UNITED STATES

& "5, NUCLEAR REGULATORY COMMISSION
< Raf g 2443 WARRENR:/EILGLIS :glAD, SUITE 210
E&. ‘; LISLE, ILLINOIS 60532-4352
eaar” TELEFAX TRANSMITTAL
DATE October 15, 2009 NUMBER OF PAGES 2

SEND TO Wendy Boufford, Chief Nuclear Medicine Technologist
LOCATION Medical Clinic of Northville

FAX NUMBER (248) 349-3195 [ ] VERIFY BY CALLING

FROM: Bill Reichhold
(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.

Thank you for your facsimile response received October 14, 2009, to our initial
request for additional information. However, | still need some additional details
about your facility as described below:

1. Please provide a key or identify the objects marked with letters on the facility
diagram.

2. Please put the address of the facility on the facility diagram. This helps us
identify the location of the facility shown in the diagram.

3. Please indicate the scale of the facility diagram, such as one inch = one foot.
OR Specify the room dimensions such as 12 feet by 14 feet.

4. Please specify the room numbers where radionuclides are used or stored. If
there are no room numbers, please state so.

5. Please specify what areas are above or below rooms or areas where
radionuclides are used or stored. For example, above is unoccupied attic
space and below is unoccupied basement.

Also, since Dr. Ross Summers signed the renewal application, please specify his
title. For example, Owner, Chief Executive Officer, etc.

Please send a facsimile (630- 515-1078) of your response to the above within 5
days and refer to control 318184. 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
hup://www.nrc.gov/reading-rm/adams.html (the Public Electronic Reading Room).

From the de§k of:

AL PAL pudit”
Bill Reichhold
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SEND TO Wendy Boufford, Chief Nuclear Medicine Technologist

LOCATION Medical Clinic of Northville
FAX NUMBER (248) 349-3195 [[] VERIFY BY CALLING

FROM: Bill Reichhold
(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.
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SEND TO Wendy Boufford, Chief Nuclear Medicine Technologist
LOCATION Medical Clinic of Northville

FAX NUMBER (248) 349-3195 [ ] VERIFY BY CALLING

FROM: Bill Reichhold
(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.

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, in January 2008, to provide guidance for
completing an application to use radionuclides for medical purposes. NUREG-
1556, Volume 9, Revision 2, outlines the necessary information needed to
complete your renewal application. Your renewal application referenced old
documents from 1999, so please use the current guidance as requested in the
NUREG - 1556, Volume 9, Revision 2.

Please resubmit your renewal application using Appendix C, " License Application
Checklists". See copy of Appendix C enclosed. 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/

Also, please clarify the title for Ross Sumers, M.D.

Please send a facsimile (630- 515-1078) of your response to the above within 7
days and refer to control 318184. 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.nrec.gov/reading-rm/adams.html (the Public Electronic Reading Room).

__From the desk of:
K el
Bill Reichhold
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AMENDMENTS AND RENEWALS TO A LICENSE

changes and additions to the 10 CFR 35.100 and 10 CFR 35.200 medical use area do not
require a license amendment and can be made, provided NRC is notified as required by
10 CFR 35.14 within 30 days following the changes, and

. Revising procedures required by 10 CFR 35.610, 35.642, 35.643, and 35.645, when the
revision reduces the level of radiation safety.

In case of a medical emergency requiring an expedited license amendment, contact the materials
licensing staff at the appropriate NRC Regional Office.

For both renewal and amendment requests, applicants should do the following:

_—

Use the most recent guidance in preparing an amendment or renewal request,

. Submit in duplicate either an NRC Form 313 or a letter requesting an amendment or
renewal, and

. Provide the license number.

NUREG - 1556, Vol. 9, Rev. 2 9-2
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APPENDIX C
License Application Checklists

This Appendix contains checklists that may be used to assist in organizing an application. It
addresses information a medical use licensee needs to provide for authorization to produce PET
radioactive drugs for noncommercial transfer to consortium members. See Appendix AA for
additional information.

