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BARBARA ANN

KARMANOS

CANCER CENTER
At the: Detrpit Mecical Geanter

November 21, 2011

U.S. Nuclear Regutatory Commission, Region LI
Materials Licensing Branch

2443 Warrenville Road, Suite 210

Lisle, IL 60532-4352

Re: Request for Authorized User Status for License #21-04127-06

Dear Sir or Madame,

This letter is a request to grant Authorized User Status to Abhirami Hallock, M.D. for
Co-60 in a Leksell Gamma Knife System radiation therapy unit. We have attached the
NRC Form 313A(AUS) and supporting documents.

If you require further assistance please feel free to contact our RSO Joe Rakowski a
(313)745-1435. :

Thank you,

Sincerely,

ara Jelich
Director of Radiation Oncology
Karmanos Cancer Center

4100 john R lii‘kvtx'wm?‘-n\nib:v ('.un::l
Detrot, Michgan 48201 [N (_ | G
{800) KARMANOS (1-800-527-6266) CC -
info@karmanos.org | wwwkarmanos.org el


http:www.karmanQ$.org
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(l:sggl:@ﬁm 312A (AUS)‘L LS. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION EXPIRES Aty NO- 81504420

(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690]

Name of Proposed Authorized User State or Territory Where Licensed
Abkicamty Hyllock, m.D. ML
Requested [_] 35.400 Manual brachytherapy sources | | 35.600 Teletherapy unit(s)

At:h?zﬁt " e "] 35,400 Ophthalmic use of strontium-90 (1/1'35.600 Gamma stereotactic radiosurgery unitis)
a
(chec at apply) [ ] 35.600 Remote aftericader unit(s)

PART | — TRAINING AND EXPERIENCE
{Select one of the three methods below)

Training and Experience, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the individual must have obtained related gontinuing education and experience since the
required training and experience was completed. Provide dates, duration, and description of continuing education
and experience related to the uses checked abave.,

Hi:[ 1. Board Certification

a. Provide a copy of the board certification,

b. For 35.600, go to the table in 3.e. and describe training provider and dates of training for each type of use for
which authorization is sought.

¢. Skip to and complete Part il Preceptor Attestation.
[ ] 2. current 35.600 Authorized User Reguesting Additional Authorization for 35,600 Use(s) Checked Above

a. Go to the table in section 3.e. to document training for new device.
b. Skip to and complete Fart | Preceptor Attestation.

ﬁ 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training [ ] 35.490 [ 35491 [V 35.690
Description of Training Location of Training Sg‘,‘; -?r:fgf’n;i
Lonodlm Regunol Concer Fogram A VRN by WO P Y )
Radiation physics and Unwergi f Westorn, Cntera Lo s |Sept 88~ Noyor,
instrumentation Lemdan™ Canadla YOhes | Sapi 07 = Dec O

i k Fhus Tub‘?fww"

Radiation protection Ihes iu‘ﬁ [

o T | ot 7= Heagdh
Mathematics pertaining to the A ok W v
use and measurement of

radioactivity

Unwerathy oy wWealin OFann /B hes Yooy 03~k

Lt el
Radiation biology e

Total Hours of Training: 3)0

A —————————
NRC FORM 313A (AUS) (3-2008) PRINTE( ON RECYCLED PAPER PAGE 1
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&:52%0 l:-'{)ORM 3134 (AUS) U.5. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
e ———— e N :_#
3. Training and Experience for Proposed Authorized User (continued)
¢. Supervised Clinical Experience for 10 CFR 35.491
" " Location of Experience/license or Clock Dates of
Description of Experience Permit Number of Faillty Hours Experience”

Use of strontium-20 for
aphthalmic treatment, including:
examination of each individual to
be treated; calculation of the
dose to be administered;
administration of the dose; and
follow up and review of each
individual's case higtory

Supervising Individual

Authorized User

License/Permit Number listing supervising individual 2s an

] Remote afterloader unit(s)

d. Suparvised Work and Clinical Experience for 10 CFR 35,890

[[] Teletherapy unit(s)

Gamma stereotactic radiosurgery unit(s)

Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
- (=
Reviewing fuil calibration Kﬁr‘msu'\oﬁ QM&{" Qﬂ“{‘e’f\ Eﬁ’es Od{— 15
measurements and periodic ) Nov -
spot-checks NRC al~odia7-0b I No 201
Preparing treatment plans and [4‘17\""‘“‘&3‘ Q’“"Cf‘ C&dﬁf‘ @/Yes o | -
calculating treatment doses and Nov I8
times NRC - gH[27~0k [Jne 2011
Using administrative controls to \(m{\mw's. Cancer C&,ﬂtcv‘ E( Yeos C}L‘j‘ | -
prevent a medical event : , Nov I8
involving the use of byproduct N 6{ C 2l- 04 / NT7-06 ] No ov
material 201
Implementing emergency KW“M“’“‘” Cmcer C‘@w%ff‘ Bées @J } -
procedures to be followed in the i
event of the abinormal operation N R C A=-04)37 -0 b [ JNe Nov 2
of the medical unit or console a0 4
. , |<ar manos Caneer Cender {Fﬁ’es Ol ~
Checking and using survey i L Nov 1T
meters » VRE Q-4 a7-0 [ INo g; R
e OF,
Selecting the proper dose and qumn&s CQMW C @/Yes N WEE
how it is to be administered NRE I "'O‘”gv? ol [ No 2011
- 0
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NRC F
(10-200%

)ORM 3134 {AUSB)

U.8. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PO o N

3. Training and Experience for Proposed Authorized User (continued)

d. Supervised Work and Clinical Experience for 10 CFR 35,690 (continued)

Clinical experience in radiation

{Z} Royal College of Physicians -

and Surgeons of Canada

(] Commiittee on Postdoctoral

Training of the American
Osteopathic Association

Location of Experience/licéense or Dates of
oncology as part of an approved e : .
formal training program Permit Number of Facility Experience
Approved by: 3‘“\1 2067
(] Residency Review ' P
Committee for Radiation N e
Oncology of the ACGME {La A ; 5\'\ R@ lona ﬁ C«-aw::@( Pmﬁ ram Mﬁ,\{ 2alo

Unlfers}’f\( a‘F &Ug:;fcm Ovtario
Londen, Canadg

Supervising Individual

Pe. T Sex 7o

License/Permit Number listing supervising individual as an
( }f for S

\ Autharized User

; = CN SC /256G F 2012,
e, For 3}_?.600, deseribe training provider and dates of training for each type of use for which authorization is
sought. :
Description . . Ny A e
of Training Training Provider and Dates | j 5) PR
Remote Afterioader ' Teletherapy Gan&u:;oiﬁf;:éaﬂt ©
L Ll R
Device operstion A g N
=
#
U C¥ {otpng
Safety procedures /2/4 X
for the davice use / /é'
—UCy (o
Clinical use of the o
device / fﬂ
s
A

ifraia

[ ] Remote afterloader unit(s)

ies of this page.) |
Dk FLuckgi—ertnd

Supervising Individual. /f training provided by Supervising | License/Permit Number listing supervising individuat as an
Individuat (If more than one supervising Individual is necassary | A tharired User
o document supsrvisad work experience, pravide multiple

JA0A Wiy of
IDA ()b ‘i'i"'&“()“”')\ .

orized for the following types of use:

[] Teletherapy unit(s) Gamma stereotactic radiosurgery unit(s)

f. Provide completed Fart Il Preceptor Aftestation.

PAGE 4
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NRC FORM 313A {AUS) U.S. NUCLEAR REGULATORY COMMISSION |

£10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Ji - PRECEPTOR ATTESTATION

Noter  This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. {f more than
one preceptor is necessary to dooument experiénce, obtein a separgte preceptor statement from sach.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

First Section
Check cne of the following for each requested authorization:

For 35.490:
Board Certification

[ ] 1 attest that has satisfactorily completed the requirements in
Narme of Praposed Authorized Usar

35.490(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 36.400.

OR
Training and Experience

] 1 attest that has satisfactorily completed the 200 hours of
Neme of Proposad Authorized User

classroom and laboratory fraining, 500 hours of gsupervised work experience, and 3 years of supervised
clinical experiance in radiation oncolegy, as required by 10 CFR 35.480(b)(1) and (b)X2), and has achieved a
level of competency sufficient to function independently a5 an authorized user of manuai brachytherapy
sources for the medical uses authorized under 10 CFR 35.400.

For 35.491:

[ 11 attest that _ has satisfactorily completed the 24 hours of
Name of Proposaed Authorized User '

" classroom and laboratory training applicable to the medical use of strontium-90 for ophthalmic radiotherapy,
has used strontium-90 for ophthalmic treatment of 5 individuals, as required by 10 CFR 35.491(b), and has
achieved a level of competency sufficient to function independently as an authaized user of strontium-80 for
ophthalmic use, :

o B AL B R R R N BN RN R ERERERRENESNEERELSERLREREENERHMSREIERE-RJEZSERESREIELENNR.)

