AR REG,
& )

N UNITED STATES

O

g % NUCLEAR REGULATORY COMMISSION
m?;\:, gs 2443 WARREN@EES:SL\D, SUITE 210
K S 3 LISLE, ILLINOIS 60532-4352
TELEFAX TRANSMITTAL
DATE July 9, 2014 NUMBER OF PAGES 20

SEND TO Donna Wenzel, Chief Technologist, Nuclear Medicine -regarding
license renewal for Ronald Stewart, D.O. - NRC license 21-26489-01

LOCATION Sterling Heights, Michigan

FAX NUMBER (586) 254-5973 EK/ERlFY BY CALLING
open - G A
Noo0R l()ef'l&c',[ - ?'/7/14 -
FROM: Bill Reichhold dicl Recesve —
(Sender)
TELEPHONE NUMBER (630) 829-9839 FAX NUMBER (630) 515-1078

If you do not receive the complete fax transmittal, please contact the sender as
soon as possible at the telephone number provided above.

MESSAGE See accompanying documents.

NOTICE

This message is intended only for the use of the individual or entity to which it is addressed and may contain information that is
privileged, confidential, or exempt from disclosure under applicable law. If the reader of this message is not the intended recipient
or the employee responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination,
distribution or copying of this communication is strictly prohibited. If you received this communication in error, please notify the
sender immediately by telephone and return the original to the above address, by U.S. Mail. Thank You.




The following additional information is needed to review your request
to renew your NRC license.

The Nuclear Regulatory Commission (NRC) issued Consolidated
Guidance about Materials Licenses: Program-Specific Guidance about
Medical Use Licenses in NUREG-1556, Volume 9, Revision 2, to provide
guidance for completing an application for the medical use of
radionuclides. NUREG-1556, Volume 9, Revision 2, outlines the
necessary information needed to complete your renewal application.
Your renewal application did not sufficient address all of the information
required by NUREG-1556, Volume 9, Revision 2.

Please resubmit your renewal application using Appendix C,
“License Application Checklists” for providing the information requested
in Items 5 through 11. Please see the enclosed copy of Appendix C.
You may also view a copy of NUREG-1556, Volume 9, Revision 2 at the
NRC website at: http://www.nrc.gov/reading-rm/doc-
collections/nuregs/staff/sr1556/v9/r2/

Please send a facsimile (630- 515-1078) of your response to the above
within 14 days and state, Response to Control 583612. Please include
a cover letter on company letterhead, dated and signed (signed by an
individual who is authorized to sign official documents on behalf of the
licensee) with your response letter. Please call me at 630-829-9839 if
you have any questions.

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice,” a copy of this facsimile and the attached
documents will be available electronically for public inspection in the NRC Public Document Room or from the
Publicly Available Records (PARS) component of NRC's document system (ADAMS). The NRC’s document system is
accessible from the NRC Web site at http://www.nrc.gov/reading-rm/adams.html (the Public Electronic Reading
Room).

From the desk of:

Bill Reichhold




NRC FORM 313 U.S. NUCLEAR REGULATORY COMMISSION
03-2014
(10 CFR %0 32,33 34

35, 36, 37, 39, and 40

Q&,uuaul4)°
fWag @ APPLICATION FOR MATERIALS
B o4 LICENSE

APPROVED BY OMB: NO. 3150-0120

Estimated burden per response fo comply with this mandatory collection request: 4.3 hours. Submittal of the
application is necessary to determine that the applicant is qualified and that adequate procedures exist to
protect the public health and safety. Send comments regarding burden estimate to the FOIA, Privacy, and
Information Collections Branch (T-5 F53), U.S. Nuclear Regutatory Commission, Washington, DC 20555-0001,
aor by internet e-mail to Infocollects.Resource@nre.gov, and to the Desk Officer, Office of Information and
Regulatory Affairs, NEOB-10202, {3150-0120), Office of Management and Budget, Washington, DC 20503, if a
means used to impose an information collection does not display a currently valid OMB control number, the
NRC may not conduct or sponsor, and a person is not required to respond to, the information collection.

EXPIRES: 056/31/2015

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. *AMENDMENTS/RENEWALS
THAT INCREASE THE SCOPE OF THE EXISTING LICENSE TO A NEW OR HIGHER FEE CATEGORY WILL REQUIRE A FEE.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

OFFICE OF FEDERAL & STATE MATERIALS AND
ENVIRONMENTAL MANAGEMENT PROGRAMS

DIVISION OF MATERIALS SAFETY AND STATE AGREEMENTS
U.S. NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20565-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS:
IF YOU ARE LOCATED IN:

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA,
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY,
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

SEND APPLICATIONS TO:

LICENSING ASSISTANCE TEAM

DIVISION OF NUCLEAR MATERIALS SAFETY

U.S. NUCLEAR REGULATORY COMMISSION, REGION |
2100 RENAISSANCE BOULEVARD, SUITE 100

KING OF PRUSSIA, PA 19406-2713

IF YOU ARE LOCATED IN:

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
SEND APPLICATIONS TO:

MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION Il}
2443 WARRENVILLE ROAD, SUITE 210

LISLE, IL 60532-4352

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS,
LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
UTAH, WASHINGTON, OR WYOMING,

