in its possession a portable radiation (1)ne names of the individuals
% ** Radioactive Materials" sign and note detection survey instrument capable of permitted to haridle the sources.
a on the door or in the patient's chart

detecting dose rates over the range 0.1 (2) The number and activity of sources
' where and how long visitors may stay in millirem per hour to 100Jnillirem per removed from storage. the patient,sa a= the patient *a room;

,
O hour and a portable radiation ; name and room number, the time and

(3) Authorize visits by individuals % meas,urement survey instrument capable g date they were removed from storage.
under age 18 only on a patient-by- of measuring dose rates over the range 1 a the number and activity of the sourcesa
patient basis with the approval of the - millirem per hour to 1000 millirem per I !".st rap aber the removal, and the
authorized user after consultation with =g - imtials of the individual who removed
the Radiation Safety Officer:

-

Subpart G-Sources for the sources from storage:

Drachytherapy (3) e number and activity of sources
(4) Promptly af ter administration of "" *#' * E' # ''"*#

I 35 400 use of sources forthe dnsage, measure the dose rates in " "" "brachytherapy. *

contiguous restricted sud unter.tricted they were returned to storage. the
areas' with a radiation measurement A licensee shall use the follow.na number and activity of sources in

sources in accordance with the storage after the return, and the initialssurvey instrument to demonstrate
o compliance with the requirements of manufacturer a radiation safety and of the individual who returned the
% Part 20 of this chapter. and retain for handling instruct ns: sources to storage.
*: three years a record of each survey that (a) Cesium-137 as a sealed source in (c)Immediately after implanting
* includes the time and date of the survey, needles and applicator cells for topical, sources in a patient the licensee shall
' a plan of the area orlist of points interstitial. and intracavitary treatment make a radiation survey of the patient,

" surveyed the measured dose rate at fcancen and the area of use to confirrn that no
several points expressed in millirem per (b) Cobalt 60 as a sealed source in sources have been misplaced.The

. hour, the instrument used to make the needles and applicator cells for topical. licensee shall make a record of each'

survey, and the initials of the individual interstitial, and intracavitary treatment _ survey.
-who made the survey. IC8"C"U ~

o
(c) Gold-198 as a sealed source in % (d) A licensee shall retain the records

~ (5) Either monitor material and items seeds for interstitial treatment of cancen =; required in paragraphs (b) and (c) of this
removed from the patient's room to (d) Iridium-192 as seeds encased in " section for three years.
determine that their radioactivity cannot nylon ribbon for interstitial treatment of ;
be distinguished from the natural cancen u
background radiation level with a (e) Strontium-90 as a sealed source in ~l 35 4 to Safety instruction,
radiation detection survey instrument an applicator for treatment of superficial (a)The licensee shall provide
set on its most sensitive scale and with eye c nditions: and radiation safety instruction to all

",, no interposed shielding or handle them (f) lodine-125 as a sealed source in personnel caring for the patient
: as radioactive waste. _ seeds for interstitial treatment of cancer. undergoing implant therapy.To satisfy
; (6) Provide the patient with radiation g- ", this requirement, the, instruction must

safety guidance that will help to keep ro (g) Palladium-103 as a scaled sourte 0 ' describe:a
; radiation dose to household members

k in seeds for interstitial treatment of ; (1) Size and appearance of the
and the pubhc as low as reasonably
achievable before authorizing release of i '- ' ''

' brachytherapy sources:' cancer'
;; (2) Safe handling and shielding

the patient. instructions in case of a dislodgedr l 5.404 Release of patients treated with(7) Survey the patient's room and M source-
private sanitary facility for removable E #"P '*'Y '*P'*"'**

(3) Procedures for patient controh
' contamination with a radiation 2 (a)Immediately after removing the (4) Procedures for visitor control and
detection survey instrument before u: last temporary implant source from a
assigning another patient to the room. e patient, the licensee shall make a
The room must not be rea ssigned until radiation survey of the patient with a

radiation detection survey instrument to
April 30,1992 35-12
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D35.410(a) MEDICAL USE OF BYPRODUCT MATERIALPART 35

k (5) procedures for notification of the rates over the range 1 millirem per hour (b) Making any change in the location
| Radiation Safety Officerif the patient to 10(n adllirem per hour. of the teletherapy unit within the
(dies of has a medical emergency. treath m

a a ed Seces for
I (b) A licensee shall retain for three

(c) Using the teletherapy unit in a
a manner that could result in increased* years a record of individuals receiving

radiation levels in areas outside the3 instruction required by paragraph (a) of I 35.500 Uma of saaled sources for teletherapy treatment room:g this section. a description of the degnoata.
(d) Relocating the teletherapy unit; ora; instruction. the date of instruction, and A licensee shall use the following

oa the iicea=ee. n individual not listed
I'I AU""i"8 a* the name of the individual who gave the sealed soumes in accordance with the

Linmuan. manufacturer s ,adiation safety and ticease <a perfor-ihe
duties of the teletherapy physicist.es , handlm.g instmctions:N | 35.415 safsty precautions.
l sisto sa% insuucuon.k (a) For each patient receiving irnplant (a) pne425. americium.241, or,

(a) A licensee shall post instructionsgadohmum-153 as a sealed source in a
h.o; therapy. a licensee shall: device for bone mineral analysis; and at the teletherapy unit console.To

