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The D xvx s T o N of R A D IO LO GI c AX, P H Y SI c s 

I 

Re: Licer$e No. 45-00034-30 

September 27,2007 

K- 8 

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: 

A M P S :  
AUs: 

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. 

Stanley Benedict, Ph.D., and Carlos Carbini 
Paul Read, M.D.Ph.D., and Tyvin Rich, M.D. 

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. Lamer, M.D.), by a U.Va. Dosimetrist (Dr. David Schlesinger) who has explored 
the new GammaPlan system since being trained on Perfexion in a February 2007 Stockholm 
class, and by a U.Va. Neurosurgeon @r. 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 documented in previous submissions to the NRC. 

In particular, each person being requested for AU status has been trained in: 

Safety procedures, including emergency drills 
. Perfexion operation 

Clinical use, and /yNo Y 
NMsslRONl MATERIALS002 

University of Virginia Health System, PO Box 800375 * Charlottesville, VA 22906-0375 
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: 

Safety procedures, including emergency drills 

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

. Hands-on Perfexion operation . . Clinicaluse 

' 

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

Respectfully submitted by 

Leonard W. Sandridge 
Executive Vice President and Chief Operating Officer 
University of Virginia 

Ralph 0. Allen, Ph.D. 
Radiation Safety Officer, University 
Chairman, Radiation Safety Committee 
Professor, Chemistry 

Alan Aqualino, Ph.D. 
Radiation Safety Officer, Gamma Knife Unit 
Associate Professor, Radiation Oncology 
Voice: 434-982-0152 

e-rnail: AAZH@vir~inia.edu 
Fax: 434-983-3520 
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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 ofclinical use 
Operation of Leksell GamaPlan 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 Aquaho, PbD. 
Stanley H. Benedict, PbD. 
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. 

Per Nyl&d 
Senior Product Manager, Leksell. Gamma Knife 
Kungstengatan 18, Box 7593 
SE-103 93 Stockholm, Sweden 

e-mail: Per.Nylund@Elehcom 



Successful system start 

E L E K  T A 
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Objective 
Elekta provides clinical and techni- 
cal application suppon on Leksell 
Gamma Knife. It is  held on-site for 
al l  new installations and upgrades of 
Leksell Gamma Knife. 

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

is  to provide confidence in daily 
clinical practice. 

The start-up team consists of one 
neurosurgeon and one physicist that 
have extensive experience of Gamma 
Knife- surgery. There 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 clini- 
cians in being proficient in the use 
of their equipment. For upgrade 
customers a physicist will conduct 
the training. 

The objective of the System Start 

Suggested schedule 

Day 1 
Case conference - to select patients and decide the order of treatments. 
Ensure that Leksell Gamma Knifem and Leksell GarnmaPlanm systems 
are ready for use. 
Check connectivity with the radiological department. 
Before the first patient is  treated, ensure that the following procedures 
have been covered: 
-technical training and performance of Emergency Procedures 
-function test of Leksell Gamma KnifeD 
. QA procedures. 

Day 2 
Treatment of 1 to 2 patients. 
Practice of the different routines. 
Discussions on treatment documentation, technical and qualiry 
assurance log book. 

Treatment of 1 to 2 patients. 
Time to go through the routines. practice cases and the treatment 
planning procedure. 

Day 3 

___ ~~~~ ~ 

Treatment of 1 to 2 patients. 
Special training on treatment of less common indications and 
additional dose planning practice. 
Clinical lectures by the systems start consultants (optional and done 
on request). 

Day 5 
Treatment of 'I to 2 patients. 
Summary of the System Stan. 

Requirements for 
a ruccerrful System Start 

Secure a start-up date with a l l  
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 collaborate$ with leading facul- 
ties world wide to provide education 
and training. Elekta does not take any 
responsibility for clinical advice given 
during these trainingsessions. 

mailto:info.education@elekra.com


S . e p .  2 7 .  2 3 0 7  1 1 : b 3 A M  U V A  ENVIRO YEAl't & S A ' E T Y  N c .  28il P. 1 

PART I -TRAINING AND EXPERIENCE 
(Select one of Me three methods below) 

'Training and Experience, includlng Board Certification, must have been obtained Within the 7 years preceding the 
date of application or the indlvldual must have obtained related continuing edwUon and experience Slnce the 
required training and experlence was completed. Provlde dates, duration. and description of continuing education 
end experience related to the uses checked above. 