SEND APPLICATIONS TO:

NUCLEAR MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION iV
1600 E. LAMAR BOULEVARD

ARLINGTON, TX 76011-4511

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS

TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY

WISH TO POSSESS AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1. THIS IS AN APPLICATION FOR (Check appropriate item)

D A.NEWLICENSE

D B. AMENDMENT TO LICENSE NUMBER

D C. RENEWAL OF LICENSE NUMBER

2. NAME AND MAILING ADDRESS OF APPLICANT (Include ZIP code)

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

4. NAME OF PERSON TO BE CONTACTED ABQUT THIS APPLICATION

BUSINESS TELEPHONE NUMBER BUSINESS CELLULAR TELEPHONE NUMBER

BUSINESS EMAIL ADDRESS

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE.

5. RADIOACTIVE MATERIAL

6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.

a. Element and mass number; b. chemical and/or physical form; and c. maiximum amount
which will be possessed at any one time.

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

9. FACILITIES AND EQUIPMENT.

UPON THE APPLICANT.

TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.

10. RADIATION SAFETY PROGRAM‘ 11. WASTE MANAGEMENT.
12. LICENSE FEES (Fees required only for new applications, with few exceptions*) AMOUNT
(See 10 CFR 170 and Section 170.31) FEE CATEGORY ENCLOSED §
13. CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 37, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND CORRECT

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 749 MAKES IT A C RIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

CERTIFYING OFFICER -- TYPED/PRINTED NAME AND TITLE

SIGNATURE

DATE




Table C. 2 ltems 5 and 6 on NRC Form 313 Radioactlve Material and Use

APPB\JD).\ (

(If using this checklist, check applicahle rows and fill in dctails, and

attach copy of checklist to the upplic ution.)

This response. includes sccurity-related sensitive information (see Section S. 2) which is included in

and marked “Secunty-relatv.d information -- withhold under 10 CFR 2 390"

G No  [Attachment _
' 4o | Formor Manufacturer/ ‘ Maximum i
|{ Yes | Rndmmuhde ‘Model No. Quantity Purpose gf Use
‘| Any byproduct ‘Any As needed Any uptake, dilution, and
| material permitted by |- excretion study permitted Jf
10 CFR 35.100 by 10 CFR 35.100. N
Any byproduct Any As needed Any imaging and
material permitted by localization study
10.CFR 35,200 permitted by
- ‘ o 10 CFR 35.200,
F-18 1Any __curies Production of PET
radioactive drugs under
10 CFR 30.32(j).
0-15  Any Production of PET
- _curies radioactive drugs under
o 10 CFR 30.32()).
C-11 Any _curies Production of PET
: radioactive drugs under
. 10 CFR 30.32(j).
Any byproduct Any millicuries Any,radlopharmaccutical ‘
material permitted by therapy procedure '
10 CFR 35.300 | permitted by
L | 10 CFR 35.300.
fodine-131 Any —._millicuries | Administtation of 1-131
P S sodium jodide.
Byptroduct material Sealed source or device | | millicuries Any brachytherapy .
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 : , 10 CFR 35.400.
(Radionuclide Model No. )y
Byproduct material | Sealed source or device | ___millicurics Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , o , 10 CFR 35.400.
(Radionuclide Model No.___ )
Byproduct material | Sealed source or device |___millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 . ‘ n 10 CFR 35.400.
(Radionuclide Model No. )
)
Byproduct material | Sealed source or device | __millicuries Any brachytherapy
permitted by (Manufacturer procedure pennitted by
10 CFR 35.400 ‘ . 10 CFR 35.400,
(Radionuclide ModelNo. )
C-5 NUREG - 1556, Vol. 9, Rev. 2




APPENDIX L

“Table C.2 Hems 5 and6 on NRC Form 313; Radloactive Material and Use
(If using this checklist, check applicable rows and fill in details, and

attach copy of checklist to the application.)

" Yes Radlonucilde

Form or Manufacturer/
Model No.

Maximuin
Quantity

Purpaose of Use

Strontium-90

Scaled source or device
(Manufacturer

Model No. )

___millicurics

Treatment of superficial
cye conditions using an
applicator distributed

and permitted by
10 CFR 35,400,

pursuant to 10 CFR 32,74f

Byproduct material
permitted by
10 CFR 35.500
Check all that apply:
3. Gd-153;
a 125

3 Other, describe

Scaled source or device
( Manuf.\ctun.r

Model No. )

curies per source and
curics total

Diagnosti¢ mudical use
of sealed sourees
permitted by

10 CFR 35.500 in
compatible devices
registered pursuunt to
10 CFR 30.32(g).

Iridium-192

Sealed source or device
(Manufacturer

Model No. )

curies per source and
curies total

One source for medical
use permitted by

10 CFR'35.600, in a
Manufacturer

Model No.

remote at’tc.rlo.xdmg
brachythcrapy device,
One source in its
shipping container us
necessary for
replacement of the source
-in the remote alterloader
device.