(1) Not quarter the patient in the same (b) lodine-125 as a scaled source in a satisfy this requirement. these
room with a patient who is not receiving portable imaging device. Instructions must inform the operator oE

g radiation therapy unless the licensee (1)The procedure to be followed to
Q can demonstrate compliance with the l 35.m hanabuMy of sumy instmnwnt. ensure that onty the patient is in thea

e' requirements of i 20.105(h) or, for licensees A licensee authorized to use % treatment room before turning the
6 implementing the provisions of byproduct material as a sealed source E primary beam of radiation on to begin a
8 1120.1001-20.2401.120.1301(a) of this for diagnostic purposes shall have [ treatment or after a door interlock

chapter at a distance of one meter from available for use a portable radiation interruption:
the implant; detection survey instrument capable of (2)The procedure to be followed if:

*

".techn8 =e rates m er8nRe (i) The opuator is unable to turn the(2) post the patient's door with a millirem per hour to 100 millirem per primary beam of radiation off with" Radioactive Materials" sign and note hour or a portable radiation controls outside the treatment room oron the door or in the patient's chart
3 where and how long visitors may stay in measurement sumy mstrument capable any other abnormal operation occurs;

d measuring dose rates over the range 1 andA the patierts room:
. em pyr haur to 1000 millirem per (iij -he names and telephone numbers3) Authorite visits by individuals 0 nu

' un(der age 18 only on a patient.by-
n

" n ur e mstmment must have been of the authorized users and Radiation

Epatient basis with the approval of the g cabbrated m accordance with ! 35.51 of Safety Officer to be immediately
this part. contacted if the teletherapy unit orauthorized user after consultation with ;;

c nsole operates abnormally.the Radiation Safety Officer; and Subpart l-Teletherapy (b) A licensee shall provideI (4) promptly after implanting the instruction m the top.ics identified m'. . .

material, survey the dose rates in i 35.600 Use of a sealed source in a
conti uous restricted and unrestricted teletherapy unit. paragraph (a) of this section to all

8
. mdividuals who operate a teletherapy

areas with a radiation measurement The regulations and provisions of this unit'
, survey instrument to demonstrate subpart govern the use of teletherapy _

* comphance with the requirements of units for medical use that contain a
E part 20 of this chapter, and retain for sesled source of cobalt 44 or cesium-137. F ici ^ hcensee shati reiain rer three

years a record of individuals receivmgthree years a record of each survey that o
a

includes the time and date of the survey. 6 35.605 Maintenance and repair ; instruction required by paragraph (b) of'

2 a plan of the area or list of points 'estricuona. p this section a description of the
suneyed, the measured dose rate at Only a person specifically licensed by ; instruction, the date of instruction. and

the name of the individual who gave theseveral points expressed in millirem per the Commission or en Agreement State n

hour the instrument used to make the to perform teletherapy unit maintenance Liasir ciioa-
survey. and the initials of the individual and repair shall: -

who made the survey. -

(allnstall relocate. or remove a 5 35.6 t5 safety precauuons.
- (5) provide the patient with radiation teletherapy scaled source or a

(a) A licensee shall control access tosafety guidance that will help to keep teletherapy unit that contains a sealed the teletherapy room by a door at each
radiation dose to household members source; or

entrance.
and the public as low as reasonably (b) Maintain, adjust. or repair the (b) A licensee shall equip each
achievable before releas,ing the patient source drawer. the shutter or other entrance to the teletherapy room withaf the patient was admmistered a mechanism of a teletherapy unit that an electricalinterlock system that will;
permanent implant- could expose the source. reduce the (1) prevent the operator from turning

(b) A licensee shal1 n shielding around the source, or result in % the primary beam of radiation on unless
7. Radiation Safety Off otify theicer immediately if increased radiation levels, g each treatment room entrance door is

the patient dies or has a medical a
CI0 sed;" emergency. 635.606 Ucense amendments. u

E in addition to the changes specified in I. (2) Turn the primary beam of radiation
imm ate y.when an entrance door. -_.5 35A20. Possession of survey instrument. =

_ 7 135.13 of this part, a licensee shall . _ is opened; andA bcensee authorized to use apply for and must receive a license
byproduct material for implant therapy amendment before: (3) prevent the primary beam of

radiation from bemg turned on followingshall have in its possession a portable (a) Making any change in the " " " ' " " "" "' ""radiation detection survey instrument treatment room shielding; treatment room entrance doors arecapable of detecting dose rates over the
range 0.1 milkrem ocr hour to 100 closed and the bearn on-off controlis
milbrem per hour and a portable reset at the cont. ole.
radiation measurement survey
instrument capable of measurmg dose ;

1

35-13 April 30,1992 |
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PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

(c) A bcensee shall equip each /, l 35.630 Dostmetry equipment the correction factor that was
entrance to the teletherapy room with a 2 (a) A licensee shall have a calibrated deteimined from the calibration or
beam condition indicator light. k dosimetry system available for use.To comparison or the apparent correction

(d) A licensee shallinstallin each 5 satisfy this requirement.one of the factor that was determined from an !
g

'

teletherapy room a permanent radiation "{following Iwo conditions must be met. intercomparison. the names of the
individuals who performed themonitor capable of continuously (1) %e system must have beenr-
** """*I"I*'*"'"E***"*"snonitoring beam status. calibtsted by the National Institute of' C mperison. and evidence that the(1) A radiation monitor must provide Standards and Technology '" **E''"'"" 8***visible notice of a teletherapy unit or by a calibration laboratory san ne yaca su nlaboratory% malfunction that results In an exposed accredited by the American Association r radiologic phyncs center accredited

{ or partially esposed source, and must be of Physicists in Medicine (AAPM). %e ^, observable by an individual entering the calibration must ha ve been performed
j leletherapy roorn. within the previous Iwo years and after i 35.632 Futt caHbration measurements.