Table C.1, Applicability Table, may be used to determine if particular information must be
provided or if “N/A” (not applicable) may be the response to each item that follows. To
determine those items to which applicants must respond, “highlight” the columns under the
categories of materials requested in Item 5 (e.g., 10 CFR 35.300, 35.400). If any “Y” beside an
item is highlighted, applicants must provide detailed information in response to that item. If the
letters “N/A” are highlighted, applicants may respond “N/A” on their applications. If any “N”
beside an item is highlighted, no information in response is required, but NRC regulations that
apply to the given category apply to that type of license. If any “P” beside an item is
highlighted, applicants should provide a commitment as described in the section referenced in
the body of this document. If any “G” beside an item is highlighted, see subsequent sections for
required responses. “APP” indicates that this document contains an appendix that addresses the
itemn.

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



APPENDIX C

Table C.1 Applicability Table
Section # Topic 35.100/200 | 35.300 | 35.400 | 35.500 | 35.600 | 35.1000 | APP
8.5 Unsealed Byproduct Y
Material — Uptake,
Dilution, Excretion,
Imaging, and Localization
Studies
8.5 Unsealed Byproduct Y
Material — Written
Directive Required
8.5 Manual Brachytherapy Y
8.5 Sealed Sources for Y
Diagnosis
8.5 Teletherapy Units Y
8.5 Remote Afterloader Units Y
8.5 Gamma Stereotactic Y
Radiosurgery Units
8.5 Other Medical Uses Y
8.6 Sealed Sources and N N Y Y Y Y
Devices
8.7 Discrete Source of Y Y N N N Y
Ra-226 (Other than sealed
sources)
8.8 Financial Assurance Y Y Y Y Y Y
Determination
8.9 Purpose(s) for Which Y Y Y Y Y Y
Licensed Material Will
Be Used
5.10 Training and Experience G G G G G G
8.11 Radiation Safety Officer Y Y Y Y Y Y I,D
8.12 Authorized User(s) (AUs) Y Y Y Y Y Y D
8.13 Authorized Nuclear Y Y N/A N/A N/A Y D
Pharmacist (ANP)
8.14 Authorized Medical N/A N/A (e N/A Y Y D
Physicist (AMP)
815 Facilities and Equipment G G G G G G
8.16 Facility Diagram Y Y Y Y Y Y
8.17 Radiation Monitoring Y,P Y. P Y,P Y,P Y,P Y,P K
Instruments
8.18 Dose Calibrator and P P N/A N/A N/A P
Other Equipment
8.19 Therapy Unit - N/A N/A N N/A Y N
Calibration and Use
8.20 Other Equipment and N N N N Y N
Facilities
8.21 Radiation Protection G G G G G G
Program
8.22 Safety Procedures and N/A N/A N/A N/A Y N/A
Instructions
8.23 Occupational Dose P P P P P P M
NUREG - 1556, Vol. 9, Rev. 2 C-2
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APPENDIX C

Table C.1 Applicability Table

Section # Topic 35.100/200 | 35.300 | 35.400 | 35.500 | 35.600 | 35.1000 | APP
8.24 Area Surveys P P P P P P R
8.25 Safe Use of Unsealed P P N/A N/A N/A P T
Licensed Material
8.26 Spill/Contamination P P P N/A N/A P N
Procedures
8.27 Service of Therapy N/A N/A N/A N/A Y Y
Devices Containing
Sealed Sources
8.28 Minimization of N N N N N N
Contamination
8.29 Waste Management P P P P P P W
8.30 Fees Y Y Y Y Y Y
8.31 Certification Y Y Y Y Y Y
8.32 Safety Instruction for N N N N N N J
. Individuals in Restricted
Areas
8.33 Public Dose N N N N N N
8.34 Opening Packages N N N N N N
8.35 Written Directive N/A N N N/A N N S
Procedures
8.36 Release of Patients or N N N N/A N/A N U
Human Research Subjects
8.37 Mobile Medical Service N N N N N N A%
8.38 Audit Program N N N N N N L
8.39 Operating and Emergency N N N N N N N
Procedures
8.40 Material Receipt and N N N N N N
Accountability
8.41 Ordering and Receiving N N N N N N O
8.42 Sealed Source Inventory N N N N N
8.43 Records of Dosages and N N N N N N
Use of Brachytherapy
Source
8.44 Recordkeeping N N N N N N X
8.45 Reporting N N N N N N Y
8.46 Leak Tests N N N N N N Q
8.47 Safety Procedures for N/A N N N/A N** N
Treatments when Patients
are Hospitalized
8.48 Transportation N N N N N N Z

* Y beside item 8.13 for use under 35.400 applies to Sr-90 only.

