‘ .

REQUEST FOR OMB REVIEW

(Under the Paperwork Reduction Act and Executive Order 12291)

Important — Read instructions (SF-B3A) before completing this
form Submit the required number of copies of SF-53, together
with the material for which review 1S requested to

Office of Information and Regulatory Affairs
Office of Management and Bucge!
Washington D.C 20503

1 Department/Agency and Bureau/Office originating request
U.S. Nuclear Regulatory Commission

3 Name(s) and telephone number(s) 0: person(s) who can best

Bch 0" Connell (3017 °427-%211

2 6-0igit Agency/Bureau number (first,.>rt of 11-digit Treasury
Account No. )

4 3-digitfunctional code (last nartof 11-ai1gi* Treasury Account

No )
R B

5 Titie of Information Collection or Rulemaking

Application for Materials Licens:
Medical - NRC form 313M

C Is this a rulemaking Submission uncer Section 3504(h) of
PL 96-5112 /Check one)

XX No (Section 3507 submission)
20 Yes NFRM. Expected date of publication

6 A Isany infarmation collection (reporting or recordkeeping)
involved? (Check one) .
XX ves and proposal is attached . review
22 Yes but proposal is not attached — skip to question D
30 No - skip to questior O

30 Yes, fina! rule Expectec date of pudblication
Eitective gate:

‘At what phase of rulemaking is this submission made?
{Check one)

1XX Not applicable

B Are the respondents primarily educational agencies or
institutions or 1s th 2 purpose related to Federal education
programs?

x_x No

0

—

Yes

20 Major rul~ at NPRM stage

3T Major Final rule for which no wPRM was published
40 Major Final rule after publication of NPRM

50 Nonmajeor rule. at NPRM stage

60 Nonmajor rule. at Final stage

COMPLETE SHADED PORTION IF INFORMATION COLLECTION PROPOSAL IS ATTACHED g

7. Current (or former) OMB Number 8 Requested 12 Agency report form number(s)
3150-0041 Expiration Date | NRC Form 312M
Expiration Date !L1 3 Arerespondents only Federa! agencies?
9/30/81 9/30/84 O ves ¥XNo
3. Is proposed information collection listed in 14 Type of request (Check one)
the information collection bugget? % Yes o No 1 O pre minary plan
10 Wil this proposed information collecticn 2T new (not previous!y eporcved or expired more than 6 morhs
cause the agencyto exceed itsinformation ago/
collection buaget allowance? (If yes, attach O Yes XXNo 30 revision
amenament raquest from agency head ) 4 7 extension (adiustment to burcen o iy)

11. Number of report forms submitted for approval . § X extension (no change
(NRC Form 313M) 60 reinstatement (expirec w i 6 months
15 15 Classification of Change n Burden (explain in supporting statement)
a Approvimate size of I
Niwer 0“W mpie
e il N/A No of Responses No of Reporting hours Cos! iC the Pybhc
e bt N/A a Ininventory 500 1,000 3
¢ Estimated number of b As proposed 500 1,000 'S
respongeaty or ~
FOC:./G KO0DETS DOF you! 500 c Ditference (b-a) -0- -0- 8 -
¢ Heoorts annually By each 1 Explanation of difterence (incicate as many as apply)
responaent (item 25)
’,_ SANSEE. { Adjustments
e Totalan~ ' ¢ ~ -+ + -
e 500 @ Correction-error . d oy
"1 e Correction-reestimate > . iy
t Eatimated average | =
number of Noyrs R - - .
s s 5 f Change in use - = = E
[——"""""1 Program changes
3 Esvmated tona hours }
ot annua! burcen in r's - |
Face venr ] 8 Increase = +$
{tem 5@ 18!
: 1.000 | h Decrease ~ - -%

— B109110486 810820
FDR Or@ EUSOMB

-

Standard Form 83 (Rev. 3-51)
For Use B )

inning 4 1




SUPPORTING STATEMENT
FoRr
FORM NRC-313M
10 CFR PART 355, SECTION 35.4

A.l. Justification

(1)

(i1)

(ii1)
(iv)

(vi)

NRC regulations in 10 CFR Part 35, Section 35.4, require that
applications for specific licenses to possess and use bSyprcduct
material in humans are to »e filed on "Application for Materials
License - Medical," Form NRC-313M.

The NRC staff will review the information submitted on Form. NRC-312M

to datermine whether an applicant for a license has training, experience,
ecuipment, facilities, and procedures for the use of byrroduct material
that are adequate t¢ protect the public health and safety.

There is no source for the required information other than applicants.

