Sep. 20 2007 11:41AM  UVA ENVIRO AEALTE & SAFETY No. 2871 P 2

UNIVERSITY |
ﬁ RGINIA
HEALTHSYSTEM | The DIVISTON of RADIOLOGICAL PHYSICS

: September 27, 2007

Sandy Gabnjl

Senior Health Physicist Q

Medical Brarjch K-

NRC RegionI

475 Allendal¢ Road

King of Prusgia, PA 19406-1415

Fax: 610-337-5269 L 7T
o

Re:  License No. 45-00034-30

Dear Ms. Gabriel;

The University of Virginia requests that the NRC amend License # 45-00034-30 to
permit the additional Perfexion Authorized Users (AUs) and Authorized Medical Physicists
(AMPs) documented on the attached NRC 313A forms and listed below:

AMPs: Stanley Benedict, Ph.D., and Carlos Carbini
AUs: Pau] Read, M.D./Ph.D., and Tyvin Rich, M.D.

Elekta’s Per Nylund, a physicist board certified in Sweden and Senior Product
Manager for the Elekta Gamma Knife Perfexion, has been on-site for the past few days,
ensuring these additional people are well trained on Perfexion. The syllabus followed by this
trainer is shown in the attached Elekta education & training brochure, “Successful System
Start”. This training began on Sunday September 23 2007, and has already included
observation of at least 3 clinical cases. Since all of those for whom this amendment requests
Perfexion AU or AMP status already have previous GSR experience as AUs or AMPs under
the “Type C” portion of U.Va.’s license, the Elekta trainer has been free to concentrate on
more advanced and Perfexion-specific aspects.

In addition to receiving the on-site vendor-based training mentioned above, training
was provided by a Perfexion RSO and AMP previously approved by Elekta in Stockholm
(Dr. Alan Aqualino), by a Perfexion AU previously trained through Elekta in Marseille (Dr.
James M. Larner, M.D.), by a U.Va. Dosimetrist (Dr. David Schlesinger) who has explored
the new GammaPlan system since being trained on Perfexion in 2 February 2007 Stockholm
class, and by a U.Va. Neurosurgeon (Dr. Jason Sheehan, Ph.D./M.D.) who has treated
thousands of patients on previous model GSRs and who received clinical training specific to
Perfexion in an Elekta-run Marseille class documnented in previons submissions to the NRC,

In particular, each person being requested for AU status has been trained in:
" Perfexion operation
» Safety procedures, including emergency drills
» Clinical use, and /to?

NMSS/RGN1 MATERIALS-002

University of Virginia Health System, PO Box 800375 + Charlottesville, VA 22908-0375
Office: (434) 924-5421 * Fax: (434) 982-3520
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Clinical differences between Perfexion and other GSR units for which
they are licensed.

Similarly, each person being requested for AMP status has been trained in:

Hands-on Perfexion operation

Safety procedures, including emergency drills

Clinical use

Operation of the Gamuma Plan Treatment Planning System, and
Differences between Perfexion and other GSR units for which they are
licensed. ‘

Tt is hoped that the attached documentation provides the needed information
associated with this amendment request. Thank you for your assistance.

Respectfully submitted by

ook G

Leonard W. Sandridge
Executive Vice President and Chief Operating Officer

University of Virginia

ot (U

Ralph O. Allen, Ph.D.

Radiation Safety Officer, University
Chairman, Radiation Safety Comumittee
Professor, Chemistry

Hay Al

Alan Aqualino, Ph.D.

Radiation Safety Officer, Gamma Knife Unit
Associate Professor, Radiation Oncology
Voice: 434-982-0152

Fax: 434-983-3520

e-mail: AA2H@virginia.edu
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September 27, 2007

As a board-certified Swedish Physicist and Senior Product Manager for Leksell
Gamma Knife Perfexion, I provided vendor-based on-site training at the University of
Virginia between 23-27 September 2007. As detailed in the attached brochure, this
training included:

Perfexion Operation

Safety procedures, including emergency drills

Aspects of clinical use

Operation of Leksell GammaPlan treatment planning system (V8.x), and
Differences between Perfexion and the previous GSR units on which those being
trained had experience.

Those who attended these various training sessions included:

Alan Aqualino, Ph.D.
Stanley H. Benedict, Ph.D.
Carlos Carbini

Marion Harding, R.T.T.
James M. Lamer, M.D.
Paul W. Read, M.D./Ph.D
Tyvin Rich, M.D.

David Schlesinger, Ph.D.
Chen Po Yen, M.D.

Attested to by:

Tt

Per Nylund

Senior Product Manager, Leksell Gamma Knife
Kungstengatan 18, Box 7593

SE-103 93 Stockholm, Sweden

e-mail: Per.Nylund@Elekta.com
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Objective

Elekta provides clinical and technis
cal application support on Leksell
Gamma Knife. It is held an-site for
all new installations and upgrades of
Lekseli Gamma Knife.

The System Start takes place
during the first week of patient
treatments and is the final step in
the training process.

The abjective of the System Start
is to provide confidence in daily
clinical practice.

The start-up team consists of one
neurosurgeon and one physicist that
have extensive expenence of Gamma
Knite® surgery. These consultants are
trained and certified by Elekta,

The consultants will give new
users the opportunity to enhance
their competence within treatment
planning, as well as assist the dlini-
cians in being proficient in the use
of their equipment. For upgrade
custormers a physicist will conduct
the training.