** N/A for lelethcrag;' and gamma slereotactic radiosurgcrv oulpatient treatments.

C-3 NUREG - 1556, Vol. 9, Rev. 2



APPENDIX C

Table C.2 outlines the detailed responses that may be made to Items 5 and 6 on Form 313 for the
type of radioactive material requested and the purposes for which it will be used. For example,
if the applicant is seeking a license for unsealed byproduct material under 10 CFR 35.100 or
35.200, then the applicant should check the “yes” column next to 10 CFR 35.100 and 35.200 in
Table C.2. The table then indicates appropriate responses for that type of use. An applicant may
copy the checklist and include it in the license application.

The applicant should review the guidance in Section 5.2 and mark security-related information
appropriately.

Note: The NRC now has regulatory authority for accelerator-produced radioactive material and
discrete sources of Ra-226, as a result of the EPAct. Uses of these materials are added to
Table C.2.

NUREG - 1556, Vol. 9, Rev. 2 C4
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Table C.2 Items 5 and 6 on NRC Form 313- Radi
(If using this checklist, che

oactive Material and Use
ck applicable rows and fill in details, and
atiach copy of checklist to the application.)

U Yes | This response includes security-related sensitive information (sce Section 5.2) which is included in
J No Attachment and marked “Security-related information - withhold under 10 CFR 2.390”
i - . Form or Manufacturer/ Maximum " .

Yes Radionuclide Model No. Quantity Purpose of Use
Any byproduct Any As needed Any uptake, dilution, and
material permitted by excretion study permitted
10 CFR 35.100 by 10 CFR 35.100.
Any byproduct Any As needed Any imaging and
material permitted by localization study
10 CFR 35.200 permitted by

10 CFR 35.200.
F-1§ Any curies Production of PET
radioactive drugs under
10 CFR 30.32(j).
0O-15 Any Production of PET
_curies radioactive drugs under
10 CFR 30 32()).
C-11 Any ___curies Production of PET
radioactive drugs under
10 CFR 30.32(j)
Any byproduct Any millicuries Any radiopharmaceutical
material permitted by therapy procedure
10 CFR 35.300 permitted by
10 CFR 35.300
lIodine-131 Any ___millicuries Administration of I-131]
sodium iodide.
Byproduct material Sealed source or device ___millicuries 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 L , 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 o 10 CFR 35.400.
(Radionuclide ModelNo. )
. )
Byproduct material Sealed source or device __millicuries Any brachytherapy
permitted by (Manufacturer procedure permitied by
10 CFR 35.400 ) R 10 CFR 35.400.
{(Radionuclide Model No. )
| — )

C-5
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APPENDIX C

Table C.2 Items 5 and 6 on NRC For
(If using this checklist, check appl

m 313: Radioactive Material and Use
icable rows and fill in details, and

attach copy of checklist to the application.)

Yes

Radionuclide

Form or Manufacturer/
Model No.

Maximum

Quantity

— |
Purpose of Use

Strontium-90

Scaled source or device
(Manufacturer

mdel No. )‘

millicuries

L —
Treatment of superficja]
cye conditions using an
applicator distributed
pursuant to 10 CFR 32,74
and permitted by
10 CFR 35.400.

Byproduct material
permitted by
10 CFR 35.500

Check all that apply:

O Gd-153;
O I-125;
O  Other, describe

Scaled source or device
(Manufacturer

Model No. )

curies per source and
curies total

Diagnostic medical use
of sealed sources
permitted by

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

Iridium-192

Scaled source or device
(Manufacturer

Model No, )

curics per source and
curies total

One source for medical
use permitted by

10 CFR 35.600, in a
Manufacturer

1

Model No. .
remote afterlouding
brachytherapy device,
One source in its
shipping container as
necessary for
replacement of the source
in the remote afterloader
device,

Cobalt-60

Scaled source or device
(Manufacturer

]

_
Model No._ )

curies per source and
___curies total

One source for medical
use permitted by

10 CFR 35.600. in
Manufacturer

Model No. —
teletherapy unit. One
source in its shipping
container as necessary for
replacement of the source
in the teletherapy unit.