NRC is the only Federal agency that requires the submission of
information ¢~ radiation safety programs for the medical use of
reactor-iraduced isotopes (byproduct material). NRC has closely .
coordinaies its medical licensing program with FDA and nther
government agencies to assure that information requested is not
duplicative.

This application is only submitted for <he initial license and for
renewals every five years thereafter. 7he application process

requires that licensees perform a comprzhensive review of their

entire radiation safety program to assure tha*t all activities will be

or are being conducted szfely and in accorcance with NRC ragulatiois.
The review and submission of the information required on the appli-
cation form is essential to NRC's determination of whether the applicant
has training, experience, equipment, facilities, and procedures for the
use of byproduct material that are adequate to protect the pubiic health
and safety. Two hours is a reasonable period for the preparation and
submission of this application form.

N/A

2. Description of Information Collection

(1)

(i1)

(111)

It is estimated that approximately 500 applications will be submitted
to NRC anrually on Form NRC-373M.

Applicants will fill in the information requested on Form NRC-313M
and submit the original and one copy to NRC.

None,



N/A
(v) None.

(vi) The natire of the activitizs involved (e.g., medical use of
byprcduct materials by hospitals, doctors' offices, etc.) does
not require the submission of proprietary information. The form
contains a Privacy Act statement on page 4. The submitted
vnplications are stored in a secure docket file room. They

are only released to the public on reguest after screening out
personal and proprietary information, if any. No files are
maintained by name of individual.

(vii) None.

(viii) None.

Time Schedule for Information Collection and Publication

Applicante for new licenses or renewals of existing licenses will submit
Form NRC-313M with the requested information. New applications may be
submitted at any time. Renewal applicaticns are required to be submitted
every five years. Requests for addi‘ional information to complete or
clarify the information submitted in the application or to rectify
deficiencies in proposed programs would be issued as necessary. The NRC
expects that an average of one additicnal information request per
submittal will be needed, and that this request would normally be issued
within three months of the initial submittal. Responses to requests for
additional information would normally occur within two months, and the NRC
would normally take appropriate licensing action within abcut one month of
the availability of all required information.

Consultations Outside the Agency

There have been no consultations outside the agency since the initial
GAO clearance of the form.



. Estimate of (ot iiance Burden

It is estimated that approximateiy 500 applications will be submitted
annually to NRC by applicants on Form NRC-313M.

Each application will require approximately two staff hours to prepare.

500 x 2 staff hours = a total annual burden for all applicants of
1,000 staff hours.

. Sensitive Questions

None.

. Estimate of Cost to Federal Government

The cost to the Federal Government is estimated to be approximately
$320,000 annually.



rorm NRC-313M
(8-78)

1I0CFR 35

U.S. NUCLEAR REGULATORY COMMISSION
APPLICATION FOR MATERIALS LICENSE — MEDICAL

Approved.
GAO R0O557

ance with the general requi.

INSTRUCTIONS - Complete items 1 through 26 /f this B an initial apphication or an application for renewal of a icense  Use supplemental sheets
where necessary [tem 26 must be completed on all spplcations aixd signed  Retain one copy Submut original and one copy of entire
aoplication 1o Director, Office of Nuclear Materials Satety and Safeguards U S Nuclesr Reguiatory Commiss-on, Wasnington, D.C
20555  Upon approval of this application. the applicant will recerve a Materials
ements contained in Title 10, Code of Federal Regulations,
Code of Feaeral Regulations Parts 19. 20 and 35 and the license foe provision of Title 10. Code of Federal Regiiations, Part 170 The
license fee category should be stated in item 26 and the app: opriate fee enclosed

wcense An NRC Materials L cense is 1ssued in sccord-
Part 30. and the Licensee 15 subject to Title 10,

1.5. NAME AND MAILING ADDRESS OF APPLICANT (mnstitution,
firm, ¢i e, physician, etc.) INCLUDE ZIP CODE

TELEPHONE NO,: AREA CODE!( B s ines
2. PERSON TO CONTACT REGARDING THIS APFLICATION

TELEPHOME NC.. AREA CODE ! )

|

B

1.b. STREET ADDRESS(ES) AT WHICH PaiNACTIVE MATERIAL
WILL BE USED (/f different from 1.a) in.i,.JDE ZIP CODE

-

- —

% THIS IS AN APFLICATION FOR: (Check appropnate item)
a [] NEW LICENSE
o [0 AMENDMENT TO LICENSE NO.
e. 0 RENEWAL OF LICENS® MC.