Fighting serious disease

LVA ENVIR0 HEALTE & SAFETY

No. 2871 P 6

Suggested schedule

Day 1

are ready for use.

have heen covered:

« QA procedures,

Day 2

Case conference — to select patients and decide the order of treatments.
Ensure that Leksell Gamma Knife® and Leksell GammaPlan® systems

Check connectivity with the radiological department.
Before the first patient is treated, ensure that the follawing procedures

- technical training and performance of Emergency Procedures
- function test of teksell Gamma Knife®

Treatment of 1 to 2 patients.
Practice of the different routines.

assurance log book.

Day 3

Discussions on treatment documentation, technical and quality

Treatment of 1 to 2 patients.

planning procedure,

Day 4

Time to go through the routines, practice cases and the treatment

Treatment of 1 1o 2 patients,

an request),

Day 5

Special training on treatment of less commeon indications and

additional dose planning practice.
Clinical lectures by the systems start consuhants (optional and done

Treatment of 1 to 2 patients.
Summary of the System Start.

Requirements for
a successful System Start

Secure a start-up date with all
responsible people on site

Give six weeks notice of the proposed
date, in order for Elekta to arrange
and book resources

Schedule a minimum of five
patients, preferably covering a
variety of indications.

Further information
Please contact:
info.education@elekra.com

Liability
Elekta collaborates with leading facul-
ties world wide to provide education
and training. Elekta does not take any
responsibility for clinical advice given
during these training sessions.

www.elekta.com

mStereotactic Neurosurgery  Gamima Knife™ surgery mFunctional Mapping wPrecision Radiation Therapy s Iimage Guided Rediation Thecapy mStereotactic Radiation Therapy

Corporale Head Qffice Workiwive Procuet
Stockholm, Sweden Suppan Centet

Tl ~46 8 587 254 00 Tel +46 & 587 134 DD
Fax <46 8 587 255 00 Fax +46 @ 587 155 00
info.neure@clekia.com info.nduroBelesta.com

Worlli America &1rope, South america

Atlaoda, LA AUPIGR e the Migaks East
Tel +1 775 300 972§ Tel «44 1292 £54089
Fax =1 770 44§ 6338 Fax ~44 1193 634655
ink.america@elekts (om Info.europe@eekta.com

Jupan Asia Paciile

Kobe, jspan Hong Kong. Chiaa
Tel +31 78 241 7100 Tel ~052 2891 2208
Fax —81 78 171 7023 Fax vBS2 1575 7137
infoJapanddelokia.com info.asiadbelexta.com
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Fuag . EORM 313A (AMP) V.S, NUCLEAR REGULATORY COMMISSION
{ 10-2008&)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE  |ECRE 0L DR Ho-sts020)
AND PRECEPTOR ATTESTATION '
[10 CFR 35.51]

IName of Proposed Authonized Medical Physicist .

CArros H. CARRINI

Requested 35.400 Ophthalmic use of strontium-90 [ ] 35.600 Teletherapy unit(s
Authorlzatlon(s) O P ] py unit(s}

{check all that apply) D 35.600 Remota afterloader unit(s) E 35,600 Gamma stereotactic radiosurgery unit(s)

PART [ - TRAINING AND EXPERIENCE
(Select one of the threa methods below)

*Training and Experience, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the indlvidual must have obtained related continuing education and experisnce since the
required training and experience was completed. Provide dates, duration, and daseription of continulng education
and exparience related to the uses chacked above.

1. Board Certification

a. Provide a copy of the board certification.

b. Gotothe table in 3.c. and describe training provider and dates of training for each type of use for which
authorization is sought.

c. Skip to and complete Part Il Preceptor Attestation.

IE 2, Current Authorized Medical Physiclst Seeking Additional Authorization for use(s) checked above

a. Go to the table in section 3.c. to document training for new devicea.
b. Skip to and complete Part Ii Preceptor Altestation

3. Education, Tralning, and Experience for Proposed Authorized Medical Physielst

a. Education: Document master's or doctor’s degree in physics, madical physles, other physical sciences,
engineering, or applied mathematics from an aceredited college or university.

Degree Maijor Fleld

Callege or Unlversity

b. Supetvised Full-Time Medical Physles Training and Work Experdance in ¢linical radiation facilitias that provide
high-energy exiernal beam therapy (photons and electrons with energies greaterthan or equal to 1 million
electron volts) and brachytherapy services.

D Yes. Completed 1 year of full-time training in medicai physics (for areas identified below) undsr the
supervision of who meets the requiraments for an
Authorized Madical Physicist.

AND

D Yes. Compieted 1 year of fuli-time work experience In medical physics (for areas |dentified below)
under the supervision of who meets the requiremants for
an Authgrized Medical Physicist.

NRE FORM 3134 (AMP) (10.2008) PRINTED ON RECYCLER PAPER PAGE 1
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‘NRC FORM 313A (AMP) U.5. NUCLEAR REGULATORY COMMISSION
(10.2008)
AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

3. Education, Training, and Experisnce for Proposed Authorized Medical Physlelst (continued)

b. Supervised Fuil-Time Medical Physics Training and Work Experience (continued)
if more than one supervising Individual is necessary to document supervised training, provide multiple copies of

this page.
Description of Yraining/ i.ocation of Training/License or Permit Number | Dates of | Dates of Work |
Experience of Training Facility/Medical Devices Used+ Training® Experisnce®

Medical Physics

Performing sealed source leak
tests and inventorias

Performing decay corrections

Perferming full calibration and
pariodic spot checks of external
beam treatment unit{s)

Performing full calibration and
periodic spot checks of
steraotactic radiasurgery unit(s)

Performing full calibration and
periodic spot checks of remote
Eﬂerloading unit(s}

Conducting radiation surveys
around extemal beam treatment
unif(s), sterotactic radiosurgery
unil(s), remote sfter loading unit(s)

Suparvising Individual™ ‘License/Permit Numbar listing supervising individual 23 an
‘authorized Medical Physicist

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

for the following types of use:
D Remote afterioader unit(s) D Teletherapy unit(s) D Gamma stareotactie radiosurgery unit{s)

~ Training and work experience must be conducted in dinical radiation facilities thet provide high-enargy axtemal beam therapy {photons and
alactrons with enargias groatar than ar aqual to 1 million alaciron voits) and brathytherapy services.