Cobalt-60

Sealed source or device
(Manufacturer

Model No. i’

curies per source and
___curies total

One source for medical
use permittéd by

10 CFR 35.600, in o
Manufhcturer

0

ModelNo. . _
telctherapy unit. One
source in its shipping
confainer a8 necessiry 1o

in the teletherapy unit.

replucement of thie source

Cobalt-60

Scaled source or device
(Manufacturer

Model No. )

curics per source und
____curies total ‘

For medical use
permitted by

10 CFR 35.600, ina
Manufacturer

ModelNo,.
stereotactic radiosurpery
device. Sources in the
shipping contuainer as
necessiry for
replacement of the

sources in the slereotictic

} NUREG - 1556, Vol. 9, Ruev. 2
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“Table C. 2 ltems 5 and 6 on NRCForm313 Radloactlve Material and Use
(Ij using this checklist, check applicable rows and fill in details, and

attach copy of checklist to the application.)

APPENDIX C

transmission, and
reference sources,
(List radionuclide:

—_)

. Form or Manufacturer/ Maximum .
Yes Radionuclide | Model No. Quantity Purpose of Use
_ radijosurgery device,
Any byproduct Prepackaged kits ___millicuries In vitro studies.
material under :
10 CFR 31.11
Depleted uranium Metal __ kilograms Shielding in a u.luthe'rapy
o unit,
Depleted uranium Metal ___kilograms Shielding in a Jinear
i ‘ accelerator.
Any radionuclide in | Sealed source or device |___millicuries Foruseina
excess of 30 (Manufacturer Manufacturer
millicurics for use in ) )
calibration, Model No. ) Model No,

for calibration and
checking of licensec's
survey instruments.

Americium-241

Sealed source or device
(Manufacturer

Model No. )

___millicuries per source
and :
___millicuries total

Use as an anatomical
marker.

Plutonium (principal
radionuclide Pu-238)

Scaled sources-

millicuries per source
and

___grams total

As a component of
Manufacturer

Model No.
nuolear-powered cardiac
pacemakers for clinical
evaluation in accordance
with manufacturer’s
protocol dated
This authorization
inchudes: follow-up,
explantation, recovery,
disposul, and
implantation,

Other

Manufacturer/Model No.

Form or

C-7

millicusies

Purpose of usce

NUREG - 1556, Vol. 9, Rev. 2



"APPENDIX C :

Table C.3 contains a checklist that may be used to identify the attached documents that the v
applicant is supplying for items for which a response is required. For examnple, an applicant may
fill in the name of the Radiation Safety Ofticer in Table C.3 and then check the boxes indicating
which documents pertaining to the RSO are being included in the license application. An
applicant may copy the checklist and include it in the license application. .

NURKEG - 1556, Vol. 9, Rev. 2 C-8




APPFNDIX (

tems 7 through 11 on NRC Form 313 Training & Experience, Facilitles
& Equipment, Radiation Protection Program, and Waste Disposal_

( (o hcck all apphcable rows and fill in detatlv and attach a copy of the checklist to the applu ation or
providc mformatton separateh‘ )

Table C 3

Check box

Item Nulﬁber : : to indicate
d Title ‘ Suggested Response material
e - - included in

application ||

Item 7: Radiation | For an individual prewously tdennﬂcd as an RSO on an NRL or
Safety Officer Agreemoent State license or permit: ‘ , L
. : g

Name: Previous license number (if issued by the NRC), or a copy of a license (if’ a
issued by an Agreement State), or a copy of a permit (if issucd by an NRC '
‘master materials licensec) on whxch the mdlv:dua.l was specifically named
as the RSO,

For an indtvidual qualifying under 10 CFR 35.57(a)(3):

Documentation that the individual was: . a
+ the RSO for only the medical uses of accclerator-produced radioactive
material or discrete sources of Ra-226 included in the definition of

byproduct material as a result of the EPAct;
» the RSO for the medical uses of these materials beforc or during the
effective period of NRC's waiver of August 31, 2005,

For an individual quali j,"'vmg under 10 CFR 35.50(a):

Copy of certification by a specialty board whose certification process has g
becn recognized' by NRC or an Agreement State under 10 CFR 35.50(a).

| AND

k Description of the training and experience specified in 10 CFR 35.50(e) 0

demonstrating that the proposed RSO is qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant sccks approval of an individual to
serve as RSO,

AND

| Written attestation, signed by a preceptor RSO, that the individual has g
satisfactorily completed training in and expericnce required for
certification, as well as training in radiation safety, regulatory issucs, and ,
emergency procedures for the types of use for which the licensee seeks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independontly as an RSO.

AND

If applicable, description of recent related continuing education and 0
experience as required by 10 CFR 35.59.