0 1. Board Certltlcatlon 

a. Provide a copy of the board certification. 

b. Go to the table in 3.c. and describe trainlng provider and dates of trainlng fcr each type of use for which 
authortration is soughl. 

c. Skip to and complete Part II Preceptor Attestation. a 2. Current Authorized Medical Phvslclst Seekina Additional Authorkatlon for usefsl checked above 

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

b. Skip to and complete Part II Preceptor AttestaUon 

J 3. Education. Tralnlna. and ExDerience fo r Prooosed Authorized Medical Phvslclst 

englneerlng. or applied mathematics horn an accredited college or university. 
a. EducaUon: Document mastet's or doctor's degree in physics, medical physlcs, d e r  physical science, 

Degree Major Fleld 

Col!ege or UnlverslD/ 

NRGBRM 31U (AMP) 
0-1 

U.S. N U C W  REGULATORY COMMISSION 

I AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE No. 5'504' 

AND PRECEPTOR ATTESTATION I 
[ lo  CFR 35.511 I 

Name of Prowsed Authokzed Medical Phvslclst 

Requested 
Authorlw(lon(r) 
(check all that apply) 35.600 Remote afterloader unlt(s) 

0 35.400 Ophthalmic use of strontium-90 0 35.600 Teletherapy unit(s) 

a335.600 Gamma stereotactic radlosurgery uniyE I 

I '  
b. Supervised Full-Time Medical Physlcs Training and worm Experience In cllnical ndiation facilities that provide 

high-energy awlemel beam lherapy (photons and electmns wlth energies greaterthan or equal to 1 million 
electron volts) and brachytherapy senrlces. 

0 Yes. Completed 1 year of fulldme lralning in medical physics (for areas identified below) under the 

suparvislon of 
Authorized Medical Physiust. 

who meets me requirements for en 

AND 

Yes. Completed 1 year of full-time work experience in medical physics (for areas idenUfled below) 

under (he supervlsion of 

an Authonzad Medical Physicist. 

who meets the requlremenls for 
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Description of Training/ 
Experience 

IRC FORM a l a  (AMP) 
a m i  

US. NUCLEAR REOULATORV COMMISSM 

Location of TraininglLicense or Permit Number 
of Training Facility/Medlcal Devices Used+ 

MT~IORIZED MEDICAL PHys ic is i  TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continue 

3. Education. Trainina. and &De rhnce for PrODOSed Authorized Medical Phvslcbt (continued) 
b. Supervised Full-Time Medical Physics Training and Work Experience (continued) 

If mom than one sumvlsina lndlvldual is necessaw to document sumvised rraining, provide muniple copies 01 

Medical Physics 

I 
Performing sealed source leak 
tests and inventories 

Performing decey corrections 
~ 

L 
Performing full calibration and 
periodic spot checks of external 
beam treatment unit(s) 

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

I 

Performinu full calibration and 
periodic spot checks of remote 
afterloading unit(s) 

Conducting radiation surveys 
around external beam treatment 
unit(s), slerotactic radiosurgery 
unil(s). remote afler losdlng unn(s) 
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Authorization Sought 

35.400 Ophlhalmlc Use 
of strontium-90 

RC FORM 31U (AMP) 
-1 
\UTHOREED _I MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnuec 

3.  education^- a nd Exwrlence for PrODOscd Authorlred Medical Phvsicist (continued) 

US. NUCLEAR REGUUTORY Could19910 

c. Describe trainlng provider and dates of training for each type of use for which authoriiation Is sought. 

I I 

Device Training Provided By Dates of Training 

Description 
of Training Training Provider and Dates 

4-5-00033-30 
Y5- - 
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Bra t tes t tha t  #, & ; ,,; has achieved a level of competency sufficient to 
NmnWorRopDssd AuUotdW.diolP*d 

funetion independently as an Authorized Medical Physicist for the followlng: 

0 35.400 Ophthalmic use of strontium-90 0 35.600 Teletherapy u n w )  
0 35.600 Remota afterloader unit@) 

._ 
w 3 5 . 6 0 0  Gamma s~~eo tac~ ic  m d b w m  W s )  

.1111-1111-1111111-1-111..-1-.1--------------1-.-111--.1----. 

AND 
Fourth Section 
Complete the followlng for preceptor attestauon and signature: 

@ I meet the requlrementa In 10 CFR 35.51, or equlvalent Agreement State requirements for Authorized 
Medical Physicist for the following: 

35.400 Ophthalmic use of strontium-BO 0 35.600 Teletherapy unil(s) 

p 3 5 . 6 0 0  Remote afterloader unit(s) 35.600 Gamma siereotacllc radiosurgery una@) 

NRC FORM 31JA (AMP) US. NUCLEAR REGULATORY COMMWO 
It-) 

AUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continue0 

PART II - PRECEPTOR ATTESTATION ,- 

Note: This part must be completed by the Individual's preceptor. The preceptor does not have to be the supervislng 
individual as long as the preceptor provides, directs, or verifies trainlng and experience required. If more than 
one preceptor is necessary to document experience, obtaln 8 separate precaptorstatement from each. 