* 1 year of Ful-time medical physics taining and 1 yeer of full time work experience cannot be concumant,
“*  If the supervising medical plysicist is not an authorized medica! physicist, the licensea must submit evidence that the suparvising medicat

physiclst maets the aining and exparienca requiremants in 10 CFR 35.51 and 35.59 far tha typaes of use for which the individual Is seeking
authorization.

smreurer
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NRC FORM J13A [AMP) U.8. NUCLEAR REGULATORY COMMISSION
102006}

i
* AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Education, Training, and Experience for Proposed Author|zed Madical Physicist (continued)

c. Describe training provider and dates of training for each type of use for which authorization I sought.

Description . ,
of Training Training Provider and Dates
SpeciHg-
G ERIF IR
Remata Afterloader Teletherapy Radicsurgery

L Jerie & TG Feriexion
Hands-on device RIOfpmp 9[i3fe 2 -Prin

operation Veunder based ow-sf

9/23 - %}/o?

Lorked-w b Hy Reckxion

Safety procedures Q/AM P 7/ I ?’ln ?-""Pﬂ!_"ﬁ
for tha davice use Vc/\aﬂ‘ Lmear ov ~5f
9)a3 — Yoz /fo?

WeAed- it Rerlexion
Clinleal use of the 1230 /&,,f. ?/’?/07 ~ PiT

device L

‘?/;3 %%/o 7

5&”: enfhfﬂHovl

Treatment planning May 200% ~P e

system operation \/6_-4&0 r LagA o ~Si
3/23-2/2%/07
Supervising Individual . License/Pemit Number listing supervising individual as an authorized
lﬂmnq wwywmmw {if mrs than msg:"m ‘Medical Physicist
lhi:mp.)
+ Ase ...A@H.&.Ifm P 45-0003%-30
for the following fypes of use: 1§ — 0863 2%
wRemote afterioader unit(s) [] Teletherapy unit(s) D7 Gamma stereotactic radlosurgary uniy(s)
PerSexinn + Malel C
If Applicable;
Authorization Sought Device Tralning Provided By Dates of Training
35.400 Ophthalmic Use
of strontium-90

d. Skip to and complete Part Il Praceptor Attestation.
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anom A13A (AMP) U.S. NUCLEAR REGULATORY COMMISSION
110-2008 ,
AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

— PART Il - PRECEPTOR ATTESTATION

[Note: This part must ba completed by the individual's preceptor. Tha preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

JFirst Section
Check one of the following:

1. Board Certlflcation
D | atest that has satisfactorily completed the requirements in
Nama of Propasad Authorized Madical Physicisi ' 2ot g;l_ a3
10 CFR 35.51(a)(1) and (a)(2). Carlos Carbini uas fdedvd
OR qn AMP o a Georiiq licevse

2. Education, Training, and Experience (See. [0¢cRR35.57F (a) )
[11 attest that has satlsfactorily completed the 1-year of full-time

N&me of Proposad Autharized Madical Physicist
training in medical physics and an additional year of full-time work experience as required by 10 CF

35.51(b)(1). (Mread “‘S)ﬁA’ﬂs AP Sor T‘;]_PC-C' @SRs

AND
Sacond Section
Complete the following:

| attest that Cd/lo < H‘ C&()J in) has training for the types of use for which authorization

MNama of Proposad Autharired Wadical Physicst

is sought that include hands-on device operation, safety procedures, clinical use, and the operation of a
treatment planning system.

AND
Third Section
Complete the following:

<] 1 attest that Cd([“ H-\ Cd b {7 has achieved a level of competency sufficient to
Nama of Proposed Authorizad Medical Physicist
function independently as an Authorized Medical Physicist for the following:
(] 35.400 Ophthalmic use of strontium-0 [[]35.600 Teletherapy unit(s)
{_] 35.600 Remote aftestoader unit(s) £ 35.600 Gamma stereotactic radiosurgery unit(s)

AU R B B B B RN RN RN R NN NN NN R ERERENFENWRENLNEFY NN NFENNNYNFERE NN

AND
Fourth Section
Complete the following for preceptor attestation and signature:

B ! meet the requirements In 10 CFR 35.51, or equivalent Agreement State requirements for Authorized
Medical Physicist for the following:

[]35.400 Ophthaimic use of strontium-80 [] 35.600 Telstherapy unit(s)
[d35.600 Remote afterioader unit(s) D<) 35.600 Gamma stersotactic radiosurgery unit(s)

IName of Preceptor Slgnature Telephone Number Date
Aran Aauniine ‘ ;fﬁ:,. Ao 4249820152 Wo?

License/Pemit Number/Facility Name

U5-p0034-30 Un:vcmlh oy Vlminra Qawima }fm’rft

PAGE 4
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NRC FORM 313A (AMP} U.5. NUCLEAR REGULATORY COMMISSION
(10-2008)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE |APPROVED BY OMB: NO. 3150-0129
AND PRECEPTOR ATTESTATION
[10 CFR 35.51]

Nama of Propased Authorized Medical Physicist
Stamrey H. Beweprer  Ph.D.