1%The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site hip://www.nre. gov/materials/miay/med-use-toolkiy html.
c9 NUREG - 1556, Vol. 9, Rev. ?
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CAPPENDIXC S | | |
TableC.3 ltems7 through 11 on NRC Form 313: Traimng & Experlence,litles ¥
& Equipment, Radiation Protection Program, and Waste Disposal -

(Check all upplzaabl«. rows and fill in details and attach a copy of the checklist 1o the application or
provide mformatwn s€ parately ) :

| Check box
. . , : to indicate

’“":;'T“.':I‘:“b“ Suggested Response material
and Title ‘ . : : ; .included in
: - ' ‘application

For an individuat quuhjying under 1 0 CFR 35.50(h):

Description of the raining and (.xpc.n:.nce qu..um.d in 10 LFR 35500y | a
demonstrating that the proposed RSO is qualified by training and :
experience as applicable to the types of use for which the applicant sceks
approval of an individual to serve as RSO, :

B AND

Desmptwn ot the training and experience speuf' ied in 10 CFR 35. 50(;.) N
demonstrating that the proposed RSO is qualitied by training in radiation | -
sufety, regulatory issues, and emergency procedures as upplicable to the
types of use for which the upplicant seeks approval of an mdmdual to
SCrve as RSO

- AND

Written attestation, signed by a preceptor RSO, that the individual has a
satisfactorily completed the required training and experience specified in
10 CFR 35.50(b), as well as the training in radiation safety, regulutory
issues, and emergency procedures for the types of use for which the
licensee seeks approval, and has achicved a level of radiation safety
knowledge sufficient to function independently as an RSQ,

- AND-

If upplicitble. description of recent related continuing education and 3
experience as required by 10 CFR 35.59. ' ‘

For an individual qudlﬁ-a’ng under 10 CFR 35.50¢c)(1);

Copy of the umﬁunon(s) asa medical physacnst by a board whose O
certification process has been recognized'! by the NRC or an Agreement
State under 10 CFR 35.51(a) and description of the expuunce specified in
10 CFR 35.50(c)(1} demonstrating that the proposed RSO is qualified by
experience as applicuble to the types of use for which the applicant seeks
approval of an mdxwduul to serve as RSO,

AND

| Description of the training and experience specified in 10 CFR 35.50(¢) 0
demonstrating that the proposed RSO is quulified by training in radiation -
sufety, regulatory issues, and emergency procedures as applicable to the
types of use for which the applicant secks approval of an individual to
serve as RSO,

.

AND

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

g . . . e .
The names of board certifications that have been recognived by the NRC or an A preement Stute are
posted on the NRC's Web site hipe: “vivw e, gov/materials/mian - nied: use toolkic huml,

NUREG - 1556, Vol. 9, Rev, 2 C-10




APPF NDIX ¢

m
Table C.3  ltems 7 through 11 on NRC Form 313: Trammg & Experience, Facilities
' & Equnpment Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the application or
provide information separately,) ‘

Check hox
be to indicate
.l“:,n TV:;:‘ ber Sugpested Response material
e included in
application

Wrilten attestation, sigied by o preceptor RSO, that the individual has 0
sutistactorily completed the reguired training and experience specified for
certification, as well as haining, in radiation safety, regudatory issues, and
emergency procedures for the types of use for which the licensce sceks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independently as an RSO,

AND

d

If applicable, description of recent related coutinuing education and

experience as required by 10 CFR 35.59.

 For an individual gualifying under 10 CFR 35.50(c)2):

Copy of the licensee’s license indicating that the individual is an Al 0

AMP, or ANP identificd on the licensee's license and has experience with

radiation safety aspects of similar types of use of byproduct material for

which the applicant seeks approval of an individual to serve as RSQ.
AND

Description of the rruining and experience specified in 10 CFR 35.50(¢) g
demonstrating that the proposed RSO is qualified by training in radiation ‘
safety, regulatory issues, und emergeney procedures as applicable 10 the
types of use for which the applicant seeks approval of an individual to
serve as RSO,

"~ AND

Written atiestation, signed by a preceptor. RSO, that the individual has 0
satisfuctorily completed the requirements in 10 CFR 35.50(c)(2), as well
as training in radiation safety, regulatory issues, and emergency
procedures for the types of use for which the licensee seeks approval, and
has achieved a level of radiation sufery knowledge suflicient to function
independently as an RSO,

AND

If applicable, duscription of recent reluted continuing cduw(xun and 0
experience as reqnired hy 10} C !R 35.50,

-1 NUREG - 1556, Vol. 9, Rev, 2
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APPENDIX C

provide mjormanon s'c.paratv/y )

" Items 7 through 11 ‘on NRC Form 313 Tralning & Expenence. Fac:lltles
~ & Equipment, Radlation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist to the apphc ation or

Cheék box

process has been recognized'? by the NRC under 10 CFR Part 33,
Subpart D, E, F, G, or H, as applicable to the use requested,