Second Section

For 35.690:
Board Certification
[ 11 attest that : has satisfactorily completed the requirements in
ropoaed Autharized U ;
35.690(a}1). Name of P Wharized User
OR
Training and Experience
[/] {attest that  Abhirami Hallock, M.D. has satisfactorily completed 200 hours of classroom
Narmg of Proposed Auttwrized Ussr

and laboratory training, 500 hours of supervised work experience, and 3 years of supervised clinical
experience in radiation therapy, as required by 10 CFR 35.600(b) 1) and {b)2).

AND

[E R FEEEEREEFR YR E R NFFENEERENFENFE BTN Y ENEENEERRER N R B EZRRR R SSotuhaiindhedodmhaedbnd
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g’;o%s f;'ORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
M MO N
|Preceptor Attestation (continued)
Third Section

Eor 35.690: (ccmtmued)

[ 11 attest that A (3((‘ LOQ ’ { I”(fh has received training requnred in 35.690(c) for device
Ngme of Proposed Authorized User

operation, safety procedures, and clinical use for the type(s) of use for which authorization is sought, as
checked below.

it BB AL AR B A N R R NN R R RN RRE EENNRENRNERESNSSEBEBRB R NN EREENNENINENRISSHSB BN

AND
Fc;urth Section

Ei/attest that /’\G L‘f d™ i H a \‘ 0CIT  has achieved & level of competency sufficient to

Name of Proposed Authofized User
achieve a level of competency sufficient to function independently as an authotized user for;

[ ] Remote afterfoader unit(s) || Teletherapy unit(s) [ .@amma stereotactic radiosurgery unit(s)

e e W A W S e W BN R D am v am W W A e mm o N MO NS aw mm T ND UM IR W e 3m ey EE W B Em owe W N R B s e SR B NS o O e IR W S e o ww W

Fifth Section ;
Compilete the following for preceptor attestation and signature:

[ meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement State requirements, as
an authorized user for:

["] 35.400 Manual brachytherapy sources | | 35.600 Telstherapy unit(s)
[:l 35.400 Ophthalmic use of strontium-80 G/sﬁaoo Gamma stereotactic radiosurgery unit(s)

(7] 35.600 Remote afterloader unit(s)

Name 01’ Preceptor Slgnatur%, e Telephone Number Date

" CFlhckiner W0 M b 23 (720 | /9Ly
License/Permit Number/Facility Name
Pa-190A  Wawverd Cof Pl

Q‘{»‘is olgfj?ad‘icw 13 ‘Fm" kmf‘mo-s CLW C:a«:,‘i"@c

NRC ULicese # - o127~ 0 -

PAGE &
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UPMC / University of Pittsburgh Medical Center

Center for Continuing Education in the Health Sciences

Abhirami Hallock, M.D., FRCPC

Atftended the Continuing Medijcal Education Activity

Principles and Practices of Gamma Knife
Radiosurgery

October 24-28, 2011

University of Pittsburgh Medical Center Health System
Pittsburgh, Pennsylvania

The University of Pittsburgh School of Medicine is accredited by the Accreditation Council for
Continuing Medical Education to provide continuing medical education for physicians.

The University of Pitisburgh School designates this live activity for a maximum of 49.50 AMA
PRA Category 1 Credit(s). Physician's Recognition Award. Physicians should claim only those
credit commensurate with the extent of their participation in the educational activity.

*Other healthcare professionals are awarded 4.95 continuing education units (CEU's), which are
equivalent to 49.5 hours of instruction. '

For your credit transcript, please access our website six (6) weeks post-course at:
http://ccehs.upme.edu and follow the link to the Credit Transcript screen



http:http://ccehs.upmc.edu

0S:HL 22-11-1102

omversﬂy of Plthburgb

Center for Image-Gulded N eurosurgery
This is to. Centify That
Abhirami Hallock, M.D., FRCPC
Uttended
Prmclples and Practice of Gamma

Knife® Radiosurgery

Special Emphasis on Perfexion Training
From October 24-28, 2011 |

L.Dade Lunsford, M.D., FACS

ulwpe 2046

8201 &l& <«

S
Jagdish Bhatnagar, ng
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