Wi
Requested [] 35.400 Ophthaimic use of strantium-0 [_] 35.600 Teletherapy unit(s)

Authorizatlon(s) ) . . :
{chack all that apply) [ ] 35-600 Remote afteroader unit(s) Bt 35.600 Gamma stereotactic radiosurgery 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
dale of appiication or the individual must have obtained related continuing education and expenence since the
requirad training and experience was completed. Provide dates, duration, and deseription of continuing education
and axpserience related to the uses checked above.

H 1 1. Board Cernification

a. Provide a copy of the board cartification,

b. Go to the table in 3.c. and describe training provider and dates of training for each type of usa for which
authorization is sought.

. Skip to and complete Part ]| Preceplor Attestation.

¢ .
lE 2. Current Authorized Medical Physicist Seeking Additlonal Authorization for use(s) checked above
a ‘

. Go to the table in section 3.c. to document training for new device,

b. Skip to and complete Part || Preceptor Attestation

h 3. Education, Training, and Experience for Proposed Authorized Medical Physicist

a. Edvcation: Document master's or doctor's degree in physics, medical physics, ather physical science,
engineering, or applied mathemnatics from an accredited college or university.

Degree \ , ‘ Major Fleld

College or University

b. Supervised Full-Tima Medical Physics Training and Work Experience in clinical radiation facilities that provide
high-energy external beam therapy (photons and elactrons with energies greaterthan or equal to 1 million
electron volts) and brachytherapy services.

D Yes. Complated 1 year of full-ime training in medical physi¢s (for areas idertified beiow) under the
supervision of , who meets the requirements for an

Authorlzed Medical Physicist.

AND

[] Yes. Compieted 1 year of full-time work experiencs in medical physics (for areas identified below)
under the supervision of who meets the requirements for

an Autharized Medleal Physlcist,

NRC FORM 313A {AMP) (10-2006) PRINTED ON RECYGLER PAPER PAGE 1
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NRC FORM 313A (AMP) U.5. NUCLEAR REGULATORY COMMISSION
(10-2008)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

3. Education, Training, and Experience for Proposed Authorized Medical Physicist (continued)

b. Supsrvised Full-Time Medical Physics Training and Work Experience (continued)
If more than one supervising individual is necessary to document supervised training, provide multiple coples of

this pags.
| Description of Training/ Location of Training/License of Permit Number | Dates of | Dates of Work
Experence of Training Facility/Medical Devices Used+ Training* Experence®
Madical Physics

Performing sealed source leak
tests and inventories

Performing decay corrections

Performing full calibration and
periodic spot chacks of sxternal
beam treatment unit(s)

Performing full calibration and
periodic spot checks of
stereotactic radiosurgery unit(s)

Performing full calibration and
periodie spat checks of remots
afterloading unit(s)

- g—

Conducting radiation surveys
around extemal beam treatment
unit{s), sterotactic radiosurgery
unit{s}), remote after loading unit(s)

Supervising individual™ . License/Permit Number listing supervising individual as an
‘authorized Medical Physicist

for tha following types of use:

[[] Remote aftericader unit(s) [] Teletherapy unit(s) [ ] Gamma stereotactic radlosurgery unit(s)

+ Treining and work experienca must be conducted in dinical radiation facilitias that provide high-enargy external baam tharepy (photons and
slestrons with anaxgiss greater than or squal to 1 million sleclron volts) and brachytherapy services.

" 1year of Full-tima madical physies fraining and T year of full ime work exparienca cannot b concurment.
™ If the supervising medical physlcistis not an authorized medical physlclst, the licensee must submit evidence that the supervising medical

physicigt meets the training and experience requitements in 10 CFR 35,51 and 35.59 for the typas of use for which the individual is gesking
authortzation.

PAGE 2
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3.

NRC FORM 313A (AMP) U.5. NUCLEAR REGULATORY COMMISSION
{10-2006)
Al;I_I_-lORlZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

Education, Training, and Experiance for Proposed Authorized Medical Physicist (continued)

c. Describe training provider and dates of training for each type of use for which authorization is sought.

L

S——

d. 8kip to and compiste Part il Preceptor Attestation.

2? 'T"g‘ie\ ?:gn Training Provider and Dates -
ParYexfom Speei bt
Remole Afterloader Telethera Gamma Stereotictic
Py Radlosurgary
Loried i, Pecleny
Hands-on device 1’-"’W p /24 / G-N o
cperation . Vendsr b ased m»si}e
/26 - Yazfo
Lo Ked with Perfexq
Safety procedures ,LS’O /A‘WP %‘?/ﬂ}"
for the device uge Ve ~dov- based on~s/ e
| 928 - Vo2 fo?
: - worked wik, ferfexph
Clinical usa of the 250/4. e aad Wity
device Vendsrrbased ot s ffetagel neir
| %/ag-3p7 /R
Worked. wwsdy Uender’s
Treatment planning on=s/ 'E—'\h.‘ e d R . 4_
system operation lteensee’s Forkexdon Dd47vetvis
9)2¢ ~%f27/oF
Supervising Individual _.License/Permit Number listing supervising individual as an authorized
| ;u,','““', ,,,},‘;P’m,,m e s st pa e, oy oo aperisng | Medical Physicist -
09ge. :
E ~— 50 -
L Aipet Houmisae PLD. 4§ —00034-30
for the following types of use: ? YsS ~ooou ~9g
E Remote afterloader unit(s) D Teletharapy unit(s) @ Gaﬁ.ma stereotactic radiosurgery unit(s)
erexfon
If Applicable:
Authorization Sought Davice : Training Provided By Dates of Training
35.400 Ophthalmie Use
of strontium-80
n

PAGE 3
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NRC FORM 313A (AMP) L.S. NUCLEAR REGULATORY COMMISSION
[10-2006)

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

— PART Il - PRECEPTOR ATTESTATION

Nate: This part must be completed by the individual's preceptor, The preceptor does not have to be the supervising
individual as [ong as the preceptor provides, directs, or verifies lraining and experience required. If more than
one preceptor s necessary to document experience, obtain a separate preceplor statement from each.

