MATERIALS LICENSING BRANCH

UNITED STATES NUCLEAR REGULATORY COMMISSION
REGION IlI
2443 WARRENVILLE ROAD STE 210
LISLE, ILLINOIS 60532-4352
OFFICE: (630)-829-9892  FAX: (630) 515-1078

CONVERSATION RECORD |Tive |oate
ACTUALLY FAXED? \/gg 02/ 24 ]wm

NAME OF PERSON(S) CONTACTED ORGANIZATION ) TELEPHONE NO

Joe Ramos, contact Nuc. Medicine  Indiana Cardiac & Vascular O: 317-887-7700
Consultants, LLC F: 317-887-7728

SUBJECT

License No.:  13-32207-01 (renewal) Control No.: 318635

SUMMARY
We have reviewed your letter requesting the renewal of your NRC radioactive materials license

dated October 26, 2009, and need additional information as follows:

As stated in the notice of expiration which was sent to you, we reserve the right to request a
complete, up-to-date application

1. Please resubmit your renewal request in its entirety using NRC Form 313 and NUREG
1556, Vol. 9, Rev. 2, Appendix C. These can be found in NRC’s public website —
http://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v9/r2/. Appendix C is
enclosed.

2. Please verify if the suite designation is necessary for your location of use.

We will be unable to continue processing your request until we receive this information. In
accordance with 10 CFR 2.390 of the NRC's “Rules of Practice, “ a copy of this letter will be
available electronically in the NRC Public Document Room or from the Publicly Available Record
(PARS) component of NRC’s document system (ADAMS) accessible from the NRC Website at
http://www.nrc.gov/reading-rem/adams.html.

ACTION REQUIRED
Please submit a signed, written response from Executive Management within 10-days or
contact me to arrange an alternate response date. Be sure to reference control number
318635 to facilitate correct processing of your response.

Please also be reminded of the provisions in 10 CFR 30.9(a), “Completeness and accuracy
of information,” which require that...”(a) Information provided to the Commission by an
applicant for a license or by a licensee or information required by statute or by the
Commission’s regulations, orders, or license conditions to be maintained by the applicant or
the licensee shall be complete and accurate in all material respects.”

PLEASE DIRECT ANY QUESTIONS YOU MAY HAVE TO ME AT (630) 829-9892.

NAME OF PERSON DOCUMENTING CONVERSATION SIGNATURE DATE

Jose Macatangay 4(_:( WW o2 /2 .:{(/:20;@
{ 0 / (

M

L&'



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 purposcs for which it will be used. For example,
if the applicant is seeking a license for unsealed byproduct material under 10 CFR 35100 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 sccurity-related information
appropriately.

NYote: 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 C-4



\PPENDIX ¢

Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use
tf using this checklise,  heck applicahle roves and 1ill
attach copy of checklist to the application

srdetands, and

wion fsee Seetton 5 2) which is included in

JYes | This response includes security -related sensitive iform,
JdNo Muachment — and marked “Secu y-related information - withhold under 10 CFR 2,390
2 . : Form or Manufacturer Maximum ,
Yes Radionuclide . . Purpose of Use
Model No. Quantity

Any uptake, dilution, and

Any by product Any As needed

material permitted by excretion study permitted

10 CFR 35 100 by 10 CFR 35 j00

Any by product Any As needed Any mmaging and

material permitted by localization study

10 CFR 35 200 permitted by
10 CFR 35200

F-18 Any _curies Production of PET
radioactive drugs under
10 CFR 30.32(j).

O-15 Any Production of PET

curics 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.

lodine-131 Any ___millicuries Administration of [-131

sodium iodide.

Byproduct material

Sealed source or device

millicuries

permitted by (Manufacturer
10 CFR 35.400 ; 10 CFR 35.400.
(Radionuclide Model No. )

)

Any brachytherapy
procedure permitted by

Byproduct materiul
permitted by

10 CFR 35.400
(Radionuclide

)

Sealed source or device
{Manufacturer

Model No. )

__millicuries

Any brachytherapy
procedure permitted by
10 CFR 35.400.