AND

Item Number ; to indlcate
i Suggested Response material
and Title g . e
~ included it
‘ N oo _ o application
Item 7: Authorized 'Fovr an individual previously idehliﬁec_l as un AU on an NRC or Agreement | '
Users for medical | State license or permit:
uses: L o : , ‘
Name(s), (including | Previous license number (if issucd by the NRC), ur a copy of the license 3
license number | (if issued by an Agreement State), or a copy of a permit issucd by an NRC
authorizing practice | master materials licensee, or it copy of a permit issued by an NRC or
of medicine, Agrecment State broad-scope licensee, or a copy of a permit issued by an
podiatry, or | NRC Mastcr Materials License broad-scope permittec on which the
dentistry if not physician, dentist, or podmtnst was speclf u\lly named s an Al' for the
provided previously |uses n.quested
or in attachment);
Requcsted uses for
each individual , .
' For an AU requesting authorization for an adiitional medical use:
Déscription of the additional trainiing and experience to demonstrate the 0
AU is also qualified for the new medical uses requested (.., training and
experience needed to meet the requirements in 10 CFR 35.200 ¢ b), 35.39¢6,
35. 390(b)(l)(n)(G), or 35. 690(c))
o . AND , ,
A/prncépto‘r uttestn(ion, if ‘ruquifed (e.g., attestation is required to mect the
requircments in 10 CFR 35.396, 35.390(b)(1)(ii)(G). or 35. 69()(9) ).
For an individual qualj fj'mg under 10 CFR 3 5.57(b)i3): ‘.
Documentation that the physician, podiatrist, or dcntlst. (R
* used only accelerator-produced radioactive materials, or discrete
sources of Ra-226, or both, for medical uscs before or during the
effective period of NRC’s waiver of August 31, 2005, and
* uscd these materials for the sme medical uses requested, |
'F‘or an individual quahjjing under 10 CFR Part 35 Subparts D, E, F, G,
andior H, who is board-cerﬁf edd: .
Copy of the certification(s) by a specialty board(s) whose cettitication i3

12 I . i -
The names of board certifications that have been recognized by the NRC op i Appeement Stare are
posted on the NRC’s Web site http:/ wyvw nre. goy/materinls/mimy med-tise-roalkic b,

NUREG - 1556, Vol. 9, Rev. 2 C-12
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TableC3 ltems?7 through 11 on NRC Form 313: Tramlng & Expenence, Facilities
& Equipment Radiation Protection Proqram and Waste Disposal
(Check Ch’/«?/l]llh whle rows ard 1 in details and el a copy uf B clhiceklist to the application or

provick: intormeation xepareteiy. )

\l’l’b\‘l)l\ G

Item Number
and Title

Sugzested Response

Check box
to indicate
material
included in
application

For an individual with a board certification recognized under

10 CFR 35,390, a description of the supervised work: experience
ddﬂ"ﬂlb(dllnb dosages of radivactive drugs required in

10 CFR 35.390(b)Y 1) i1)(G) demunsivating that the proposcd AU s
qualitied for the types of adminisiations for which atherization is
scought; .

For an individual with o board certification recognized under

10 CFR 35.390 for medical uges described in 10 CFR 35.200,
deseription of the gapenvised work experience eluting generaior systems
required in 10 CFR 35.2900¢) 1)(iWG) demonstrating the proposed AL is
also qualified for imaging and localization medical vses;

AND

........ rsaie weeorpince

written diredtive:

For am individual with a board certification recognized under

HY CFR 33,490 or 35.090 seeking authorization under 10 CFR 35.390(d),
a description of the classteom and laboratory trining and supervised work
experience required to demonstrate -.|u.ulmc.‘mou~ for sdministering
parenteral administrations of unpsealed byproduct malerial requiring a

‘AN[) ‘

......

3

For an individual secking authorizarion under 10 CFR Part 35, Subpart H,
description of the triining specified in 10 CFR 35.6Y0(¢) demonstrating
that the proposed AL is gualified for the typeis) of use tfor which
autharization is sought;

AND

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

Written atleatation, sipned by a preceptor physictun AU, that the tidning
and experience specified for certification, as well s the clinical casework,
or (raining and experience required by 10 CFR 35,396(d), or training for
10 CER 33.600 rypes of use, if appropriate, have been satistactorily
completed and thut a level of competency sufficient ro function
independently as an AU for the medical uses suthorized has been
achieved;

' AND

H Jpplu 1hlu d« e np'n»n of recent w).md umlu'mu' ulm, dion md

D e S TT TTT T Ty T epT

experience is required by 10 CFR 39,59,
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APPENDIX C

provide information separately.)

) ltems?through 11 onNRc Form 313: Tralnlng & Experience, Facliities
& Equipment, Radlation Protection Program, and Waste Disposal
( Check all applicable rows and fill in details and attach a copy of the checklist to the applicatlan or

Item Number
and Title

Suggested Response

i

Check box
to indlcate
materia
included in
application

For an Individual qualgﬁ'lng under 10 CFR Part 35, Subpam D E, F G,
and/or H, who is not board-certifled:

A description of the training and experience identified in 10 CFR Part 35,
Subparts D, E, F, G, and H, demonstrating that the proposed AU is
qualified by training and experience for the use(s) requested.

AND

description of the training specified in 10 CFR 35.690 (c) demonstrating
that the proposed AU is qualified for the type(s) of use for which
1uthonzatlon is sought.

AND

For un individual seeking authorization under 10 CFR Part 35, Subpart H, -

| Written attestétion, signed by a preceptor physician AU, that the above

training and experience have been satisfactorily completed and that a level
of competency sufficient to function independently as an AU for the
medical uses authorized has been achieved.

AND

it \\ppln,able, description of recent related contmumg education and
experience as required by 10 CFR 35.59. : R

Item 7; Authorized

to practice
pharmacy:

Nuclear Pharmagists

‘For an individual previously identified as an ANP on an NRC or
Agreement State license or permit;

Name(s) and license

Previous license number (if issued by the NRC), or a copy of the license
(if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or 4 copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named ANP.