First Section .
Check one of the following:

1. Board Certification

1 attest that 5‘}31 a ’e‘t H- Be leA fd" has satisfactority completed the requirements in

Name of Proposdd Authorized Medical Fhysicist
10 CFR 25.51(a){1) and (a)(2).

OR
2, Education, Trajning, and Experience

E | attest that Sﬁ A I E] E E I Be 1 cAfd' has satisfactorily completed the 1-yaar of full-time
Name of Pro Authorzed Madies| Physalclat

training In medical physics and an addiional year of full-time work experience as raquired by 10 CFR
35.51(b}(1).

AND
Second Sectlon

Compiete the following:

Df1attestthat S ‘*’ﬂ"‘ ]e " H_ 8?-4: ‘L cJ—has training for the types of use for which authorization
Name of Proposdd Authorized Medical Physiclat

is sought that include hands-on device operation, safety proceduras, clinical use, and the operation of a
treatment planning system.

= N ey e EEmE eSS EE N NS R DN SRR RS DN REEEEEDBDaERN BNl IR AP E RS

. AND
Third Sectlon
Complete the following:

E | attest that Sq‘-q q‘ @ \ “ &h as achieved a levei of competency sufficient to
Nama of Propo thortzed Medical Phyalcler '
function independently as an Authorized Medical Physicist for the following:
35.400 Ophthalmic use of strontium-90 [_]35.600 Teletherapy unit(s)
El 35.600 Remote afterloader unit(s) 35.600 Gamma stereotactic radiosurgery unit(s)

SR N BN I S I I I I W I N N W N N N NN RN Y NEEEREELENEFENRES RN NRERRE DR

AND
Fourth Section
Complete the following for preceptor attestation and signature:

WI meet the requirements in 10 CFR 35.51, or equivalent Agreement State requirements for Authorized
Medical Physicist for the following:

[]35.400 Ophthaimic use of strantium-90 [ ] 35.600 Teletherapy unit(s)
(PJ35.600 Remote afterioadar unit(s) 35600 Gamma stereotactic radiosurgery unit(s)

Name of Pracaptor Signat Talaphone Numbar Data
ALan  AQuaLiiie /foé'n /it;;@pjlm 434 9920152 | YP7{oF
License/Permit Number/Facility Name

4‘5‘Q0034‘& uvnvemew o;- \fw\omfc) Gc?mwn} {fn{&-_

PAGE 4
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(’;’:&;GRM 3134 (AUS) L.§. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE :
AND PRECEPTOR ATTESTATION ETPIRES: Toraey . e00120

(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690] 7

Nanmeof Proposed Authorized User Stato or Temitory Where Licensed

?&u.‘ UJ. @eadi mrD. /p)‘,D, V:_f‘iinl’a

— 35.400 Manual brachytherapy sources [ ] 35.600 Teletherapy wnit(s)

A;;:h(:'izlajtton(s) | [[] 35.400 Ophthalmic use of strantium-90 g’as.aoo Gamma stereotactic radiosurgery unit(s)
eck all that a

(c pply) [[] 35.600 Remote afterioader unit(s)

PART | -« TRAINING AND EXPERIENGE
{Salect one of the three methods below)

Training and Experienca, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the individual must have obtained related continulng education and experience since the
required training and experience was completed. Provide dates, duration, and description of continuing education
and sxperiance rglated to the uses chackaed above.

E 1. Board Certification

a. Pravide a copy of the board certification.

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

c¢. Skip to and complete Part Il Precepior Attestation.
EZ. rrent 35.600 Authorized User Requesting Additional Authorization for 35.600 Us hecked Above

3. Goto the table In section 3.e. to document training for new device.
b. Skip to and complete Part Il Praceptor Attestation.

] 3. Xraining and Experience for Proposed Authorized User

a. Classroom and Laboratory Training 35.490 [] 35.491 [] 35.680

Description of Training M of Training b?::%‘:rks .Pr:mgt

Radiation physics and
instrumentation

__ﬁadiaﬁon protection \

Mathematics pertaining to the
usa and measurement of
radioactivity

Radiation biology

Total Hours of Tralning:

T YT ————
NRC FORM 3134 (AUS) (3-2007) PRINTED ON RECYCLED FAPER PAGE 1
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|unc FORM 313A (AUS) U.8. NUCLEAR REGULATORY COMMISSION
(2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. i Experience for Proposed 1zed User {continued)

b. Supervised Work and Clinical Experience for 10 CFR 35.490 (/f more than one supervising individual is
nacassary to document supervised work experience, provide multiple copies of this page.)