Cobalt-60

Sealed source or device
(Manufacturer

Model No. “‘).

curies per source and
curies total

For medical use

permitted by

10 CFR 35.600, in a
Manufacturer
ModelNo.

stereotactic radiosurgery
device. Sources in the
shipping container ay
necessary for
replacement of rhe
sources in the stereotactic

4
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F

Table C.2

ltems 5 and 6 on NRC Form 313: Radioactive Material and Use
(If using this checklist, check applicable rows and fill in details, and

attach copy of checklist to the application.)

: ; Form or Manufacturer/ Maximum
’ d |
Yes Radionuclide Model No, Quantity Purpose of Use

radiosurgery device.

Any byproduct Prepackaged kits ___millicuries In vitro studies.

material under

10 CFR 31.11

Depleted uranium Metal __ kilograms Shielding in a teletherapy
unit,

Depleted uranium Metal ___kilograms Shielding in a linear
accelerator.

Any radionuclide in | Sealed source or device ___millicuries For use in a

excess of 30 (Manufacturer Manufacturer

millicuries for use in N . _ .

calibration, Model No. ) Model No.

transmission, and
reference sources.
(List radionuclide:

)

for calibration and
checking of licensee’s
survey instruments.

Amcricium-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. B
nuclear-powered cardiac
pacemakers for clinical
evaluation in accordance
with manufacturer's
protocol dated

This authorization
includes: follow-up.
explantation, recovery,
disposal, and
implantation,

Other

Form or
Manufacturer/Mode] No.

__millicuries

Purpose of usc

-7
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APPENDIX C

Table C.3 contains a checklist that may be used to identify the attached documents that the
applicant is supplying for items for which a response is required. For example, an applicant may
fill in the name of the Radiation Safety Officer 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.

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



APPENDIX C

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, 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.)

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

Itern 7: Radiation
Safety Officer

For an individual previously identified as an RSO on an NRC or
Agreement Staie license or permit:

Name:

Previous license number (if issued by the NRC), or a copy of a license (if
issued by an Agreement State), or a copy of a permit (if issued by an NRC
master materials licensee) on which the individual was specifically named
as the RSO.

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

Documentation that the individual was:

¢ the RSO for only the medical uses of accelerator-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 before or during the
effective period of NRC’s waiver of August 31, 2005.

For an individual qualifving under 10 CFR 35.50(a):

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

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 seeks approval of an individual to
serve as RSO.

AND

satisfactorily completed training in and experience required for
certification, 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 safety knowledge sufficient
to function independently as an RSO.

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

|__j

"The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site hitp: /www.nrc.gov/materials/mian/med-use-toolkit html.

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



APPENDIX C

Table C.3  Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, 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.)

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

For an individual qualifying wider 10 CFR 35.50(b):

Description of the training and experience specified in 10 CER 35.50(b)
demonstrating that the proposed RSO is qualified by training and
experience as applicuble to the types of use for which the applicant sceks
approval of an individual to serve as RSO.

AND

e =

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 seeks approval of an individual to
serve as RSO.

satisfuctorily completed the required training and experience specified in
10 CFR 33,50(b). as well as the training in radiation safery, regulatory
tssues, and emergeney procedures for the types of use for which the
licensee seeks approval, and has achieved a level of radiation safety
knowledge sufficient to function independently as an RSO,

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

Description of the fraining and experience specified in 10 CFR 35.30(¢)

a

For an individual qualifving under 10 CFR 35.30cc)c 1)

Copy of the certification(s) as a medical physicist by a board whose
certification process has been recognized!! by the NRC or an Agreement
State under 10 CFR 35.51(a) and description of the experience specified in
10 CFR 35.50(c)(1) demonstrating that the proposed R50 is qualified by
experience as applicable to the types of use for which the applicant seeks
approval of'an individual to serve as RSO,

Description of the training and experience specified in 10 CER 35.500e)
demonsirating that the proposed RSO is qualified by training in radiation
satety, regulatory issues, and emergency procedures as applicable to the
rypes of use for which the applicant seeks approval of an individual 1o
serve as RSO,

I\ND

"lhe names ot hoard
pusted on the NRC’s W
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APPENDIX C

[Table C.3

(Check all applicable rovs and fill in details and attach a copy of the checklist to the application or

ltems 7 through 11 bn NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal

provide information separately.)