|2] A radiation monitor must be any servicing that may have affected (a) A bcensee authorized to use a*

equipped with a backup power supply system calil ration; or teletherapy unit for medical use shall/ i
separate from the power supply to the (2) The system rnust have been perform full cabbration measurements
teletherapy urut.His backup power calibrated within the previous four on each teletherapy unit:
supply may be a battery system- years; eighteen to thirty months after (t) Defore the first medical use of the

(3) A radiation monitor must be that calibration, the system must have unit; and
checked with a dedicated check source been intercompared at an (z) liefore medical use under the
for proper operation each day before the intercomparison meeting with another following conditions:
teletherapy unit is used for treatment of dosimetry system that was cabbraled li) Whenever spot-check
pa tient s. within the past Iwenty-four months by measurements indicale that the output

7 theNational Institute of Siendards and differs by more than 5 percent from the

(4) A licensee shall maintain a record Technology or by output obtained at the last full
of the check required by paragraph " a calibration laboratory accredited by calibration corrected mathematically for

7 [d)(3) of this section for three years The E the AApM. The intercornparison radioactive decay;

E record must include the date of the $ meeting must be sanctioned by n (ii) following replacement of the
2 check, notation that the monitor cabbration laboratory or radiologic source or following reinstallation of the

teletherapy unit in a new locahon;h indicates when its detector is and is not physics center accredited by the AApM. a

exposed. and the initials of the %e results of the intercomparison ; (iii) foil wing any repair of the*

individual who performed the check. meeting must have indicated that the % teletherapy unit that includes removal of

_ calibration factor of the hcensee's a the source or major repair of the

(5)If a radiation monisor is system had not changed by more than 2 i cornp nents associated with the source
inoperable. the licensee shall require percent. The licensee may not use the exposure assembly: anda

any individual entering the teletherapy intercompaiison result to change the (3) At intervals not ercreding one

Y'''' l.room to use a survey instrument or calibration factor. When intercompa ring
M " 5865I IN requyement ofYaudible alarm personal dosimeter to dosimetry systems to be used for

paragraph (a) of un.s sectmn. fuH
monitor for any malfunction of the calibrating cobalt 40 leletherspy units.
source caposure rnechanism that may the licens,e shall use a teletherapy unit '"U'"N ".rnessurements must include

deterin natsor of
result in an exposed or partially with a cobal160 source. When
caposed source.%e instrument or intercompan,ng dosimetry systems to be

the ranee of field sites and for thedosimeter must be checked with a used for calibrat ng cesium 137 distance or range of distances used for
dedicated c. heck source for proper teletherapy urutt the licensee shall use
operation at the beginning of each day a teletherapy unit with a cesiun-137 ," coincidence of the radiation

'" ';

; of use. The licensee shall 5 eep a recurd field and the field indicated by the lightsource.

., as descnbed in paragraph (d)[4] of this
- (b) ne licensee shall have available (3)The uniformity of the radiation

beam localizing device:
, section.

(0) A licensee shall promptly repair or for use a dosimetry systern for spot- field at d its dependence on the=

; replace the radiation monitor if it is check measurements.To satisfy this orientation of the useful beam;
inoperable. requirement. the system may be (4) Timer constancy and linearity over '

(e) A licensee shall construct or equip compared with a system that has been the range of use;
each teletherapy room to perrnit calibrated in accoroarce with paragrsph D) On.off error; and -

continuous observation of the patient (a) of this section.nis comparison mus' (0)he accuracy of all distance
from the teletherapy unit console during have been performed within the measuring and localization devices in
irradiation. previous year and after each servicing medical use.

; that may have affected system (c) A licensee shall use the dosimetry
( 35.670 Posaession of survey instrument 3 calibration.The apot. check system may system described in i 35.630(a) to

A licensee authorized to use [ be the same system used to meet the measure the output for one act of
requirement in paragraph (a) of this exposure conditions.%e remainingbyproduct material in a 1eletherapy unit k

shall have in its possession either a ; sect on. radiation measurements required in
portable radiation detection survey (c)The licensee shall retain a record paragraph (b)(1) of this section may be
instrument capable of detecting dose of each cahbration. intercomparison. made using a dosimetry system that
rate over the range 0.1 millirem per hour and comparison for the duration of the indicates relative dose rates.
to 100 milbrern per hour or a portable bcense. For each calibration.
radiation enessurement aufvey intercomparison or comparison, the
instrument capable'of measuring dose record must include the date, the model

rates over the range 1 millirem per hour numbers and serial numbers of the
to 1.000 rnillirein per hour. instruments that were calibrated.

intercompared. or compared as required
by paragraphs (a) and (b) of this section.
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35.632(d) 35.641(a)
PART 35 a MEDICAL USE OF BYPRODUCT MATERIAL

~

(2) On-off error: ne record must include the date of the

pid) Alicensee shallmake full (3)ne coincidence of the eadiation spot-check, the manufacturer's name,

calibtstion messurements required by field and the field indicated by the light model number, and serial number for

paregraph (a) of this section in beam localizing device; both the teletherapy unit and source, the

accordance with either the procedures (4)ne accuracy of all distance manufacturer *a name, model number

recomrnended by the Scientific measuring and locahzation devices used and serial number of the instrument
Committee on Radiation Dosimetry of for medical use; used to measure the output of the

the American Association of Physicists (5)%e output for one typical set of teletherapy unit. an assessment of timer

in Medicine that are described in operating conditions measured with the linearity and constancy, the calculated

rhysics in Medicine and Biology Vol. ,, dosimetry system described in , on-off error, a determination of the
to. No. 3.1971. pp. 34390, or by Ta sk g i 35.630(b) of this part; and g coincidence of the radiation field and <

Croup 21 of the Radiation Therapy : (6)De difference between the ; the field indicated by the light beam
Committee of the American Association a rnessurement made in paragraph (b)(5) a localizing device. the calculated on-off