) Supervised Work Experience Total Hours of
Experlence:
Description of Exparience Lacation of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience®
Ordering, receaiving, and Yes
unpacking radicactive materials D
safely and performing the related [ no
radiation surveys
Checking survey meters for D Yes
proper operation D No
Preparing, implanting, and safely [ ves
remaving brachytherapy sources D No
Maintaining running inventories D Yes
of material on hand D No
Using administrative controis to EI Yas
prevent a madical event
Invoiving the use of byproduct D Na
material
Yes
Using emergency procedures to D
contral byproduct matsrial D No
Clinical experienca in radiation Location of Experience/License or Dates of
oncology as part of an approved Permit Number of Facll Experience™
formal training program ermit Number of Facility xperie
_jApproved by:

[ ] Residancy Review

Committee for Radiation

Oncology of the ACGME

[[] Royal Coliege of Physicians
and Surgeons of Canada
Cammittee on Postdoctoral
Training of the American
Osteopathic Association

Supervising Individual License/Pemmit Number listing supervising individual as an
Authorized User
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INRC FORM 3134 (AUS) U.3. NUGLEAR REGULATORY COMMISSION
(32007

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {(continued)

3. Tralning and Experience for Proposed Authorized User [continued)

¢. Supervised Clinical Exparience for 10 CFR 35.491

Description of Experi Location of Experience/license or Clock Dates of
ascniption of Experience Permit Number of Facllity Hours Experience*
" {Use of strontium-90 for
ophthalmic treatment, including:
examination of each individuatl to
be treated; calculation of the
dose to ba administarad;
administration of the dose; and
follow up and raviaw of each
Individual's case history
Suparvising lndividual License/Permh Number listing supervising individual as an
Authorized User
i
4. Supervised Work and Clinical Experience for 10 CFR 35.690
[[] Reinote afterioader unit(s) [[] Teletherapy unit(s) (] Gamma stereotactic radiosurgery unit(s)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Datt.as of
Must Include: Permit Numbaer of Facility Expstience*®

Reviewing full calibration
measurements and pariodic
spot-checks

Preparing treatment plans and
calculating treatment doses and
times

Using administrative contrals to
prevent a medical event
involving the use of byproduct
material

Implementing emergency

procedures to be followed (n the
--+event of the abnormal operation |
of the medical unit or console

Checking and using survey
meters

Selecting the proper dose and
haw it is to be administered

PAGE &
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
(32007,

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Tralning and Experien r Pr

sed Authorized User (continued)
d. Supervised Wark and Clinical Experience for 10 CFR 35.690 (continued)

Clinical sxperisnce in radiation
oncology as part of an approved
formal training program

Location of Experience/License or

Permit Number of Facllity

Dates of
Experienca®

ipprovod by:

[[] Residency Review
Commiltee for Radiation
Oncology of the ACGME

[[] Royal Coltege of Physicians
and Surgeons of Canada

[[] Committee on Postdactoral
Training of the American
Osteopathic Association

Supervising Individua!

Authorized Usar

License/Parmit Number listing supefvising individual as an

e. For 35.800, describe training provider and dates of training far each type of useé for which autharization is

=

sought,
2::2&?:: Training Provider and Dates
Remote Afterloader Teletherapy Ga’&"g;‘g::::wc
9/24- o707 by
Device operation Vey\Aar' aa A. Bu
PeorYexjom A U
Wt - Yo2foF My
st procecrs NS
Recexton AU, AmP
Yau~ I>Ho# by
Clinical use of the Veder 444 bﬁ!
device
PerYexiow /} u

fo documont supervised work axperience, provida mulliple
coples of this page.)

Autharized for the following types of use:
D Remote afteroader unit(s)

.| Supervising Individual. # training provided by Supervising |
Individual (i more than one supervising individud! is necessary | Authorized User

License/Permit Number listing supervising individual as an

#5—09034~30

[] Teletherapy unit(s)

E Gamma sterectactic radiosurgery unit(s)

f. Pravide completed Part Il Preceptor Attestation
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NRC FORM 313A (AUS) U.5. NUCLEAR REGULATORY COMMISSION

(33007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART ll - PRECEPTOR ATTESTATION

Note:  This part must be completed by the individual's preceptor. The preceptor does not have to be thae supervising
individual as long as the preceptor provides, directs, or verifies fraining and experience required. If mors than
one praceptor is necessary to document experience, obtain a separate preceptor statement from gach,

First Section )
Check one of the following for each requested authorlzation:

For 35.490:

Baard Certiflecation

[] 1 attest that : : has satisfactorily completed the raquirements in

Nama of Proposed Authorized User
35.490(a)(1) and has achieved a level of competency sufficient fo function independently as an
authorizad user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR
Training and Experience

D 1 attest that has satisfacterily completed the 200 hours of

Name of Proposied Authorizéd Usar

classroom and laboratory training, 500 hours of suparvised work experience, and 3 years of supervised
clinical experience in radiation oncology, as required by 10 CFR 35.490(b){1) and (b)(2), and has achieved a
level of competency sufficient to function independently as an authorized user of manual braghytherapy
sources for the medical uses authorlzed under 10 CFR 35.400.

For 35.491;

D Iaftest that . has satisfactorily completed the 24 hours of

Name of Praposad Authorized User

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

ophthaimic use.

I:---------HI—------------------.-------‘---_-------------.-----

. Second Section
For 35.690:

Hoard Certification
E’[aﬂesf that rpa ul W Pea) has satisfactorily completed the requirements in

" Name of Proposed Authorfzed User

35.690(a)(1).
— A ‘ OR
Iraining and Experience '
[] I aftest that has satigfactorily completed 200 hours of clagsroom

Name of Proposed Authorized Liser
and labaratory training, 500 hours of supervised work experience, and 3 years of supervised clinical
experience In radiation therapy, as required by 10 CFR 35.890(b)(1) and (b)}{2). .