Item Number
and Title

Check box
to indicate
Sugeested Response material

included in
application

Written attestation, sigticd by & preceptor RSO, than the individual has 0
satisfactorily completed the required training and experience specitied for
certification. as well as training in radiation salety. regulatory issues, and
emerpency procedures for the types of use for which the hcensee sceks
approval, and has achieved u level of radiation salety knowledge sufficient
to function independently as an RSO,

AND
[T applicable, description of recent rejated continuing education and 0
experience as required by 10 CFR 35.59.

For an individual qualipying underr 10 CFR 35.50(0)(2)

Copy of the heensee’s license indicating that the individual js an AU, 0
AMP_or ANP 1dentified on the licensee’s license and has experience with
radiation safety aspects of simular types of use of byproduet material for
which the applicant secks approval of an individual to serve as RSO.

AND
Description of the truining and experience specified in 10 CFR 35.50(¢) ad
demonstrating that the proposed RSO 1s qualified by training in radiation
safety, regulatory issues, and emergency procedures as applicable 10 the
types of use for which the applicant seeks approval of an individual to
serve as RSO.

AND

Written attestation, signed by a preceptor RSO, that the individual has
satisfactorily completed the requireiments in 10 CFR 35.50(¢)(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 ol tadintion safety knowledge sufficient to function
mdependently as an RSO,

AND
If upplicable, desceription of recent related continuing education and )
experience as required by 10 CFR 35,59,

-1 NUREG - 1536, Vol. 9. Rev, 2
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APPENDIX C

Table C.3

& Equipment, Radiation Protecti
(Check all applicable rows and fill in details and art

provide information separately.)

Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
on Program, and Waste Disposal
ach a copy of the checklist to the application or

process has been recognized'? by the NRC under 10 CFR Part 35.
Subpart D, E, F, G, or H, as applicable to the use requested.

AND

0> ) .
"“The names of board certifications th

posted on the NRC’s Web site http:/www nre. gov/materiuls/mi, med-use-rocikiihnd,

NUREG - 1556, Vol. 9, Rev. 2
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Check box
to indicate
.Ite;nTI\.J‘lllmber Suggested Response material
RIC.SMe included in
application
Item 7. Authorized |For an individual previously identified as an AU on an ARC or A greement
Users for medical State license or permit:
uses:
Name(s), (including | Previous license number (if issucd by the NRC'), or a copy ot the license 0
license number (if issued by an Agreement State), or a copy of a permit issued by an NRC
authorizing practice | master materials licensee, or a copy of a penmit issued by an NRC or
of medicine, Agreement State broad-scope licensee, or a copy of a permit issued by an
podiatry, or NRC Master Materials License broad-scope permittee on which tie
dentistry if not physician, dentist, or podiatrist was specifically named as an AU for the
provided previously |uses requested.
or in attachment);
Requested uses for
each individual
For an AU requesting authorization Jor an additional medical use:
Description of the additional training and experience to demonstrate the a
AU is also qualified for the new medical uses requested (¢ u., training and
experience needed to meet the requirements in 10 CFR 35,290 (b), 35,396,
35.390(b)(1)(ii)(G), or 35.690(c)).
AND
A preceptor attestation, if required (e.g., attestation is required to meet the
requirements in 10 CFR 35.396, 35.390(b)(1)(ii)(G), or 35.690(c)).
For an individual qualifying under 10 CFR 35.57(b)(3).
Documentation that the physician, podiatrist, or dentist: 0
*  used only accelerator-produced radioactive materials, or discrete
sources of Ra-226, or both, for medical uses before or during the
cffective period of NRC’s waiver of August 31, 2005; and
*  uscd these materials for the same medical uses requested.
For an individual qualifying under 10 CFR Part 35, Subparts D, £ F, G,
and/or H, who is board-certified:
Copy of the certification(s) by a specialty board(s) whose certification 3

at have been recognized by the MRC oran Aoy ement Stare are




APPENDIX C

Table C.3  ltems 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable rows and 111 i derails and aitach o copyaf the choeckhist 1o the application or
provide information separaich