E of Physicists in Medicine that are ' of this'section and the anticipated ' error, the determined accuracy of each

3 described in Medico / Physics Vol.10 E output, expressed as a percentage of the O distance measuring or localization
er No. 6.19a3. pp. 74t-773, and Vol.11. No. anticipated output (i.e, the vstue device, the difference between the

[ 2.1984 p. 213. (floth of these referencer obtained at last full calibration anticipated output and the measured
* have been approved for incorporation corrected mathematically for physical output, notations indicating the

by reference by the Director of the decay). operability of each entrance door
Federal Register. Copies of the (b) A licensee shall perform electrical interlock, each electrical or

skicuments are available for inspection at measurements reryuired by paragraph (a) mechanical stop, each beam condition

the NRC Library.7920 Norfolk Avenue. of this section in accordance with indicator light. the viewing system and
Dethesda. Margland 20811 Copies of the procedures established by the doors, and the signature of the

documents are also on fde at the Office of teletherapy physicist. That individual individual who performed the periodic
the l'ederal Register. t wo L Street NW. need not actually perform the spotcheck spot-check.
Ronm innt. Washington. DC 20408. A measurements. Z
notire uf any change in the material will i 35.636 Safety checks for teletherapy
be puhhshed in the f ederal Regisler) (c) A licensee shall have the ,'** !teletherapy physicist review the results

_

$ of each spot. check withir 15 days.The (a) A bcensee shall promptly check all
systerns listed in 135 634(d) for proper9 teletherapy physicist shall promptly ,

function after each installation of a
_ Ic) A bcensee shall correct er notify the licensee in writing of the j

rnathematically the outputs determined ' results of each spot. check. The licensee g teletherapy source and after making any
; change for which an amendment is0in paragraph (b)(1) of this section for

| shallkeep a copy of each written required by i 35.000 (aj-(d).a
physical decay for intervals not notification for three years
esteeding one month for cobalt.00 or six L (b)If the results of the checks required*

months for cesium-137 ~ (d) A bcensee authorized to use a ;; in paragraph (a) of this section indicate
the malfunchon of any system specif ed

(f) F ull calibration measurements teletherapy unit for medical use shall
m i 35 c34(d). the licensee shalllock therequired by paragraph (a) of this section perform safety spot-checks of each 0""I'"I C*"*"Ie m the off position and fand physical decay certections required teletherapy f acihty once in each n ( use & un.d except as inay beby paragraph (e) of this section must be calendar month that assure proper
"'''''*'7 '" repair. replace or checkperformed by the licensee's teletherapy operation of:

_the malfunct.ionmg system.physicist |t) Electricalinterlocks at each(g) A licensee shall reta.m a record of teletherapy room entrance.
(c) A licensee shall retam for three

.

each calibration for the duration of use (2) Electrical or mechanica' stops yea : a rec rd of the facility checksof the teletherapy unit source.The installed for the purpose of I miting use g i Howmg instaHat,i n f a e urce/therecord must include the date of the of the prirnary beam of rar' ation g record must include notations indicatingg calibration. the manufacturer's name. (restriction of source honing angulation the operability of each entrance door
[ model number and serial number for or elevation. carriage or stand travel

g" interi ck. each electncal or mechanicalboth the teletherapy umt and the source. O and operation of the acam on-offa et p.each beam condition indicatorthe model numbers and serial numbers " mechanism): light. the viewing system. and doors. andg
of the instruments used to calibrate the E (3) Deam condi' ion indicator lights on the signature of the Radiation Safetyteletherapy unit. tables that describe the ;; the teletherapy unit, on the control
output of the umt over the range of field console and in the facility.

~

'"'

sires and for the range of distances used (4) Viewing systems:
in radiation therapy, a determination of

(5) Treatment room doors from inside
5 35.641 Fladiation surveys for teletherapy

the comcadence of the radiation field and outside the treatment room; and 8 *CM"-

and the field indicated by the light beam (8) Electrically assisted treatment (a) Before medical use, after each
locah ing device. an assessment of timer room doors with the teletherapy unit installation of a teletherapy source, and
I nean?ty and constancy the calculated electrical power turned off. ~ after making any change for which an
on off error, the estimated accuracy of (e) A licensee shall arrange for prompt " amendment is required by 135.00G (al-
each distance measurirg or localization repair of any system identified in % (d) the licensee shall perform radiation
device, and the signature of the paragraph (d) of this section that is not a surveys with a portable radiation
teletherapy physicist. operating properly, and shall not use the '. measurement survey instrument

,

i a5 $34 periodic spot < beds. teletherapy unit following door interlock T cabbrated in accordance with i 35.51 of

(a) A licens'ce authorized to use
malfunction until the interlock system this part to verify that:

teletherapy units for medical use shall has been repaired (t)The maximum and average dose ,

''''' '' *"' "''" I'"* the t eleth er a py

perform output spot-checks on each 2 source with the source m. the off position
I (f) A licensee shall retain a record ofteletherapy unit once in each calendar and the colhmators set for a normal

month that include determination of: each spot-check required by paragraphs
treatment field do not exceed 10

(1) Timer constancy, and timer { (a) and (d) of this section for three years.
Ilinearity over the range of use; ;
|
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PART 35 MEDIC AL USE OF BYPRODUCT MATERIAL
I 35 " "*#'"*" 6''' 'N *'''-

| before beginning the treatment program Except as provided in i 35.901, the| m.dlirem per hour and 2 millirem per the licensee shall:
g hour,respectively;and g (1) Either equip the unit with stops or licensee shall require en Individual

g (2) With the teletherapy source in the g dd additional radiatlon shielding to fulfilling the responsibilities of the
a