Byproduct material
permitted by

10 CFR 35.400
(Radionuclide

)

Secaled source or device
(Manufacturer

Model No. )

millicurics

Any brachytherapy
procedure permitted by
10 CFR 35.400

Byproduct material
permitted by
10 CFR 35.400
(Radionuclide

)

Sealed source or device
{Manufacturer

Model No. )

__millicuries

Any brachytherapy
procedure permitted by
10 CFR 35.400

NUREG - 1556, Vol. 9, Rev. 2



APPENDIX ¢

Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use
(If using this chocklise, Chock appitcable roves and fill in details. and
attach copy of checklist ro the application. )

(Manulacturer

Modeld .\"n”:‘— )

: : : Form or Manufacturer, Maximum .
Yes Rudionuclide . . Purpose of Use
Model No. Quantity
Strontium-90 Scaled source or device _idhieuries Treatment of superticial

cye conditions using an
applicator distoibuted
pursuant to 10 CFR 3274
and permitted by

10 CFR 35400,

By product material
permitted by
1) CFR 35.500

Check all that apply:

3 Gd-153;
[} l-':j
73 Other, describe

Sealed source or device
(Manufacturer

Model No. j—— )

curies per source and
curies total

Diagnostic medical use
of scaled sources
permitted by

10 CFR 35500 in
compatible devices
registered pursuant to
10 CFR 30.32(y)

Indium-192

Sealed source or device
(Manufacturer

ModelNo

curies per source and
___curics total

One source for medical
use permitted by

10 CFR 35.600. in a
Manufacturer

Model No.

remote afterloading
brachytherapy device.
One source in its
shipping container as
necessary for
replacement of the source
in the remote afterloader
device.

Cobalt-60

Secaled source or device
(Manufacturer

Model No. )

curies per source and
___curices total

One source for medical
use permitted by

10 CFR 35.600, in a
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

Mode! No. )

curies per source and
curies total

For medical use
permitted by

10 CFR 35.600, in a
Manufacturer

Model No.
stereotactic radiosurgery
device. Sources in the
shipping container as
necessary for
replacement of the
sources In the stereotactic

NUREG - 1556, Vol. 9. Rev. 2



\PPENDIX C

Table C.2 Items 5 and 6 on NRC Form 313: Radioactive Material and Use
(1 using this checklist, check applicable rows and il in details, and
attach copy of checklist to the application. )

: . . Form or Manufacturer, Maximum .
Yos Radionuclide . . Purpose of Use
Model No. Quantity
radiosurgery deviee.
Prepackaged kits millicurics In virro studies

Any byproduct
material under
10 CFR 3111

Shiclding i a teletherapy

Any radionuchide i
excess of 30
millicuries for use in
calibration,
transmission, and
relerence sources.
(List radionuclide:

)

(Manufacturer

Model No. )

Depleted uranium Metal Kilograims
unit.
Depleted uranium Metal __kilograms Shiclding in a lincar
accelerator.
Scaled source or device millicuries For use m a

Manufacturer
Model No.

for calibration and
checking of licensee's
survey istruments.

Americium-241

Scaled source or device
{Manufacturer

Model No. )

___millicuries per source
and
millicuries total

Use as an anatomical
marker.

Plutonijum (principal
radionuclide Pu-238)

Sealed sources

millicuries per source
and
grams total

As a component of
Manufacturer

£l

ModelNo.
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 Model No.,

millicuries

Purpose of use

NUREG - 1556, Vel 9, Rey. 2




APPENDIX C

Table C.3 contains a checklist that may be used to identity the attached documents that the
applicant is supplving for items for which a response is required. For example, 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.