4 INDIVIDUAL USERS (Name individuals who wi!l use or directly
supervise use of radioactive material. Complete Supplements A and B

for each indwvidual. )

5 RADIATION SAFETY OFFICER (RS0) /Name of person designated
as raciation satety officer If other than individual user, complete resu- {
me of training and experience as in Supplement A |

6.2 RADIOACTIVE MATERIAL FOR MEDICAL USE

I rems | oMAYIMUM " MARK MAXIMUM
POS’ £SSI - POSSESSION
RADIOACTIVE MATERIAL [pESIRED ot;mnou AGOITIONAL ITEMS: DESIRED um‘:'s
LISTED IN: “x" | (in millicuries) “X" | (In millicures)

10 CFR 31,11 FOR IN VITRO STUDIES

10 CFR 35 100, SCHEDULE A, GROUP | AS NEEDED
10 CFR 35.100, SCHEDULE A, GROUP 11 I AS NEEDED
10 CFR 35100, SCHEDULE A, GROUP i1l

10 CFR 35 100, SCHEDULE A, GROQUP 1V AS NEEDED
10 CFR 35 100, SCHEDULE A, GROUP V AS NEEDED

10 CFR 36,100, SCHFDULE A, GROUP VI

IODINE 121 AS IODIDE FOR TREATMENT
OF HYPEDTHYROIDISM

PHOSPHORUS 32 AS SGLUBLE PHOSPHATE
FOR TREATMENT OF POLYCYTHEMIA
VERA. LEUKEMIA AND BONE METASTASES

PHOSPHORUS-32 AS COLLO!TAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-
MENT OF MALIGNANT { ¥ USIONS.

GOLD-198 AS COLLGID FOR INTRA-
CAVITARY TREATMENT OF MALIGNANT
SFFUSIONS.

IODINE-131 AS IODIDE FOR TREATMENT
OF THYROID CARCINOMA

XENON-133 AS GASOR GAS INSALINE FOR
BLOOD FLOW STUDIES AND PULMONARY
FUNCTION S1'JDIES.

6.b RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (Sesied sources up to 3 mCi used fc
calibration and reference standards are authorized under Section 35.14(d), 10 CFR Part 35, and NEED NOT BE LISTED.)

CHEMICAL

El SMTNT AND MASS NUMBER AND/OR
- PHYSICAL FORM

MAXIMUM NUMBER
OF MILLICURIES

OF EACH FORM DESCRIBE PURPOSE OF USE

P——

FORM NARC 313M
(878



iNFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

For items 7 through 23, check the appropriate box(es) and submit a detailed description of ail the requested information. Begin
sach item on a separate sheet. identify the item number and the date of the application in the lower right corner of each page. If
you indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revision

number and date of the referenced guide: Regulatory Guide 10.8 o T csamsnsinisumun: NI

GENERAL RULES FOR THE SAFE USE OF

7. MEDICAL ISOTOPES COMMITTEE 15. RADIQCACTIVE JATERIAL (Check One)
Names and Specialtie. Attached; and Appendix G Rules Followed; or
Duties as in Appendix B; or Equivelent Rules Attached
{Check One)
Equivalent Duties Attached 1C EMERGENCY PROCEDURES (Check One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followed; or
f::plemonts A & B Attached for Each !ndividual User; Equivalent Procedures Attached
Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (Check One)
9. INSTRUMENTATION  (Check One) Apperidix | Procedures Followed; or
Appendix C Form Attached; or Equivalent Procedures Attached
List by Name and Model Number 18. WASTE DISPOSAL (Check One)

Appendix O Procedures Followed for Survey Equivalent Information Attached

Instruments; or
- (Check One)

Boulvalent Prossdures Attashed: snd 19, THERAPEUTIC USE OF RADIOPHARMACEUTICALS

(Check One)

Appendix D Procedures Followed for Dose

Calibrator: or Appendix K Procedures Followed: or
{Check One)
Equivalen*® Procedures Attached Equivaient Procedures Attached
11, FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES
Description and Diagram Attached Detailed Irformation Attached; and
12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed: or
(Check Ons)
Description of Training Attached Equivalent Procedures Attached
13 PROCEDURES FOR ORDERING AND RECEIVING 21 PROCEDURES AND PRECAUTIONS FOR USE QF
" RADIOACTIVE MATERIAL . " RADIOACTIVE GASES (e.g., Xenon — 133)
Detailed Information Attached Detailed Information Attached

PROCEDURES FOR SAFELY OPENING PACKAGES 22. AP RN R P A g

14, CONTAINING RADIOACTIVE MATERIALS TS YR SOOI S Mty
(Check One) Detailed Information Attached
. PROCEDURES AND PRECAUTIONS FOR USE OF
A F Foll
ppendix F Procedures Followsd; or 23. RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.6
Equivalert Procedures Attached Detailed Information Attached