, en position with the largest clinically E ensure compliance with 120.105(b)of this Radiation Safety Officer as provided in
w available treatment field and with a ' chapter or, for licensees implementing the 135.32 to be an individual who:
. scattering phantom m the primary beam R (a)is certified by:provisi ns of li 203001601-

in Comprehens, Board of IIcalth Physics[ of radiation, that. (1) American
Iive liealth Physics:
'

- (1) Radiation dose quantities per unit - (2) Perform the survey required by (2) American Board of Radiology:
time In restricted areas are not likely to (3) American Board of Nucleer j
cause personnel exposures in excess of f 35.041 again; and

d e
the limits specified in i 20.101 or. (3) include in the report required by d Sh b

135fA5 the results of the initial survey.

f ;for licensees implementing thepMvisions of 1I 20.1001-20.2401,120.1201a description of the modification made eay ed c e]g

of th!s chapter:and to comply with paragraph (a)(1) of tlus Specialties in Nuclear Pharmacy; ora
section, and the results of the second

E (ii) Radiation dose quantities per unit (b) Has had classroom and laboratory

R time in unrestricted areas do not exceed 1""U ' training and experience as follows:

the limits specified in i 20.105(b) - (b) As an alternative to the (1) 200 hours of classroom and
requirements set out in paragraph (a) of laboratory tralning that includes: ,

or, for licensees implementing the this section, a licensee may request a (i) Radiation physics and
provisions of 15 201001-20.2401, t 20.1301 license amendment under i 20.105(a) or, instrumentation;
of this chapter. for licensees implementing the provisions (ii) Radiation protection;

of !! 201001-20.240t, i 20.1301(c) .of (iii) Mathematics pertaining to the use"" o
(b)If the results of the surveys

, g this chapter that authorizes radiation and measurement of radioactivity;
required in paragraph (a) of this section O levels in unrestricted areas greater than (iv) Radiation biology; and
indicate any radiation dnse quantity per E those pennitted by 120.105(b)of this (v) Radiopharmaceutical chemistry;
unit time in excess of the respec!4ve 8"do. chapter or, for licensees implementing the" limit specified in that paragraph, the (2) One year of full time experience as

% licensee shalllock the controlin the off
pr visi ns f 15 20.1001-20.2401. g g,,
120.1301(a) of this chapter. A medicalinstitution under theg position and not use the unit: licensee may not begm the treatment supervision of the individualidentified .II) ExcePI *s may be necessary to 'program until the license amendment as the Radiation Safety Officer on a

-

* repair, replace, or test the teletherapy as een issud '

unit shielding or the treatment room % Commission or Agreement State license
shieldmg, or 135.sa5 rieports of teletherapy surveys, O that authorizes the medical use of

[ check s, tests, and measurements. { byproduct material, or
(c) De an authorized user identified on

3 (2) Until the licensee has received a A licensee shall mail a copy of the w

4 specific exemption pursuant to i 20.501 records required in il 35.636,35441. ; the hcensce's license.
" or, for hcensees implementing the 35f43. and the output from the i35301 Training for espertenced

namahon satet@cen .

A provisions of li 20.100t-20.2401.5 201301 teletherapy source expressed as
O of this chapter. roentgens or rads per hour at one meter An individualidentified as a

T from the source and determined during Radiation Safety Officer on a

(c) A bcensee shall retain a record of the full calibration required in i 35.632, Commission or Agreement State license t

the radiation measurements made to the appropriate Commission Regiona! before October 1,1980 peed not comply

following installation of a source for the Office listed in i 30.6 of this chapter with the training requirernents of

duration of the license.The record must within thirty days following completion i 35m
include the date of the measurements, of the action that initiated the record 5 35.910 Training for uptake, duetto<t, and

'8C'etion studies.
the reason the survey is required, the requirement.

Except as provided in il 35.970 andmanuheturer's name, model number j 35.647 Five-year inspection.ce

and serial number of the teletherapy 5 (a) A licensee shall have each
35.971, the licensee shall require the
authorized user of aunit. the source, and the instrument used " teletherapy unit fullyinspected and radiopharmaceutical in 135.100(a) to be

,, to measure radiation levels, each dose E serviced during telethere y source a physician who:
;;; rate measured around the teletherapy - replacement or at interve s not to (a)ls certified ,n:i,N*
8 source while in the off position and the exceed five years, whichever comes N * * ' * * "* ' A ** ""
g average of all measurements, a plan of first, to assure proper functioning of the

'' " "' "'
. the areas surtounding the treatment source exposure mechanism. agn s ra gy b b ,

" reorn that were surveyed, the measured (b)This inspection and servicing may Amencen Board of Radiology; or
dose rate at several points in each area

# f ""'d bY P'f8 8 ,

"1 b* E{y bcensed to do so by the (3) Diagnostic radiology or radiology
expressed in milbrem per hour, the speci icag by the American Osteopathic Board of
calculated maximum. 9uantitY of Commission or an Agreement State.