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



\PPENDIX C

Table C.3  Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check ail applicable rows and fill i details and artach a opy of the checklist to the application or

provide mformation separately

Item Number
and litle

Suggested Response

Check box
to indicate
material
included in
application

Jltem 7. Radwution
Saftety Officer

Nanmwe:

Foran odividual previously wentitiod as an RSO on an ARC or
Lgrecment Stare license or permit

Previous license number (it 1ssued by the NRC), or a copy vl 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,

Foran individual qualifving wnder 10 CFR 35 37ay3)-

Documentation that the radividual 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 belore or during the
elfective period of NRC's waiver of August 31, 2005.

For an individual qualifying under 10 CFR 35.5014):

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).

Description of the training and experience specified in 10 CFR 35.50(¢)

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 secks approval of an individual to
serve as RSO,

AND

Written attestation, signed by a preceptor RSO, that the individual has

satisfactorily completed training in and expertence required for
certification, as well as training in radiation safety, regulatory issues, and
emergency procedures tor the types of use for which the licensee secks
approval, and has achieved a level of radiation safety knowledge sufficient
to function independently as an RSO.

AND

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

""The names of board certifications that have been recognized by the NRC or an Agreement State are

pested on the NRC’s Web site

C-9 NUREG - 15336, Vol. U, Rev. 2



APPENDIX C

provide information separatcly )

Table C.3  Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Pro
(Check wll applicabte roves and fill in details and

gram, and Waste Disposal
attach a copy of the checklist o the dpplication or

Item Number
and Title

Sugpested Response

Check box
to indicate
material
included in
application

Foran individual yualifving under 10 CFR 35 501b).

Description of the training and experience specificd n 10 CFR 35.50(h)
demonstrating that the proposed RSO is qualitied by training and
experience as applicable to the tvpes of use for which the applicant sceks
approval ol an individual to serve as RSO.

AND
Description of the training and experience specttied in 10 CFR 35 .50(¢)
demonstrating that the proposed RSO is yualificd by training in radiation
safety, regulatory issucs, and cmergency procedures as applicable to the
types ol use for which the applicant secks approval of an individual to
serve as RSO,

AND
Written attestation, signed by a preceptor RSO, that the individual has
satisfactorily completed the required tramning and experience specified in
10 CFR 35.50(b), as well as the training in radiation safety, regulatory
issues, and emergency procedures for the types of usc for which the
licensee secks approval, and has achieved a level of radiation safety
knowledge sufficient to function independently as an RSO.

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

For an individual qualifying under 10 CFR 35 S0tenl),

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 RSO is qualified by
experience as applicable to the types of use for which the applicant seeks
approval of an individual to serve as RSO.

AND

Description of the training and experience specified in 10 CFR 35.50(¢)

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

'"The names of board certifications that have been rec

posted on the NRC's Web site
NUREG - 1556, Vol 9, Rev. 2 C-10
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\PPENDIX C

Table C.3

(Check ail applicable rows and 1l in dotails and attach a copy of the Checklise 1o the application or
Vo s

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

provide information separatelv.

Item Number
and litle

Checek box
to indicate

Suggested Response material
included in
application

Wiritten attestation, signed by a preceptor RSO, that the individual has Bl

satistactorily completed the required training and experience specified for
certitication, as well as training in radiation safely. regulatory issucs, und
emergeney procedures for the tpes of use for which the licensee seeks
approval, and has achieved a level of radiation safety knowledge sufticient
to function independently as an RSO,

AND

[fapplicable. description of recent related continuig cducation and

Foran individual qualifving under 10 CFR 35 50(c)12)

Copy of the licensce’s license indicating that the individual is an AU,
AMP, or ANP identified on the licensee's license and has experience with
radiation safety aspects of similar types of use of byproduct material for
which the applicant secks approval of an individual to serve as RSO.
AND
Description of the training and experience specified n 10 CFR 35.30(¢) ad
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.