For an individual qualifying under 10 CFR 35.57(a)(3):

Documentation that the nuclear pharmacist:

» used only aécelemtor—produce‘d radioactive materials or discrete

“sources of Ra-226, or both, in the practice of nuclear pharmacy before
or during the cffective period of NRC’s waiver of August 31, 2005;
and

* used these materials for the same uses requested.

NUREG - 1556, Vol. 9, Rev. 2 C-14
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Table C.3 Itams 7 through 11 on NRC Form 313 Tralnlng & Experlence, Facilltles
| - &Equipment; Radtation Protection Program, and Waste Disposal -
(Chwk all apphcable rows and fill in details and attuch a copy of the checklist fo the appllcarton or
pravide mformation separately. ) ‘

Check box
C | o . to Indicate
Ite:‘ Tl:‘t‘;;n ber . ‘ Suggested Response , material

" | o . A o o included in
‘ " o ' application

Far an Indlvldual quallﬁ'ing under 10 CFR 15.55(a): o ‘ I

| Copy of the certification(s) of the specialty board whose certification o
process has been recognized'’ under 10 CFR 35.55(a).

o ___AND
" [ Written attestation, signed by a pfecepto: ANP, that training and
experience required for certification have been satisfactorily completed

and that a level of competency sufficient to ﬁmction independently as an
ANP has been achieved. : .

S ‘ AND ,
If apphcable, descnptlon of recent related contmuing educatmn and : )
experience as required by l0 CFR 35, 59

| For an individual qualifying under 10 CFR 35.55 (b)

Descrlptlon of the trammg and expenence specifi ed in 10 CFR 35. 55(b) )
demonstratmg that the proposed ANP is quallﬁed by training and. '
expenence

AND

Written attestation, sngned by a preceptor ANP, that the above trainingand | © O
experience have been. satisfactorily completed and that a level of
competency sufﬁcnent to function mdependently as an ANP has been
achieved.

AND
If apphcable, descnptlon of recent related continuing educ.mon and’ ‘ 3
experience as required by 10 CFR 35.59.

Item 7: Authorized |For an individual prevlously ldemiﬁcd as an AMP on an NRC or
Medical Physicists | Agreement State license or permit:

Name(s): . Previous license number (if issued by the NRC) or a copy of the license |- 0
3 (if issued by an Agreement State), or a copy of a permit issued by an NRC
master materials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
mdmdual 'was specifically named an AMP for the uses rcquested

The names of board cemﬂcatlons that have been recogmzed by the NRC or an Agrecment State are
posted on the NRC’s Web site htip;:
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=—_==_ﬁn

able C.3 ltems 7 through 11 on NRC Form 313: Training & Expenence, Facllltles
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and fill in details and attach a copy of the checklist 1o the application or

,n ovide information separatcly,)

Check box
to indicate
Item Numbe v
Suggested Response material
and Title ' e
included in
application
For an individual gualifying under 10 CHR 355 Tlak3):
Documcntation that the medical physicist: a
s used only accelerator-produced radioactive material, discrete sources
of Ra-226, or both, for medical uses before or during the effective
periad of NRC’s waiver of Angust 31, 2005; and
o used these matertals for the same medical uses requested.
For an individual qualifiing under 10 CFR 33.31ta):
Copy of the certification(s) of the specialty board(s) whose certitication 0
process has been recognized' under 10 CFR 35.51(n).
AND
Description of the training and experience specified in {10 CFR 35.51(c) 0
dermnonstrating that the proposed AMP is quaditted by training in the types
wfuse for which he or she is requesting AMP statuy. including hands-on
device operation, satety procedures, clinical use, and opecation ot a
treatment planning system.
AND )
Writlen attestation, signed by o preceptor AMP, that the reguired training - i}
and experience requifed for cetification, as well as the training and
experience specified in 10 CFR 35.51(¢) have been satisfactorily
completed, and that a level of competency sufticient to function
independently us an AMP has been achieved: ‘
AND
lf applicable, description of recent related continuing cdueation and 0
experience as required by 10 CE™ 35,59,
For an individnal qualifying under 10 CFR 35.51(b):
A

Description of the training and experience demonstrating that the proposed
AMP is qualified by training and experience identified in
10 CFR 35.51(b)(1) toor the uses requested.

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

Lo
Ihe names of hoard cortifivations ta lave becn recognized by the NRC or an Apreement State are
posted on the NRC™s MWeb site Dt wevay wee covemavertabemioantad e moodkis fund,
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Table C.3

ltemns 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Chiock all applicable rows and fitl i details and attach a copy of the checklist to the application or .

provide information separately.)

APPENDIX C

Ltewm Nuaniher
and Title

Suggested Response

Check box
to indicate

material
included in
application

csersduerpreisracnetnnrersnrnatsnnre

Deseription of the training and experience specified in 10 CFR 35.51(c)
dvmonstrating that the proposed AMP is qualified by training in the types
ul use for which he or she is requesting AMP status, including hands-on
deviee operation, safety procedures, clinical use, and operation of a
treatment planning systen.

AND

0

Written aitestation, signed by u preceptor AMP, that the required training
and expericnee have been sutisfuctorily completed and that a level of

competency \uihuuxt to function independently as an AMP has been
achicved.