AND

= = o o b b e b M M M e b W e o e W A R MR s b B M W M B N P SR VN NY TR NN RE AR AN SN Em mm BN NN DR Y SN e BB BN G wm Em o W A b a
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NRC FORM 313A (AUS) U.S. NUGLEAR REGULATORY COMMISSION
(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
Third Section
For 35.690: (continued)

E | attest that ’p Av\.\ w' Qe_ a cL has received training required in 35.690(c) for device

Nama of Proposed Authorized Usér

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

L__| Remate afterloadar unit(s) D Teletherapy unit(s) Ef Gamma stereotactic radiosurgery uni(s)

AND
Fourth Section

E | attest that Pau,\ W ?2.3 41-1 has achleved a level of compatency sufficient to
Name of Proposea Autharized Usar

achieve a level of competency sufficient to function independently as an authorized user for:

|:| Remote afterloader unit(s) D Teletherapy unit(s) E (Gamma stereotactic radtosurgery unit(s)

SR N R RN R RN RN N NN NNRENEEREEENNNRERNEENEEN NN NERENNENNRERNRENERENRNR K NN

Fifth Sectlon
Complete the following for preceptor attestation and signature:

E 1 meet the requirements in 10 CFR 35.490, 35.481, 35.690, or equivalent Agreement State requirements, as
an authorized user for:

D 35.400 Manual brachytheérapy sources D 35.600 Teletherapy unit(s)
D 35.400 Ophthalmic use of strontium-90 35.800 Gamma stereotactic radiosurgery unit(s)

[} 35.600 Remote aftertoader unit(s)

Name of Preceptor Slgnaw Telephona Number Date
| Tamee M. LaRnep AD W 4924 SC6Y 7/15/“1
License/Permit Number/Faclity Name  ~ o7

45 -00034-30 \t)JnﬁuemirE} o l/r’r;??nfd Gammﬁ'm’fc

PAGE ¢
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E;S,fom 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION D B gy - 31500120
{for uses defined under 35.400 and 35.600)

[10 CFR 35.490, 35.491, and 35.690]

Nanf&of Proposed Authorlzed User State or Territory Whare Licensed
Ty VIN RIeH - M.D Virginia
Requested D 35.400 Manual brachytherapy sources D 35.800 Teletherapy unit{s}
Authorization(s) [] 35.400 Ophthaimic use of strontium-80 835.600 Gamma stereotactic radiosurgery unit(s)
(check all that appiy) .
[ 35.600 Remote aferioader unit(s)

|
PART | — TRAINING AND EXPERIENCE
(Selact one of the three methods balow)

Tralning and Experience, including Board Certification, must heve been obtained within the 7 years preceding the
date of application or the individual must have obtained related continuing education and experienca since the
required training and experience was campléted. Provide dates, duration, and description of continuing education

and experience related o the uses checked above,

t] 1, Board Cenification

a. Provide a eopy of the board certification.

b. For 35600, goto the table in 3.e. and describse training provider and dates of tralning for each type of use for
which suthorization is socught. :

¢. Skip to and complete Part Il Preceptor Attestation,

E{z. Current 35.600 Authorized User Requesting Additional Authorization for 35.600 Use(s) Checked Above

a. Go fo the table in section 3.8, to document training for new device,
b. Skip to and complete Part Il Preceptor Attestation.

lD 3. Tralning and Experlence for Proposed Authorized User

a. Classroom and {_aboratory Training D{mo D 35.481 D 35.690
Description of Training M of Training ggf:; -P,:ﬁlsngi

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Radiation biology

Total Hours of Tralning:

NRC FORM 313A (AUS) (3-2007) PR!NTEE OM RECYCLED PAPER PAGE 1
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NRC FORM 313A {(AUS) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work and Clinical Experience for 10 CFR 35.490 (/f more than one suparvising Individual is
necessary to document supervised work experience, provide mulliple copies of this page.)

’ Supervised Work Exparienca ‘ Total Hours of
Exparience:
Description of Experience Location of Experience/Llcense or Confirm Dates of
Must Include; Permit Number of Facility Experiance*
Ordering, recsiving, and : D Yes
unpacking radioactive materials :
safely and performing the related D No
radiatian surveys
Checking survey meters for D Yes
proper operation E No
Preparing, Implanting, and safely D Yes
removing brachytherapy sources D No
Maintaining running inventories [[]ves
of material on hand D No
Using administrative controls to D Yes
prevent a medical evant
involving the use of byproduct D No
matarial
. []ves
Using emergency procedures to
control byproduct material D No
Clinical experience In radiation Location of Experience/Licenss or Dates of
oncology as part of an approved Permit Number of Facility Experiance*
formal training program
_|Approved hy:
D Residency Review
Committee for Radiation
Oncology of the ACGME
Royal College of Physicians
and Surgeons of Canada
Committee on Postdoctoral
Training of the American
Ostagpathic Association
[SUpervising Individuat License/Permit Number listing supervising individual as an
Adthorized User

PAGE 2
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NRC FORM 3134 (AUS) U.S. NUCLEAR REGULATORY COMMISSION
{32007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

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

c. Supervised Clinical Experience for 10 CFR 35.481

Description of Experience

Location of Expariance/License or
Permit Number of Facility

Clock
Hours

Dates of
Experiance®

= e

Use of strontium-90 for
ophthalmic treatment, including:
examinatlon of each individua) to
be treated; caiculation of the
dose to be administered;
administration of the dose; and
follow up and review of each
individual's case history

Supervising Individual

Authorized User

License/Pemmit Number listing supervising Individual as an

d. Supervised Work and Clinlcal Experience for 10 CFR 35.690

{_| Remote afterioader unit(s)

D Teletherapy unit(s)