B R

AND
Written attestation, signed by a preceptor RSO, that the individual has
satisfactorily completed the requirements in 10 CFR 35 50(ci2), as well
as training in radiation safety, regulatory issucs, and emergency
procedures for the types ot use for which the licensee sceks approval, and
has achieved a level of radiation safety knowledge sufticient to function
independently as an RSO.

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

C-11 NUREG - 1356, Vol. 9, Rev. 2



APPENDIN C

Table C.3 items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Chech all applicabic rows and fill in details and artach o copy of the checklist o the application or
provide information separatelv.s

Check box

) to indicate

Item Number S ted R teri :t
Suggested Response materia
and Title kR espo , .

included in

application

lem 70 Authorized | For an mdividua: previousie identitiod as an AL o an NRC or Awrecment
Users for medical State ficense or perniit

lses:
Namets), (including [ Previous license number (if issued by the NRC), or a copy of the license 1
license number (il issued by an Agreement State), or a copy of a permit issucd by an NRC
authorizing practice [ master materials licensee, or a copy of a permit issued by an NRC or

of medicine, Agreement State broad-scope licensee, or a copy ol a permit issucd by an

podiatry, or NRC Master Materials License broad-scope permittee on which the

dentistry 1t not physician, dentist, or podiatrist was specifically named as un AU for the

provided previously | uses requested.
or m attachmenty;
Requested uses for
each individual

Foran AU rcquesting authorization for an additional medical use

Description of the additional training und experience to demonstrate the )
AU is also qualified for the new medical uses requested (e.g., training and
experience needed to meet the requirements in 10 CER 35.290 (b), 35.396,
35.390(b)(1)(i1)(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)(1iXG), or 35.690(c)).

For an individual qualifving 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
effective period of NRC's waiver of August 31, 2005; and

* used these materials for the same medical uses requested.

For an individual gualifving under 10 CFR Part 35, Subparts D, £, F. G.
and/or H, who is board-ccrtified:

Copy of the certification(s) by u specialty board(s) whose certification 3
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

""The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC's Web site

NUREG - 1536, Vcl. 9, Rev. 2 C-12




APPENDIX C

Table C.3

(Check all applicable rovws and fill in details and atrach o copy of the checklist o the application or

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

provide information separately, )

Check hox
. to indicate
Item Number . .
. Suggested Response material
and Title 1 ]
included in
application
Foran individual with a board certification recognized under 5 |
10 CFR 35.390. a description of the superyised work experience
administering dosages of radivactive drugs required in
T CER 35.390¢b) i Gy demonstrating that the proposed AU is
qualified for the types of administrations for which authorization is
sought,
AND
Foran individual with a board certification recognized under 7
10 CFR 35.390 for medical uses described in 10 CFR 35.200, a
description of the supervised work experience cluting generator systems
required in 10 CFR 35.290(c) NG G) demonstrating the proposed AU is
also qualified for imaging and localization medical uses;
AND
For an individual with a board certification recognized under m,
10 CFR 35.490 or 35.690 secking authorization under 10 CFR 35.396(d).
a description of the clussroom and laboratory training and supervised work
experience required to demonstrate qualifications for administering
parenteral administrations of unsealed by product material requiring a
wrilten directive;
AND
For an individual seeking authorization under 10 CFR Part 35, Subpart H, d
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 training i
and experience specified for certification, as well as the clinical casework,
or training and experience required by 10 CFR 35 396(d), or training for
10 CFR 35.600 types of use, if uppropriate, 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
[Fapplicable. description of recent related continuing education and 4
experience as required by 10 CFR 35.59.

C-13 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 till in details and artach a copy of the checklist to the application or
provide information separateiv )

Check box
. to indicate
Item Number . R
. Suggested Response material
and Title ) :
included in
application

Foran individual gualifi mg under 10 CER Part 35, Subparts D, EF. G,
and or H, who is not board-cornficd.