FORM NAC-313M c
(8-78) ) Page 2
= .k i



24. PEPSONNEL MONITORING DEVICES

it SUPPLIER EXCHANGE FREQUENCY
(Check appropriate box)
FiILM .
—
a. WHCLE
B8OOY TLOD
OTHER iSpecity)
FILM
b, FINGER WD
OTHER (Specity)
FiLm
c. WRIST TLD
OTHER (Specity)

d. OTHER (Specity)

=

2. FORPRIVATE PRACTICE APPLICANTS ONLY

(& HOSPITAL AGHEEING TO ACCEPT PATIEN 15> CONTAINING RADIOACTIVE MATERIAL

NAME OF HOSPITAL ] b ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR.

a
T Y ¢ WHEN REQUESTING THERAPY PROCEDURES,
= ATTACH A COPY OF RADIATION SAFETY PRECAU
CiTy Isnns ] ZiP CODE TIONS TO BE TAKEN AND LIST AVAILABLE
RADIATION DETECTION INSTRUMENTS.

26 CERTIFICATE
{This item must be completed by applicant)

The applicant and any official executing this certificate on behalf of the appircant named in [tem 18 certify that this spplication is prepared in
corforr ity with Title 10, Code of Federal Regulations, Parts 30 and 35, and that ali information containea “erein, including wny supplements
attached hereto i true and correct 1o the best of our knowledge and belief - 3

b APPLICANT OR CERTIFYING OFFICIAL (Signature)

o LICENSE FEE REQUIRED

(See Section 170 31, 10 CFR 120/} (1) NAME (Type of Print)

b e —

1) LICE"NSE FEE CATEGORY J2) TITLE

e ————————

¢. DATE

{2) LICENSE FEE ENCLOSED S

FORM NRC.313M (B-78)
Page 3



PRIVACY ACT STATEMENT

Pursuant 1o 6 U.S.C. 662a(e)(3), enacted into law by saction 3 of the Privacy Act of 1874 (Public Law 83-579), the following
tatement is furnished o individuals who supply information to the Nuciear Regulatory Commission on srm NRC-313M.
This information is maintained in ¢ system of records designated as NRC-3 ar 3 described at 40 Feceral Register 45334
(Cetober 1, 1978). :

1. AUTHORITY Sections 81 and 181(b) of .ne Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evalusted by the NRC staff pursuant to the criteris set forth in 10 CFR
Parts 30-18 to determine whether the application meets the requirements of the Atomic Energy Act of 1954, as amended,
and the Commission’s ragulations, for the issuance of s radicactive material license or amendmaent thereor,

3. ROUTINE USES The information may be used: (a) to provide records to State health departmaents for their information
and use; and (b) to provide information to Federal, State, and local heaith officials and cther persons In the event of inci-
dent or exposure, for their information, investigation, and protection of the public heaith snd safety. The information
may also be disclosed to appropriste Federal, State, and local sgencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial procesding. In addition, this in-
formation may be transferred to an appropriate Faderal, State, or local agency to the axtant relevant and necessary for
o NRC decision or to an appropriate Federal agency 1o the extent relevant and necessary for that agency’s decision about
you. A zopy of the licenss ivued will ruutinely be placed in the NRC's Fubliic Document Room, 1717 A Street, N.W,
Washington, D.C. .

4 WHETHER DISCLOSURE (S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROV'CING
INFORMATION Disciosure of the requested nformation is voluntary. |f the requestad informaticon is not furnished,
however, the application for radicactive materia! license, or amendmaent thereof, will not be processed,

8. SYSTEM MANAGER(S) AND ADDRESS Director, Division of Fuel Cycle and Materiai Safety, Otfice of Nuciear Mate-
risl Safety and Safeguards, U.S. Nuciear Regulatory Commission, Washington, 0.C. 20558,

FORM NRC-J'IM
8-78)

Page 4



sorm NPC313M-SUPPLEMENT A
®-78)

o

U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER

1 NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER

2 STA.E OR TERRITORY IN
WHICH LICENSED TO
PHACTICE MEDICINE

3. CERTIFICATION

SPECIALTY BOARD
a

CATEGORY
B8

|‘ MONTH AND YEAR CERTIFIED
c

4 TRAINING RECEIV

ED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRA'NING

LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (3) OF TRAINING LABORATORY LABORATORY
A 8 COURSES EXPERIENCE
(Hours) (Hours)
( D
-— -_— ——e e e e e e - ,—-A-__-—-T— -—_ —
a RADIATION PHYSICS AND
INSTRUMENTATION
b RADIATION PROTECTION l
¢. MATHEMATICS PERTAINING TO I
THE USE AND MEASUREMENT
OF RADIOACTIVITY
_— —_— ——eeee _— --fﬁ.__. e ———a~ . st
d. RADIATION BIOLOGY
¢ RADIOPHARMACEUTICAL
CHEMISTRY
|
|
5. EXPERIENCE WITH RADIATION, (Actue/ use of Radioisotopes or Equivalent Experience)
ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF USE
FORM NRC-313M Supplement A
(8-78)

Page 5



roamv NRC-313M-SUPPLEMENT B
(8-78)

U. S NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

experience, obtain a separate statement from sach.