[[] 6amma stereoctactic radlosurgery unit(s)

Supervised Work Experience

Total Hours of

Experience:

Description of Expearience
Must Include:

Location of Experiencel/licensa or
Permit Numbaer of Facility

Dates of
Experience®

Reviewing full calibration
measuremeants and periodic
spot-checks

Preparing treatment plans and
calculating treatment doses and
times

Using administrative controls to
prevent a medical event
involving the use of byproduct
matenal

Implementing emergency
procedures to be followed in tha

-tavent of the abnormal operation

of the medical unit or consocla

Checking and using survey
meters

Selecting the proper dose and
how it is to be administered

PAGE 3
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NRC FORM 113A {AUS) U.5. NUCLEAR REGULATORY COMMISSION

(22007
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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
oncology as part of an approved
formal training program

Location of Experience/License or Dates of
Pamnit Number of Facility Experience”

"ipproved by:

D Residency Review -
Carnmittee for Radiation
Oncology of the ACGME

Royal Coilege of Physicians
and Surgeons of Canada

D Committee on Postdoctoral
Training of the Amerlcan
Ostaopathic Association

Supervising individual License/Permit Number listing supervising individual as an
Authorized User

e. For 35.600, describe training provider and dates of training for each type of use for which authorization is

sought.
Description - -
of Training Training Provider and Dates
Remote Afterioader Teletherapy Ga‘&"; ;Lﬁ{g?:‘-'“c
You- Yoo by
Device operation VQV‘\Ah -~ d"'c‘

PecSexpn AU + ‘WﬁP
Safety procedures 9/)‘4 - q/)?‘/“?‘ -LJ

for the device use Vev\ltr a4 bj

Peciextog AU o+ A1
Vost -~ VYpp/o#

Clinical use of the Ve w‘légr- ancl_ M|

device
Per%xron A"L’

{Supervising Individual. if treining provided by Supervising || icense/Permit Number llsting supetvismg individual as an
Individual (if more than one supervising individusl is necessary | Authonzed User

1o document supervised work experience, provide multiple

coplas of this page.) x

Lames M. Laraec MD. .. H5 -60634~30

--------------------

Authorized for the following types of use;

E Remote afterloader unit(s) [[] Teletherapy unit(s) [XI Gamma stereotactic radiosurgery unit(s)

f. Provide completed Part || Preceptor Attestation,

PAGE 4
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
3-200M)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: 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. If more than
one preceplor is neécessary to document expariance, obtain 8 separate praceptor statement from each.

First Sectlon
Check one of the following for each requested authorlzation:

For 35.480:
Board Certification

[0 attest that has satisfactorily completed the requirements In
Name of Prapoaed Authorized Uzer
35.490(a)(1) and has achieved a levsl of competency sufficient to function independently as an
authorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR
Training and Experjence

D | attest that has satisfactority completed the 200 hours of
Name of Froposad Authorized User
¢clagsroom and [aboratory training, 500 hours of supervised work experience, and 3 years of supervised
clinical exparience in radiation oncology, as requited by 10 CFR 35.490(b)(1) and (b)(2), and has achieved a

—— leve!l of competancy sufficient to function independantly as an authorlzed user of manual brachytherapy
sources for the medical uses authorized under 10 CFR 35.400,

Eor33.491:

D | attest that has satisfactorily complated the 24 hours of
Nema of Proposed Authorized User
¢lassraom and laboratory training applicabie to the medical use of strontium-90 for ophthalmic radictherapy,
has used strontium-90 for ophthalmic treatment of 5 indlviduals, as required by 10 CFR 35.401(b), and has

achleved a level of competency sufficient to function independently as an autharized user of strontium-80 for
ophthaimic use. :

Second Section

For 35.690:
Board Certificatign
&l attast that - ’ w il A @ f 0\1 has satisfactorily completed the requirements in
Nammlof Prapossd Autharized Uses
35.680(a)(1).
OR
Trainlng and Experiencs
[ 1 atest that has satisfactorily compieted 200 hours of classroom

Name of Proposed Authonized Uset

and laboratory tralning, 500 hours of supervised work experience, and 3 years of supervised clinical
experience in radiation therapy, as required by 10 CFR 35.690(b){1) and (b)(2).

AND

PAGE
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007}
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
Third Section
For 35.690: (continued)

|2 | attest that fr; via Pf c‘q has received training required in 35.680(¢) for device
) NamaNyl Proposad Authorized User

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

D Remgte afterioader unit(s) D Teletherapy unit(s) E’Gamma stareatactic radliosurgery unit(s)

e T T E R e Y Y N R R R R R N O NN N R R RN R R

AND
Fourth Section

m’ | attest that TH vin P f(‘)"l has achieved a leval of competency sufficient fo
NaM® of Propoged Autharized User

achieve 8 level of compatency sufficiant t6 function independently as an authonzed user for:

D Remots afteroader unit(s) [ ] Teletherapy unit(s} N’Gamma stersotactic radiosurgery unit(s)

Fifth Sectlon
Complete the following for preceptor attestation and signature;

a | meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement Stats requirements, as
an authorized user for;

D 35.400 Mapual brachytherapy sources D 35.600 Teletherapy unit{s)
D 35.400 Ophthalmic use of strontium-90 &’35.600 Gamma stereotactic radlosurgery unit{s}

[[] 35.600 Remote aftertoader unit(s)

IName of Praceptor

fhone Number

w N3 g2Y 730

Da
a¢/oy
ILicense/Permit NumberlFacllity Na '

H5- ooo 3t~ 3‘9 uﬂiver.gl,w o VI ryria Gommn o 3
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