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

AND

For an individual sceking authorization under 10 CFR Part 35, Subpart H. W,

description of the training specitied in 10 CFR 35.090 (¢) demonstrating
that the proposed AU is qualified for the type(s) ol 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
[f applicable, description of recent related continuing education and
experience as required by 10 CFR 15.59,

Item 7: Authorized | For an individual previously identified as an ANP on an NRC or
Nuclear Pharmacists | Agreement State license or permit:

Name(s) and license | Previous license number (if issued by the NRC), or a copy of the license )
to practice (if issued by an Agreement State), or a copy of a permit issued by an NRC
pharmacy: master materials licensee, or a copy ol a permit issued by an NRC or
Agreement State broad-scope licensee, or a copy of a permit issucd by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named ANP.

For an individual qualifiing under 10 CFR 35 571a)(3)-

d

Documentation that the nuclear pharmacist;

¢ used only accelerator-produced radioactive materials or discrete
sources of Ra-226, or both, in the practice of nuclear pharmacy before
or during the effective period of NRC’s waiver of August 31, 2005:
and

* used these materials for the same uses requested.

NUREG - 1536, Vol. 9, Rev. 2 C-14




APPENDIX C

TableC.3  Items 7 through 11 on NRC F

Jravide mtormarion separarey.)

orm 313: Training & Experience, Facilities

& Equipment, Radiation Protection Program, and Waste Disposal
(Check all applicable vows and il ndetails and artach g copv ol the checklise to the application or

Item Number
and Title

Suggested Response

Check bhox
to indicate
material
included in
application

Foran ondividual guality ing wnder 10 CFR 335510

Copy of the certilication(s) of the specialty board whose certitication
process has been recognized’ under 10 CFR 353500

Written attestation, signed by a preceptor ANP, that traimng and
experience required for certification have been satisfactorily completed
and that a level of competency sufficient to function independently as an
ANP has been achieved.

[Fapplicable, description of recent related continuing education and

expertence us required by 10 CFR 35,59,

For anindividual qualifving under 10 CFR 35.55(b):

Description of the training and experience specified in 10 CFR 35.55(b)
demonstrating that the proposed ANP is qualitied by training and
experience.

Written attestation, signed by a preceptor ANP, that the above training and
experience have been satisfactorily completed and that a level of
competency sufficient to function independently as an ANP has been
achieved.

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

[tem 7: Authorized
Medica! Physicists

Name(s);

Foran individual previously identified as an AMP on an NRC or
Agreement State license or permit:

Previous license number (if issucd 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 matcrials 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

Lindi\idual was specifically named an AMP for the uses requested.

“The names of board certifications t

posted on the NRC's Web sjte

a

hat have been recognized by the NRC or an Agreement State are

C-15 NUREG - 1556, Vol. 9, Rey. 2



APPENDIX C

TableC.3 Items7 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 separarcly.)
Check box
Item Number Suppested Res . to I'ntd'w_f':e
and Title Suggested Response _ material
included in
application
Forun mdividlual qualifving wnder 10 CER 35 57113
Documentation that the medical physicist: 7
o used only aceelerator-produced radioactive material, 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
*used these matertals for the same medical uses requested.
Foran individual qualitving under 10 CER 35.5a)-
Copy of the certitication(s) of the specialty board(s) whose certification 1
process has been recognized'* under 10 CFR 35.51a).
AND
Description of the training and experience specified in 10 CFR 35.51(¢) 5
demonstrating that the proposed AMP is qualified by (raining in the types
of usc for which he or she is requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation of a
treatment planning system.
AND
Written attestation, signed by a preceptor AMP, that the required training )
and experience required for certification, as well as the training and
experience specified in 10 CFR 35.51(c) 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 cducation and )
cxperience as required by 10 CFR 35.59.
For an individual qualifving under 10 CFR 35.31h),
Description of the training and experience demonstrating that the proposed &
AMP is qualitied by training and experience identified in
10 CFR 35.51(b)(1) for the uses requested.