.
* EIradiation over a penod of one week for ^ I *nsee shall keep a record of (b)Ilas had classroom and l'aboratory

each restricted and unrestricted area + the spect on and servicing for the training in basic radioisotope handlingi
and the signature of the Radiation duration of the licens,e.The record must tec}miques applicable to the use of
Safety Officer- conta,m the inspector s name, the prepared radiopharmaceuticals, and

inspector's license number, the date of supervised clinical experience as535.643 Wodification of teletherapy unit
inspection, the manufacturer's name and yogiows:

or room t>efore t>eginning a treatment - model number and serial number for (1) 40 hours of classroom and
' ^ '

program.
both the teletherapy unit and source, a laboratory training that includes: i

[ (allf the survey required by i 35fA1 list f c mp nents inspected, a list of (i) Radiation physics and
o indicates that an individual in an M9 neDI 8 C 8n type instrumentahon;
k unrestricted asea may be exposed to service, a list f c mp nents replaced. (ii) Radiation protection:
a levels of radiation greater than those "" ** * * *E I "" "" " E*'I'*I"8 * * " ' '
E pennitted by 120105[b] or, for licensees
$ implementmg the provisions of Subpart J-Training and Experience and measurement of radioactivity; >

i )Ra ao Ig nd
li 20.1(01-20 2401. I 20.1301 of this chapter. F1equirernents

35-16 and
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PART 35 MEDICAL USE OF BYPRODUCT MATEntAL
>

(2) 20 hours of supervised dinical checks for proper operation of survey (2) Supervised dmical experience
experiene under the supervision of an meters; under the supervision of an authorized

authorized user and that includes: (iii) Calculating and safely preparing user at a medicalinstitution that
(i) Examining patients and reviewing patient dosages; includes: y

thstr case histories to determine their [iv) Using administrative controls to (i) Use of lodine-131 for diagnosis of
I

suitability for radioisotope diagnosis, prevent the misadministration of thyroid function and the treatment of '

limitations, or contraindications; byproduct material; hyperthyroidism or cardiac dysfunction
(ii) Selecting the suitable (v) Using procedures to contain spilled in 10 individuals; and

rcdiopharmaceuticals and calculatin8 byproduct material safely and using (ii) Use of iodine-131 for treatment of
and measuring the dosages: proper decontamination procedures: snd thy old carcinoma in 3 individuals,

(iii) Administering dosages to patients (vi) Eluting technetium 49m from 32 WalninWhaunantof ;
end using syringe :ediation shielda: generator systema, measudng and '

(iv) Collaborating with the authorized testing the eluate for molybdenum-99 Except as provided in 135.970, the
user in the interpretation of radioisotope and alumina contamination, and licensee shall regule the authorized
test results: and processing *he elunte with reagent kits user of only iodine-131 for the treatment

(v) Patient followup: or to prepare tedmetium-99m labeled *I hyperthyroidism to be a physician
(c) lias successfully completed a six- radiopharmaceuticals; and with special experience in thyroid.

,

month training program in nuclear (3) 500 hours of supervised clinical nase w has had dassroom and
medicine as part of a training program experience under the supervision of an laboratory training in basic radioisotope

|

,

that has been approved by the authorized user that includes: handling techniques applicable to the .

Accred tation Council for Graduate (i) Examining patients and reviewing "" " ** ' #** ^8
. |Medical Education and that included their case histories to cetermine their II*W "" ' " * "

**P'"*"'***'ji"".'"P*classroom and laboratory training, work suitability for radioisotope diagnosis, '

experience, and supervised clinical limitations, or contraindications: (a) 80 hours of classroom and
experience in all the topics identified in (i ) Se ecting the suita laboratory training that includes:e

paragraph (b) cf tlu,s sect,on. radiopharmaceuticals and calculatin8 (1) Radiation physics and
and measuring the dosages; instrumentation;j 35.920 Traininq for imaging and

localization studies. (iii) Administering dosages to patients (2) Radiation protection,
and using syringe radiation shields: (3) Mathematics pertaining to the use :

Except as provided in i 35.970 or
* 35.971, the licensee shall require the (iv) Collaborating with the authorized , and measurement of radioactivity; and~

0 authorized user of a ; user in the interpretation of radioisotope ; (4) Radiation biology; and
E radiopharmaceutical, generator, or % test results: and g (b) Supervised clinical experience

(v) Patient followup: or under the supervision of an authorizedrK~ reagent kit in i 35.200(a) to be a g
user that includes the use of iodine-131I physician who: I (c)llas successfully completed a six- a

= month training program in nuclear ;; for diagnosis of myroid function. and the
(a)is certified in: medicine that has been approved by the treatment of hyperthyroidism in 10

'*

(1) Nuclear medicine by the American
Board of Nuclear Medicine: Accreditation Cancil for Graduate individuals.

(2) Diagnostic radiology by the Medical Education and that included
American Ibard of Radiology: or classroom and laboratory training, work

(3) Diagnostic radiology or radiology experience, and supervised c!mical 35 9 th
by the American Osteopathic Board of experience in all the topics identified in sjm i
Radiology; or paragraph (b) of th,s section. g ggi

(b)1las had classroom and laboratory { 35.930 Training for therapeutic use of of thyroid carcinoma no be a physician
trammg m basic radioisotope handling radiopharmaceuticals- with special experience in thyroid
techniques applicable to the use of Except as provided in i 35.970, the disease who has had classroom and
prepared radiopharmaceuticals. licensee shall require the authorized laboratory training in basic radioisotope

user of radiopharmaceuticals in i 35.300 handling techniques applicable to the"

t be a physician who: use of iodme-131 for treating thyroidwo L e p r ence a su se

clinical experience as follows: (a)Is certified by: carcinoma, and supervised clinical
(1) 200 hours of classroom and (1)ne American Board of Nuclear exPenence as follows:

laboratory training that includes: (a) 80 hours of classroom andMedicine; or
(i) Radiation physics and (2) ne American Dourd of Radiology laboratory traimng that includes:

. (1) Radiation physics andinstrumentation in radiology or therapeutic radiology; or(ii) Radiation protection; matrumentation:
(iii) Mathematica pertaining to the use (b)lias had classroom and laboratory (2) Radiation protection:

and sneasurement of radioactivity; training in basic radioisotope handling (3) Mathematics pertainm.g to the use
(iv) Radiopharmaceutical chemistry; techniques applicable to the use of and measurement of radioactivity; and )therapeutic radiopharmaceuticals, and i lo and

supervised clinical experience as h4 Radia on
and

(v) Radiation biology; and .