AND

If upplicable, description of recent related continuing education and
experience as required by 10 CFR 35.59. :

Hem 7: Authorized
User for nonmedical
uses

Name(s):

Requested tvpes,
quantitics, and-
monmicdical uses for
cach individual

T R P I TSP PP O PPN

Note: TFor purposes of this section of the table, thc term “authorized user”
is tsed 1o mean individuals authorized for the nonmedical uses described.
see Sections 8.11 and 8.12,

For an individuat previously authorized for nonmedical use on an NRC or
Agreement State lieensd or permiy.

Previous license number (if issued by the NRC), or a copy of the license
(if issued by an Agrecment State), or a copy of a permil issued by an NRC
muster mulerials licensee, or a copy of a permit issued by an NRC or
Agreement State broad-scope licensec, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittec on which the
mdividoal was specifically named an AU for the types, quuntitics, and
uses ruquested.

For imdividuads guadlifying under 10 CER 3(), H(a)( 7).

Documentation of the individual's training and experience demonstrating
that the individual is qualificd to use the types and quantitics of licensed
marterials for the requested uses.

Item 9: Faciliy
Diagram

A diagram is enclosed that describes the facilities and identifies activities
conducted in all contiguous areas surrounding the area(s) of use. The
following information is included:

Q

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

*  Guidance in Seetion 5.2 was reviewed and security-related sensitive
imformation provided is marked accordingly.

|- Drasvimgs should be to scale, indicating the scale used.

........

C-17
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Table C.3

provide informanon seperately.)

ltems 7 through 11 on NRC Form .'ﬁ':i":w'l'raining & Experience, Facilities
‘& Equipment, Radiation Protection Program, and Waste Disposal
(Cheek all applicable rows and fill in detils and attach a copy of the checklist o the application or

{tem Numimr
and Title

Suggested Response

Check box
to indicate
material
included in
application

«  Location, room numbers, und prineipal use of cuch room or area where
byproduct material is prepared. used or stored, location of direct
trans fer delivery tubes from a4 PET radionnclide radioactive drug
production facitity or production area of PET radioactive dmigs under
19 CFR 303270, and sreas where higher energy giunma- emitting

_radionaclides (e PET cndionuctides)y e used;

»  Location, room nuinbers, nd principal wie of ench adjacent room
(e.g., oftice, dile, toilet, closer, hallway), including areas ahove, bexide,
“and below therpy treatment reous, indicating whether the room is a
restricted or unrestricted area as delioed in 10 CFR 20.1003; and

+  Provide shiclding caleulations and inchude infornation about the type,
thickness, and density of uny necessary shiclding to enable
independent verification of shielding calculations, including «
description of any purtable shields nsed (e.g., shiclding ot proposed
patient rooms used for implant therapy, including the dimensions of
any portable shicld, if one is used; source storage safe).

in addition to the abowve, for fele lln.r.lp" and GSR facilitics, .xpphu.mt\
should provide the directions of primary beum usage for wletherapy units
and, in the caxe of an fsoceutric unit, the plane of beam rotation,

)

)

Mitem 9: Radiation

A statement that: “Radiation monitoring instruments will be .zlxh:.m.d hy

'a person qualificd to perform survey meter calibrations.”

AND/OR

A statement that: We have developed and will impleraent and maintain
written survey meter calibration procedures in accordance with the
requirements in 10 CFR 20,1501 and that meet the requirements of
10 CFR 35.61.”

\ND

T PP T T T PIT T PP PR PP eentana

A dc.scnpuun of the mstrumc.nt.mon {e.y., gamma counter, solid state
detector, portable or stationary count rate muter, portable or stationary
duse rate or exposure rate meler, single or multichannel analyzer, liquid
scintillation counter, praportional counter) that will be used to perform
required surveys.

NI)

enreemne oiee eerarnsescganan

A statement thut: “We reserve the right to up;,mdc our survey instruments
as necessary as long as they are adequate (o measure the type and level of
radiation for which they are used.”

Item 9: Dosc
Culibrator and Other
Dosage Mensuring

Equipment

NUREG - 1556, Vol. 9,

Carenredores

Astatement that: “Egnipment used o measure dosages will be ealibrated
in accordance with nationally recnanized stmdards or the manufacturer’s
instructions,”
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Table C 3

Items 7 through 11 on NRC Form 313 Trammg & Expenence, Facliities
& Equipment, Radiation Protection Program, and Waste Disposail
(Check all applicable rows and fill in details and attach a copy of the checklist 1o the application or

APPFI\ DIX (‘

provide information separately.)