"The names of board certifications that have been recognized by the NRC or an Agreement State are
posted on the NRC’s Web site y sy Ly i WE

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




APPENDIX C

Table C.3

Items 7 through 11 on NRC Form 313:
& Equipment, Radiation Protection Pro
(Clicck all appiicabie rows and fill in details and

provide information sepa aredv.)

Training & Experience, Facilities
gram, and Waste Disposal
dttach a copy ot ihe checklise o the appiication or

Item Number
and Tide

Suggested Response

Check box
to indicate
material
included in
application

Description of the training and experience specified in 10 CFR 3551 ()
demonstrating that the proposed AMP is qualiticd by truining in the types
ol use tor which he or she s requesting AMP status, including hands-on
device operation, safety procedures, clinical use, and operation ol a
treatiment plunning sy stem.

AND

Wiritten attestation, signed by a preceptor AMP. that the required training
and experience have been satsfactorily completed and that a leve] of
competeney suthicient to function independently as an AMP has been
achieved.

D

experience as required by 10 CFR 35.59.

-

Item 7: Authonzed
User for nonmedical
uscs

Name(s):

Requested types,
quantities, and
nonmedical uses for
cach individual

Note: For purposcs of this section of the table, the term “authorized user™
is used to mean individuals authorized for the nonmedical uses described.
Sec Sections 8.11 and 8.12.

For an individual previously authorized for nonmedical use 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 licensce, or a copy of a permit issued by an
NRC Master Materials License broad-scope permittee on which the
individual was specifically named an AU for the types. quantities, and
uses requested.

For individuals qualifving under 10 CFR 30 33(u)(3):

Documentation of the individual’s training and experience demonstrating
that the individual is qualified to use the types and quantities of licensed
materials for the requested uses.

Item 9: Facility
Diagram

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

* Guidance in Section 5.2 was reviewed and security-related sensitive
information provided is marked accordingly.
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APPENDIX €

TableC.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check alid applicable roses and fill i derails and attach a copy of the checklist n the application or
provide information separatedy

Check hox
to indicate

Item Number : ]
" Suggested Response material
and Title 7 .
included in
application
* Location, room numbers. and principal use of cach room or arca w here B

by product material is prepared, used or stored, location of direct
transter delivery tbes from a PET radionuclide radioactive druy
production facility or production area of PET radioactive drugs under
10 CFR 30.32()). and arcas where higher cnergy gamma- cmitting
radionuclides (¢.g., PET radionuclides) are used:

*  Location. room numbers, and principal use of cach adjacent room )
(e.g, office, file, wilcet, closet, hallway), including arcas above, beside,
and below therapy treatment rooms, indicating whether the room is a
restricted or unrestricted area as defined in 10 CFR 20.1003; and

*  Provide shielding calculations and include information about the type, a
thickness, and density of any necessary shiclding to cnable
independent verification of shielding calculations, including a
description of any portable shields used {e.g., shielding of proposed
patient rooms used for implant therapy, including the dimensions of
any portable shield, if one is used: source storage safc)

[n addition to the above, for teletherapy and GSR facilities, applicants ]
should provide the dircctions of primary beam usage for teletherapy units
and, in the case of an isocentric unit. the plane ol beam rotation.

Item 9: Radiation A statement that: “‘Radiation monitoring instruments will be calibrated by O
Monitoring a person qualified to perform survey meter calibrations.”
Instruments
AND/OR
A statement that: “We have devcloped and will implement and maintain 0

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.”

A description of the instrumentation (e.2., gamma counter, solid <tate J
detecror. portable or stationary count rate meter, portable or starionary
dose rate or exposure rate meter. single or multichanne| analyzer, liquid
scintillation counter, proportional counter) that will be used to perform
required surveys.

AND

A statement that: “We reserve the right to upgrade our sury ey Instruments
as necessary as long as they are adequate to measure the type und level of
radiation for which they are used.”