follows: under the supervision of an authorized |(2) 500 hours of supervised work
experience under the supervision of an (1) 80 hours of classroom and user that includes the use of iodine-131 i

authorized user that includes: laboratory training that includes: for the treatment of thyroid carcinoma
(i) Ordering, receiving. and unpacking (i) Radiation physics and in 3 individuals.

radioactive materials safely and instrumentation: |

performing the related radiation (ii) Radiation protection; I 35.940 Tratrdng for use of teschytherapy
Wi) Mathematica pertaining to the use sources. , _ j

surveys;
(ii) Calibrating dose calibrators and and measurement of radioactivity; and Except as provided in i 35.970. the i

diagnosticinstruments and performh g (iv) Radistion biology; and licensee shall require the authorized

|

|'
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PART 35 MEDICAL USE OF BYPRODUCT MATERIAL

user of a brachytherapy source listed in (ii) Selecting the proper brachytherapy (1) Radiation physics, mathematics
i 35.400 for therapy to be a physician sources and dose and method of pertaining to the use and measurement
who: administration; of radioactivity, and instrumentation: #

(a)is certified in: (iii) Calculating the done; and (2) Radiation biology; i(1) Radiology or therapeutic radiology (iv) Post-administration followup and (3) Radiation protection: and
by the American Board of Radiology;

nview of case histories in co!!aboration (4) Training in the use of the device
(2) Radiation oncology by the

w th the authorized user. for the uses requested.
American Osteopathic Board of
R:diology; I 35.941 Training for ophthalmic use of f3 ha g % therapy.

(3) Radiology, with specialization to strontium-so. Except as provided in 435.970. the
r:diotherapy, as a British " Fellow of the Except as provided in i 35s70 the licensee shall require the authorized
Feculty of Radiology" or " Fellow of the licensee shall require the authorized user f a sealed source listed in i 35.600Royal College of Radiology"; or user of only strontium-90 for ophthalmic in a teletherapy unit to be a physician

(4)%erapeutic radiology by the radiotherapy to be a physician who is in who:
Canadian Royal College of Physicians the active practice of therapeutic (a)Is certified in:
and Surgeons; or radiology ot ophthalmology, and has (1) Radiology or therapeutic radiology

(b)is in the active practice of had classroom and laboratory training by the American Board of F ediology:
therapeutic radiology has had in basic radioisotope handling (2) Radiation oncology by the
classroom and laboratory training in techniques applicable to the use of American Osteopathic Board of
radioisotope handling techniques strontium-90 for ophthalmic Radiology;
applicable to the therapeutic use of radiotherapy, and a period of supervised (3) Radiology, with specializat on in
brachytherapy sources supervised work clinical training in ophthalmic radiotherapy, as a British " Fellow of the
experience, and supervised clinical radiotherapy as follows: I aculty of Radiology" or " Fellow of the
experience as follows:

(a) 24 hours of classroom and Royal College of Radiology"; or
(1) 200 hours of classroom and

laboratory training that includes: laberatory training that includes: '''E*## #' 8Y N D.

instrumentation;
. (1) Radiatg.n physics and

Canadian Royal College of Physicians
(i) Radiation physics and

.

,md Surgeons; or" "
. (b)is in the active practice of

(ii) Radiation protection; (2) Radiation protection; therapeutic radiology, and has had
(iii) Mathematics pertaining to the use (3) Mathematics pertaining to the use classroom and laboratory training in

and rneasurement of radioactivity; and and measurement of radioactivity; and basic radioisotope techniques applicableg (iv) Radiation biology; g (4) Radiation biology o, to the use of a sealed source in a
: (2) 500 hours of supervised work (b) Supervised clinical training in ; teletherapy unit, supervised work

experience under the supervision of an ophthalmic radiotherapy under the X experience, and supervised clinical
a a

[ authorized user at a medicalinstitution | supervision of an au'horized user at a e experience as follows:
that includes: - medicalinstitution that includes the use I (1) 200 hours of classroom and*

[i) Ordering. receiving. and unpackmg of strontium-90 for the ophthalmic = laboratory training that includes:
*

radioactive materials safely and treatment of five individuals that (i) Radiation physics and
performing the related radiation includes: instrumentation:
surveys: (1) Exammation of each individual to (ii) Radiation protection;

(ii) Checking survey meters for proper be treated; (iii) Mathematics pertaining to the use
operation;

(2) Calculation of the dose to be and measurement of radioactivity; and
(iii) Preparing, implantmg. and administered; (iv) Radiation biology:

removing sealed sources;
(iv) Maintaining running inventories D) Administration of the dose; and (2) 500 hours of supervised work

of material on hand; (4) Followup and review of each experience under the supervision of an

(v) Using administrative controls to individual s case history. authorized user at a medicalinstitution
that includes:

prevent the udsadministration of j 35.950 Training for use of sealed (i) Review of the full calibrationbyproduct matericl; and sources for diagnosis, incasurements and periodic spot checks;(vi) Using emergency procedures t
Except as provided in i 35.970, the (ii) Preparing treatment plans and

control byproduct mnwah and . . licensee shall require the authorized calculating treatment times;
(3)Three years of supervised clmical

experience that includes one year in a user of a sealed source in a device listed (W Usyg admuustrative controls to

formal training program approved by the in i 35.500 to be a physician. dentist. or prevent nusadnumstrations;
( I pkmenting emergencyResidency Review Committee for Podiatrist who.-

procedures to be followed in the event
Radiology of the Accreditation Council (a) Is certified .m:
for Graduate Medical Education or the (1) Radiology, diagnostic radiology, or of the abnormal operation of a