S

Check box
to indicate
lte;nTl:lt;:nber Suggested Response material
and THle included in
, application
When administering dosages of alpha-emitting unsealed byproduct
material in other than unit dosages made by a manufacturer or preparer
licensed under 10 CFR 32.72 or 10 CFR 30.32(j),
* A statement tha : “Dosages will be dctermined by relying on the 0
provider’s dose label for measurement of the radioactivity and a
combination of volumetric measurement and mathematical
calculation.”
OR
*  We ure providing a description of the dosage measurement 0
equipment, the nationally recognized calibration stundard (or
manufacturer’s calibration mstruutmm) and dosape muasurcment
procedures. . .
Ttem 9: Therapy We are providing the prou:dureq required by 10 CFR 35.642, O
Unit - Calibration 10 CFR 35.643, and 10 CFR 35.645, if applicable to the licensc
and Use application.
Item 9: Other Guidance in Section 5.2 was reviewed and security-related information 0
Equipment and provided is marked accordingly.
Facilitics .
Attached is a deqcnptmn, ldumﬁed as Attachmcnt 9.4, of .lddxtlonal O
facilitics and equipment.
For manual brachytherapy facilities, we are providing a description of the 0
emergency response equipment,
For PET radionuclide use, PET radioactive drug production, and 0
radiopharmaceutical therapy programs, we are providing a description of
the additional facilities and equipment for these uscs.
For telctherapy, GSR, and remote afterloader facilitics, we are providing a
description of the following: ‘
* Waming systems and restricted area controls (e.g., locks, signs, O
‘warning lights and alarms, interlock systems) for each therapy
trcatment room;
* Area radiation monitoring cquipment; (m}
» Viewing and intercom systems (except for LDR units): a
*  Steps that will-be taken to ensure that no two units can be operated -
simultancously, if other radiation-producing equipment (e.g., lincar
accelerator, X-ray machine) is in the treatment room;
e Methods to ensure that whenever the device is not in use or is 0
unattended, the console keys will be inaccessible to unauthorized
persons; und-
»  Emcrgency response equipment. (X
C-19 NUREG - 1556, Vol. 9, Rev. 2
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Fabie C3

ltems 7 through 11 on NRC Fon'n 313Tramln9 & Experlence.Facmtles 1
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all appluahlc rows and fill in details am? attach a copy of the checklist to the applicaﬂon or

provide information separately.)

-

ftem N umbér

Suggested Response

Check box
to lndlcate
material.

hiem 10:
Minimization of
Contamination

apd Title included in
, application
ltx,m (0: S.m.ty Attached ire procedurcs required by 10 CFR 35.610, a
Procedures and : : . ’
"lnsmu.tmns ; ,
L Guidanee in Scction 5.2 was reviewed and security-related sensitive 0
information provided is marked accordingly. ‘
ftem 10: A statement that: “Either we will perform a prospective cv.llu.mon 0
Occupational Dose | demonstrating that unmonitored individuals are not likely to receive, in 1
yuar, a radistion dose in excess of 10% of the allowable limits in
10 CFR Part 20 or we will provide dosimetry that mects the requirements
listed under “Criteria’ in NUREG-1556, Vol. 9, Rev.2\,‘Consolidated
Guidunce About Matcrials Licenses: Program-Specific Guidance About
Medical Use Licenses.””
| ‘ OR |
A dcscnptzon of an alternative method for demonstrating compliance wnh 0
, ‘ the referenced regulations. ,
1tem 10: Arca A statement that: “We have dcvcloped and will implement and maintain 0
Surveys written procedures for arca surveys in accordance with 10 CFR 20.1101
that weet the requirements of 10 CFR 20.1501 and 10 CFR 35.70.” .
Item 10: Safe Use | A stutement that: “We hdve developed and will xmplcment and maintain )
flof Unsealed pmtcdures for safc use of uriscaled byproduct material that meet the
Licensed Material n.qum.ments of 10 CFR 20.110! and 10 CFR 20.1301."
Ttem 10; A statement that: “We have developed and will implement und maintain. 0
Spill/Contamination | written procedurcs for safe response to spills of licensed material in
Procedures accordance with 10 CFR 20.1101,”
Ttem 10; Name of the proposed employee and types of activities requested: 3
Installation, ‘
Muintenance, S e
Adjustment, Repair, AND
;‘?1?.::;:5‘(;3\:2;“ Dcscnpnon of the training and cxpcncm.«. demonstrating that the proposed | 0
Containing Sealed unplu) ce is qualified by trummg and experience for the use requested.
Souru.s ’ AND
Copy of the manufacturer’s tréining certification and an outline of the )
training in procedures to be followed,
N/A

A response is not required under the following condition: the NRC will
consider that the above criteria have been met if the information provided
in upplicant’s responses satisfy the criteria in Scctions 8.15, 8.16, 8.21,
8.25, 8.27, und 8.29, on the topics: fucilities und cquipment, facility
diagram, Radiation Protection Program, safety program, and waste
management. ‘
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R e e .  APPENDIX C

ltems 7 through 11 on NRC Form 313 Traming & Expenence, Facilities
& Equipment, Radlatuon Protection Program, and Waste Disposal

~ (Check all applicable rows and fill in details and attach a copy of the checklist to the applic ation or
provide information scparately.)

Table C3

Check box

. to indicate
:t::in TI::? ber Suggested Response material

S : : included in

. application

Ttem 11: Waste A statement that: “We have developed and will implement und maintain -0
Management written waste disposul procedures for licensed material in accordance with

: 10 CFR 20.1101, that also meet the requirements of the applicable scctmn
of 10 CFR Part 20, Subpart K. and of 10 CFR 35.92.”

Attached isa dcscnpnon of the radioactive waste incinerator facility and n
related portions of the Radiation Safety Program (10 CFR 20.2004).
Attached is a request to receive potentially contaminated rudiation

transport shiclds from consortium members receiving PET radioactive
drugs noncommercially transferred under 10 CFR 30.32(j) authorization. _
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