[tem 9: Dose A statement that: “Equipment used to measure dosages will be calibrated )
Calibrator and Other | in accordance with nationally recognized standards or the manufacturer’s
Dosage Measuring [ instructions.”
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\PPENDIX C

[Table C.3  Items 7 through 11 on NRC Form 31
& Equipment, Radiation Protection
(Check ail applicable rows and fill in details and attach a copy of the checklist to the )

provide information separately )

3: Training & Experience, Facilities
Program, and Waste Disposal

plication or

Item Number
and Title

Suggested Response

Cheek box
to indicate
material
included in
application

When administering dosages of alpha-cmitting unscaled byproduct
material v other than unit dosages made by a manufacturer or preparer
licensed under 10 CFR 3272 or 10 CFR 30.32(j).

* A statement that: “Dosages will be determined by relying on the
provider’s dose label for measurement of the radioactivity and a
combination of volumetric measurcment and mathematical
caleulation.”

OR

* Weare providing a description of the dosage measurement
cquipment, the nationally recognized calibration standard (or
manufacturer’s calibration instructions), and dosage measurement
procedures.

ltem 9: Therapy
Unit - Calibration
and Use

We are providing the procedures required by 10 CFR 35.642,
10 CFR 35.643, and 10 CFR 35.645. if applicable 1o the license
apphication.

Item 9: Other
Equipment and

Facilities

e

Guidance in Section 5.2 was reviewed and seeurity-related information
provided is marked accordingly.

Altached is a description, identified as Attachment 9.4, of additional
facilities and equipment.

For manual brachytherapy facilities, we are providing a description of the
CHICTEENCY response equipment.

For PET radionuclide use, PET radioactive drug production, and
radiopharmaceutical therapy programs. we are providing a description of
the additional facilitics and equipment (or these uscs.

description of the following:

*  Waming systems and restricted area controls {e.g.. locks, signs,
warning lights and alarms, interlock systems) for cach therapy
treatment room;

*  Area radiation monitoring equipment;
*  Viewing and intercom systems (except for LDR units);

*  Steps that will be taken to ensure that no two units can be operated
simultaneously, if other radiation-producing equipment (e.g.. linear
accelerator, X-ray machine) is in the treatment room;,

*  Methods to ensure that whenever the device is not in use or is
unattended, the console keys will be inaccessible to unauthorized

persons; and

* Emergency response equipment.

J
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APPENDIX C

TableC.3 Items7 through 11 on NRC Form 313: Training & Experience, Facilities
& Equipment, Radiation Protection Program, and Waste Disposal
(Check adl applicable rows and 1l in details and attach o copy of the checklist to the application or
provide information Separaredy.)
Check box
: to indicat
[tem Number . N mdu'.n ¢
< Suggested Response material
and Title . .
included in
application
Item 10: Satety Attached are procedures required by 10 CFR 35 610, =)
Procedures and
Instructions
Guidanee in Section 5.2 was reviewed and seeurnty-related sensitive 7
mformation provided is marked accordingly.
Item 10: A statement that: “Either we will perform a prospective evaluation )
Occupational Dose demonstrating that unmonitored individuals are not likely to recenve, in |
year, a radiation dose in excess of 10 of the allowable limits in
10 CFR Part 20 or we will provide dosimetry that meets the requirements
listed under *Criteria’ in NUREG-1556, Vol. 9, Rev. 1, *Consolidated
Guidance About Materials Licenses: Program-Specitic Guidance About
Medical Use Licenses,” ™
OR
A description of an alternative method for demonstrating compliance with 2
the referenced regulations.
Item 10: Area A stutement that: “We have developed and will implement and maintain 7
Surveys written procedures for area surveys in accordance with 10 CFR 20.110]
that meet the requirements of 10 CFR 20.1501 and 10 CFR 35.70.”
Item 10: Safe Use | A statement that: “We have developed and will implement and maintain 0
of Unsealed procedures for safe use of unsealed byproduct material that meet the
Licensed Material requirements of 10 CFR 20.1101 and 10 CFR 20.1301.
Item 10: A statement that: “We have developed and will implement and maintain J
Spill/Contamination |written procedures for safe response to spills of licensed material in
Procedures accordance with 10 CFR 20.110].”
Item 10: Name of the proposed cmployee and types of activities requested: &)
Installation,
Maintenance, —_— e
Adjustment, Repair, AND
il Inspection of s e e ) TGS E
Tlhterap),/) Devices Description of the training and experience demonstrating that the proposed 3
Containing Scaled employee is qualified by training and experience for the use requested
Sources AND
Copy of the manufacturer's training certification and an outline of the )
training in procedures to be followed.
Itern 10: A response is not required under the following condition: the NRC will NA
Minimization of consider that the above criteria have been met if the information provided
Contamination in applicant’s responses satisfy the criteria in Sections 8.15, 8.16,8.21,
8.25,8.27, and 8.29, on the topics: facilities and equipment, facility
diagram, Radiation Protection Program, safety pregram, and waste
management,
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Table C.3