Supplement B ri.st be completed by the aoplicant physician’s preceptor. |f more than one preceptcr is necessary to document

1. AFPLICANT PHYSICIAN'S NAME AND ADDRESS

| ' " "KEY TOCOLUMN C

FU' L NAME

PERSONAL PARTICIPATION SHOULD CONSIST OF:
1 Supervised examination of patients to determine the suitability for
redioisotope disgnosis and/or treatment gnd recommendation for
prescribed dosage,

STREET ADDRESS

24 ollaborstion in dose calibration «nd actus! sdministration of dose
o the patient inciuding calculation of the radistion dose, releted
dssurements and . “cting of deta,

CiTY TSTATE “TZFConE | 3-Adequate period of tra.ning to enable physician to manege | Vdioective

patients and follow patients through diagnosis and/or course of
treatment,

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

[ NUMBER OF

'CASES INVOLVING COMMENTS

ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Acaitioral information or comments mey

PARTICIPATION be submitted in duplicate on secarate sheess.)
A ] c o
DIAGNOSIS OF THYROID FUNCTION
DETERMINATION OF BLOOD AND i
BLOOD PLASMA VOLUME : .
1131 LIVER FUNCTION STUDIES

or
1-128 FAT ABSORPTION STUD!'ES

KIONEY FUNCTION STUDIES

IN VITROSTUDIES

o

OTHER

1-128 DETECTION OF THHOMBCSIS

13 THYROID IMAGING

P32 EYE TUMOR LOCALIZATION

$e.-75 PANCREAS IMAGING

Yo 168 | CISTERNOGRAPHY

BLOOD FLOW STUDIES AND

X133 |50 MONARY FUNCTION STUDIES

OTHER

———

BRAIN IMAGING

CARDIAC IMAGING

-

THYRC.D IMAGING

SALIVARY GLAND iMAGING

Te89™ |51 000 PCOL IMAGING

PLACENTA LOCALIZATION

LIVER AND SPLEEN IMAGING

LUNG IMAGING
—
BONE IMAGY G

OTHER

FORM NRC-T1IM.SUPPLEMENT B
i Bl N

Pege 8



PRECEPTOR STATEMENT /Continued)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continue:)

T NUMBE® OF
ZASES IN. OLVING COMMENTS
1SOTOPE CONDITIONS DIAGNOSED OR TREATED PERSUNAL (Additional information or commen ts may be
» . PARTICIPATION SUbmI LD in Gupiica® On sepaate shee s )
A 8 (3 D
P32 TREATMENT OF POLYCYTHEMIA VERA,
(Soluble) | LEUKEMIA, AND BONE METASTASES
rE INTRACAVITARY TREATMENT
(Colodal) | )
TREATMENT OF THYROID CARCINOMA
[ I )
TREATMENT OF HYPERTHYROIDISEM
Au-198 INTRACAVITARY TREATMENT
Co80 INTEASTITIAL TREATMENT
or
Cs137 INTRACAVITARY TREA TMENT
1128
b INTERSTITIAL TREATMENT
1r-192 |
or TELETHE RAPY TREATMENT
“+137
$r-90 TREATMENT OF EYE DISEASE
RADIOPHARMACEUTICAL PHREPARATION
Mo 99/
Te.99m GENERATOR
SaNd | CENERATOR
In113m |
i L1 S R il
Te99m | REAGENT ITS
— * ——— —— —————————— —— e
Qme ﬁ
|
|

1 DATES AND TOTAL NUMBE '# OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

WAS OBTAINED UNDER THE SUPERVISION OF:

"4 THE TRAINING AND EXPERIENCE INDICATED ABOVE | B PRECEPTCAS SIGNATURE

a NAME OF SUPEAVISOR

i NAME OF INSTITUTION

7. PRECEPTOR'S NAME (Please type or prnt)

¢ MAILING AUDRESS

Ity B DATE
'S WATERIALS LICEX SE NUMBE ™ (S)
FORM NRC J1IMSUPPLEMENT 8
(5-79! Page 7
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