Check box

to indicate
Item Number

nd Title Suggested Response material
4 ; . .
included in
application
For an individual with a board certification recognized under a

10 CFR 35390, a description of the supcrvised work experience
administering dosages of radicactive drugs required i

10 CFR 35.390(0)(1)iiin () demonstrating that the proposed AU iy
qualified for the types of adnunistrations for which antherization is
sought;

AND

For an individuu! with a hourd certification rece amzed undor 0

10 CFR 35.390 for medical uses deseribed in 10 CFR 25 200, 4
description of the supervised work experience eluting peneraior systenis
required 1 10 CFR 35.290(¢ )1 )(i1)(G) demonstrating the propased Al s

also qualitied for imaging and localization medicul uses;

AND

Foran individual with a board certification recognized under g
10 CFR 35,490 or 35,690 seeking authorization under 10 CFR 35 396(d),
a description ol the classroom and laborory trainimg and supervised work
experienice required to demonstrate qualifications for admunistering
parenteral admimstrations o unsealed by product maierial requiring a
written directive;

AND
For an individua! secki o authorization under 10 CI'R Pant 35, Subpart H, |
deseriprion of the truining specified in 10 CFR 35.6490(¢) demonstrating
that the proposed AL is qualified for the typels) ot use for which
authorization is soughi.

AND

i

Written attesttion, signed by a preceptor phyvsician AL e

asework

and experience specified for certification. as well as the cli
or training and experience required by 10 CFR 35.396(d). or truinne for
FOCER 33,600 types ol use. Hoappropriate, have been sait factorily
completed and thar o leyel ol competency sufficient to function
independently as an AU fur the medical uses authorized has been
achicved;

AND
If-applicable, description of recent related continitng education and i

expericnce a required by L0 CEFR 35,59

13 NEREG- 1356, Vol 9, Rev. 2



APPENDIX C

Table C.3 Items 7 through 11 on NRC For
& Equipment, Radiation Protec
(Check all applicable rows and fill in details and a

provide information separately.)

m 313: Training & Experience, Facilities
tlon Program, and Waste Disposal
ttach a copy of the checklist to the application or

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G,
and/or H, who is not board-certified:

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

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

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
authorization is sought,

AND

Written attestation, 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 applicable, description of recent related continuing education and
experience as required by 10 CFR 35.59,

[tem 7. Authorized
Nuclear Pharmacists

Name(s) and license
to practice
pharmacy:

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

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 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
individual was specifically named ANP.,

For un individual qualifying under 10 CFR 35.5 7(a)(3).

Documentation that the nuclear pharmacist:

*  uscd only accelerator-produced 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 - 1356, Vol. 9, Rev., 2 C-14




APPENDIX C

Table C.3 Items 7 through 11 on NRC F
& Equipment, Radiati

provide information separately.)

orm 313: Training & Experience, Facilities
on Protection Program, and Waste Disposal
(Check all applicable rows and Sill in derails and attach a copy of the checklist to the application or

Check box
I Numb to indicate
te:ln.ntl;m er Suggested Response material
R included in
application
For an individual qualifying under 10 CFR 35.55 {a):
Copy of the certification(s) of the specialty board whose certification 0
process has been recognized' under 10 CER 35.55(a).
‘\\'D ............ srsrasssnan
Written attestation, signed by a preceptor ANP, that training and 0
experience required for certification have been satisfactorily completed
and that a level of competency sufficient to function independently as an
ANP has been achieved.
AND _ _
If applicable, description of recent related continuing education and a
experience as required by 10 CFR 35.59.
For an individual qualifying under 10 CFR 35.55(b)-
Description of the training and experience specified in 10 CFR 35.55(h) 3J
demonstrating that the proposed ANP is qualified by training and
experience.
AND . ) sracsenanas
Written attestation, signed by a preceptor ANP, that the above training and 0
experience have been satisfactorily completed and that a leve] of
competency sufficient to function independently as an ANP has been
achieved.
AND _ o
If applicable, description of recent related continuing education and 3
experience as required by 10 CFR 35.59.
Item 7: Authorized | For an individual previously identified 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

(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
individual was specifically named an AMP for the uses requested,

BThe names of board certifications

posted on the NRC's Web site hitp: wiww are. govimaterials/ miaw med-use- toolkit.html

&

C-15 NUREG - 1536

that have been recognized by the NRC or an Agreement State are
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APPENDIX

Table C.3

Equipment, Radiation Protection Program, and Waste Disposal

(Check all applicable rows and fill in detaily and attach dacopy of th

Item Number
and Title

Suggested Response

Provide information separatelv.)