(Check all applicable rows and il o derarly

Items 7 through 11 on NRC Form
& Equipment, Radiation Protectio

and attach a copy of the e
Provide information separately.

313: Training & Experience, Facilities
n Program, and Waste Disposal

Riist to the application or

Item Number
and Title

Suggested Response

Check box
to indicate
material
included in
application

ltem 11 Waste
Management

Asstatement that: “We have dey cloped and will implement and maintain

written waste disposal procedures for licensed material in
10 CFR 201101, that also meet the requirements of the applicable section
of 10 CFR Part 20 Subpart K, and of 10 CFR 3592~

accordance with

potentially contaminated radiation
transport shiclds from consortium members recein ing PET rudioactive
drugs nonconuncreially transferred under 10 CFR 30.32(j)

Attached is a request to receive

authorization.

-
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TRANSMISSION VERIFICATION REPORT

TIME : B3/24/201@ 13:44
NAME @ USNRC RIII

FAX : B3PB299782

TEL

SER. # : BBBAT7IO9Z25774

DATE, TIME P3/24 13:41
FAX NO. /NaME 83178877728
DURATION pA:B3: 08
PAGE (S) 26
RESULT oK
MODE STANDARD
ECM
NRC FORM 386 (RIll) UNITED STATES
U NUCLEAR REGULATORY COMMISSION
& “, REGION Il
& 2443 Warrenville Road, Sulte 210
g & Falls- ¢ Lisle, lllinois 60532-4352
0N
X
L
TELEFAX TRANSMITTAL
NUMBER OF PAGES: 20
DATE: 03/24/2010 (including this page) g 20

SEND TO:  Joe Ramos, Contact Person

LOCATION: Indiana Cardiac & Vascular Consultants, LLC

FAX NUMBER: 317 - 887 - 7728 | | VERIFY BY CALLING SENDER

E@I%I}EAR:) Jose Macatangay 4 W

TELEPHONE NUMBER: 630 - 829 - 9892 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




NRC FORM 386 (RIll) UNITED STATES

4-2004
( ) NUCLEAR REGULATORY COMMISSION
REGION i
2443 Warrenville Road, Suite 210
Lisle, lllinois 60532-4352

TELEFAX TRANSMITTAL

NUMBER OF PAGES:
DATE: 03/24/2010 (including this page) 5 20

SEND TO: Joe Ramos, Contact Person
LOCATION: Indiana Cardiac & Vascular Consultants, LLC

FAXNUMBER: 317 - 887 - 7728 VERIFY BY CALLING SENDER
FROM: Ty
(SENDER) Jose Macatangay ‘5/ ‘7é /

TELEPHONE NUMBER: 630 - 829 - 9892 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

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 have 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.
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