, teletherapy unit or console; and
Committee on Postdoctoral Training of therapeutic radiology by the American
the American Osteopathic Association, il ard of Radiology; (v) Checking and using survey meters;

and
and an additional two years of clinical (2) Nuclear medicine by the Amencan (3) Three years of supervised clinical
experience in therapeutic radiology Board of Nuclear Medicine; or

experience that includes one year in a
under the supervision of an authorized (3) Diagnostic radiology or radiology formal training program approved by the
user at a medical institution that by the American Osteopathic Board of Residency Review Committee for
includes: Radiology; or Radiology of the Accreditation Council

(i) Examining individuals and (b) Has had a hours of classroom and for Graduate Medical Education or thereviewing their case histories to laboratory training in basic radioisotope Committee on Postdoctoral Training ofdetermine their suitability for handling techniques specifically the American Osteopathic Association
brachytherapy treatment, and any applicable to the use of the device that and an additional two years of clinicalhmitations or contraindications; includes: experience in therapeutic radiology

April 30,1992 35-10
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MM PART 35. MEDICAL USE OF BYPRODUCT MATERIAL

under the supervision of an authorized within the five years preceding the date issDet criminal perumes.
,

user at a medical institution that of application or the individual must (a)Section 223 of the Atomic Encegy
includes:

.

have had related continuing education Act of1954. as amended. provides for
(1) Examining individuals and and esperience since the required criminal sanctions for willful violation

reviewing their case histories to training and experience was completed. ef, attempted violation of, or conspiracy
determine their suitability for

_, to violate, any regulation issued under
telltherapy treatment, and any sectaona 161b.161i or161o of the Actulimitations or contraindications; Sut>part K-Enforcement 8 For purposes of section 223.all the

(ii) Selecting the proper dose and how |2 regulations in Part 35 are issued under
11is to be administered; c one or more of sections 161b.1611 or

(iii) Calculating the teletherapy doses N 161o. except for the sections listed in
c.nd collaborating with the authorized paragraph (b) of this section.*

user in the review of patients' progress (b) The regulations la part 35 that are
cnd consideration of the need to rnodify --

not issued under sectioris 181b.1c11. or
originally prescribed doses as 35S90 Viotauons. 161o for the purposes of secuoo 223 are
warranted by patients' reaction t >{a) ne'Commisdon raay obtain an as foh 1i 35.1.35pA 35.12.

radiation; and . . tration followup and
35.18.35.19.35.57.35.100/35.000,35.901.injunction or other court order to

(iv) post-adminis prevent a violation of the provisions
-

35S70. 35S71. 3N 35M1 and 3N
review of case histones. og_
$ 35.961 Training for teletherapy physicist. (1)The Atomic Energy Act of 1954. as

amended;
The licensee shall require the (2) Title !! of the Energy

teletherapy physicist to be an individual Reorganir.ation Act of1974. as amended;
who: or

(a)Is certified by the American Board (3) A reguladou or order issocd
of Radiology in: pursurnt to those Acts.

(1) Therapeutic radiological physics; fb) The Commission may obtain a
(2) Roentgen ray and gamma ray co et order for the payment of a civil

physics; a pcnolty i,nposed under section 234 of the
(3) X-ray and radium physics; or $ AtorricF.ury Act
(4) Radiological physics; or O) For violations d-o

::| (b) Holds a masiefs or doctor's E (i) Sections 53. 57. c2. 03. 81. 82.101.
$ degree in physics, biophysics. 0; 103.104.107. or 103 of the Atomic
{ radioloE cal physics, or health physics. Energy Act of 1954. as amended. - ;i
u and has completed one year of full time ' tii)Section 200 of the Energy $ 35.999 Resolution of conflicting j

; training in therapeutic radiological Reorganization Act. requirements during transition period. |

, (di) Any rule. regulation, or order If the rules in this part conflict withphysics and an additional year of full
time work experience under the ed pursueut to the swtions spea. bed the licensee's radiation safety program i

'

supervision of a teletherapy physicist at in paragraph (bl(thi) of this sectiorr. as identified in its license, and if that
a medical institution that includes the (iv) Any tenn. cxmdidon, or limite6on license was approved by the
tasks listed in il 35.59,35S32. 35.634. M any bcense issued under the sections Commission before April 1.1987 and has
and 35S41 of this part. {ccined m paragraph (b)(t)(i) of this k not been renewed since Aprill.1987. ,ll
3 35.970 Training for empertenced {2) for any viobt4on for which a e then the requirements in the license wi

authortred users. license may be revoked under section ', apply;llowever,if that licensee
e exercises its privilege to make minor

physicians, dentists, or podiatrists 180 of the Atomic Energy Act of 1954. as changes in its radiation safety
identified as authorized users for the amended. procedures that are not potentially
medical, dental, or podiatric use of important to safety under i 35.31 of th,si
byproduct material on a Commission or chapter. the portion changed must ,Agreement State license issued before comply with the requirements of this ;
April 1.1987 who perform only those part. At the time of license renewal and =

methods of use for which they were thereafter, these admendments to this
authorized on that date need not comply I an shah app 4
with the training requirements of

-

Subpart J._

[ 35.971 physician training in a three
month program.

A physician who, before July 1.1DM.
began a three month nuclear medicine j
training program approved by the
Accreditation Council for Graduate
Medical Education and has successfully
completed the prvgram need not comply
with the requirements of ii 35S10 or
35.920.

$ 35.972 Recentness of trmining.
The training and experience specified

in this subpart must have been obtained

i
!
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