1e checklist to the application or

, Facilities

Check box
to indicate

material

included in
application

For an individueal gualifying

ander 10 CFR 355 T 3)

Dacumentation that the medj

* used only aceelerator-pro

ot Ra-226, or both, for medical uses before or during the effective
period of NRC's waiver of August 31, 2005; and

cal physicist;

duced radioactive manerial, diserete sourees

*_used these materials for the Sime medical uses requested.
Foran individual qualifving under 10 CFR 355 Ita)

process has been recognized:

demonstrating that the pPropos
ot use for which he or she js I

treatment planning svstem,

Written attestation, signed by

completed, and that a level of
mdependently as an AP has

Copy of the certification(s) of the specialty hoar

Description of the muning and experience specified in 10 CFR 355 l(c)

device operarion, safety procedures, clinical use, and operation of

and experience required for certification, as well as the training and
experience specified in 10 CER 33 S1¢¢) have been sitisfacrorily

lfapplicable, description of recent refated continuing education and

experience as required by 10 CFR 3559,

dis) whose certitication
“under 10 CFR 35.51(a).

ed AMP is qualitied by training in the tvpes
cquesting AMP stanys, weluding hands-on

apreceptor AMP, that the required training

competency sufticient ro function
been achieved,

For an individual qualifying

1der 10 CFR 35.51(h):

Description of the training and

10 CFR 35.51(b)(1) for the Use,

1. \ a— ,
"The names ot board cern hony that
posted on the NRCs Wb L IR

SNUREG - 350, Vol ¢

JW I 0y

expericnce demonstrating that the proposed

AMP is qualified by training and experience identified in

s requested.

AND

s Tk, ted-i .

-6

]

Mve been recognized Dy the MRC oran Agreement Srate nre




APPENDIX C

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, 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 box
Ltet Num) to indicate
ety Number . ;
td 'llill Suggested Response material
¢ ¢ . &
e included in
application
Description of the training and experience specified in 10 CFR 35.5 1(c) 0
demonsirating that the proposed AMP is qualified by training in the types
o use for which he or she is requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation of a
lreatment plansing systeny.
Written atiestation, signed by 4 preceptor AMP, that the required training 0
and experience have been satisfactorily completed and that a level of
competency sufficient to function independently as an AMP has been
achieved
AND
If applicable, description of recent related continuing education and =)
experience as required by 10 CFR. 35,59,
Item 7: Authorized | Note: For purposes of this section of the table. the term “authorized user”
User for norimedical [is used to mean indis iduals authorized for the nonmedical uses described.
uses Sce Sections 8,11 and 8,12,
For an individiual previously authorized for nonmedical use on an NRC or
Agreement State heense or permit;
Name(x), Previous license number (1f issued by the NRC), or a copy of the license a
(il issued by an Agrecment State), or a copy of a permit issued by an NRC
Requested tvpes, : 2 N ;
SRALTT ey, aid Mister materials licensee. or a copy of a pernut 1ssued by an NRC or
i s, ¢ . PR f ..
d . - | Agreement State broad-scope licensec, or a copy of'a permit issued by an
nonmicdical uses for |57 . ; e ; .
L NRC Master Materials License broad-scope permittee on which the
cach individual S . . o
individual was specifically named an AU for the types, quantitics, and
Vses requested.
For mdivieheals Gradlifving wnder 10 CFR 30.33(a)3):
Documentation of the individual's training and experience demonstrating 0
that the individual is qualified to use the types and quantitics of licensed
matenals for the reguested uses.
tem 9: Faciluy A diagram is enclosed that deseribes the facilitics and identifies activities 0
Diagram conducted in all contiguous arcas surrounding the area(s) of use. The
foliowing information is included:
* Guidance mn Seetion 5.2 was reviewed and security-related sensitive a
mformation provided is marked accordingly,
[ Dravwings should be to seale, indicating the scale used J
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