Flrst Sectlon 
Check one of the following: 

1. Board Cetilflcatlon 

Name of Preceptor 

4LM 0 

I altest that has satisfactotily completed the requirements in 

Cad03 QAaibr fde*h%J a N o m  el PIapaW MMmed M . d U  Phy idr  

10 CFR 35.51@)(1) and (a)(z). 
OR 4.I c).rP 0~ A Gear914 IrcelzSe 

2. Educatlon. Training, and Exwrience (see / O C P R ~ S S ~  Cd 3 

Telephone Number Date 

1 w9sa0is3 ?hdO 7 

0 I attest that has satlsfaclorlly completed the I-year of full-the 
~11111) ai PW ~ u h o d  ~ s d d  m y r d  

training in medical physics and an additlonal year of full-tlme WON ewpenence as required by 10 CF 

35.51(b)(l). (Meed Iis)pd &MP Tor Type C. GS'RsF) 
.I---- -1-1 11-11 - - 1 1 1 1 1 1 1 ~  ll-l.lll--l.----.-ll .1--111111111-1 

AND 
SecondSectlon 
Complete the followlng: 

I mest that 

IS sought that include hands-on device operabon. safety procedures, cllnlcal -e, and the operatlon of a 
treatment planning sysiem 

#. G A  j ,, j has training for the types of use forwhich authornation 
Nanao(Plawaae*rr~soUe6lcslPhys'd~ 

Thlrd Sectlon 
Complete th. followlng: 

AND 
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' /  
Requested 
Authorlzatlon(s) 
(check all that apply) [7 35.600 Remote afterloader unit(s) 

35.400 Ophthalmic use of strontium-GO 0 35.600 Teletherapy unit(s) 

m35.600 Gamma stereotactic radiosurgery Unit(S: 

PART I -TRAINING AND EXPERIENCE 
(Select one of  the three methods below) 

Training and Experience, including Board Certification, must have been obtained within Me 7 years preceding the 
dale of application or the individual must have obtalned related continuing education and experlence since the 
required training and experience was completed. Provide dates. duration, and descrlptlon of continuing education 
and experience related to the uses checked above. 

3 1. Board Cerllflcatlan 

a. Provlde a copy of the board certification 

b. Go to the table in 3.c. and describe training provider and dates of training fa each type of use for which 

c. Skip to and complete Part I 1  Preceptor Rnestation. 

2. Current Authorized Medical Physicist Seeking Addltlonal Authorization for use(s) checked above 

a. Go to the table in secllon 3.c. to document training for new device. 

b. Sklp to and complete Pan II Preceptor Attestation 

authorization is sought. 

3. A t  

a, Education: Document mastets or doctor's degree in physics, medical physics. other physical science, 

Degree Major Fleld 

engineering. or applied mathematics fmm an accredlted college or university. 

2 0 .  2 8 1 1  P .  ' '  

- 
Colkge or University 

NRCfORM 313A (AMP) 
(1L.XW 

U.S. NUCLEAR REGUIATORV COMMISSION 

AUTHORIZED MEDICAL PHYSICIST TRAINING AN0 EXPERIENCE A ~ ~ ~ ~ f ~ ~ ~ ~  
AND PRECEPTOR ATTESTATION I I [ l a  CFR 35.511 . 

I 
ame of Proposed Authorized Medical Phvsidsi 

I I 

b. SUpeNiSed FulCTirne Medical Physics Training and Work Experience in clinlcal radiation facilities that provlde 
high-energy external beam therapy (photons and electrons with energies greaterthan or equal to 1 rnlllion 
electron volts) and brachytherapy services. 

0 Yes. Completed 1 year of full-time training in medical physics (for areas Iderdfled below) under me 

supervision of 
Authorlzed Medical Physicist. 

who meets the requirements for an 

AND 

0 Yes. Completed 1 year of full-time work expen'encs in rnedlcal physks (for areas Identified below) 
underthe supervision of 

an Authorized Medlcal Physlclst. 

who rneels the requirements for 
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Location of TrainlnglLlcense or Permit Number 
of Training FacilitylMedical Devices Used+ 

RC FORM 313A (AMP) U.S. NUCLEAR REGULATORY COMMISSIC 
L m  
4mHORIZED MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (Continuel 

3. m t  (continued) 
b. Supervised Full-time Medical Physics Training and Work Experience (continued) 

If more than one supervising individual is necwssry to document supervised training, provide muHiple COpleS 01 
this page. 

Dales of Dales of Work 
Training' Experience' 

Description of Training/ 
Exoerlence 

1 Medical Physics 

Performing sealed source leak 
tests and inventories 

Performing decay correctlons 

Performing full calibration and 
periodic spot checks of external 
beam treatment unit@) 

Perfcrmlng Null calibration and 
periodic spot checks of 
stereotactic radiosurgery unit(s) 

Performing full calibration and 
perlocllc spot checks of remote 
afterloading unit(s) 

Conducting radiation surveys 
around external beam treatment 
unit(@. sterotactic radiosurgery 
unt(s1. remote after loading unit(?.] 

Supervlslng hdlvldual" r--- I I 
: License/Permit Number Issting supetvising inOividual as an 
!authorized Medical Phvsicin 

................................................................................................................ 
for the following types of use: 

In Remote aflerloader unit@) 0 Teletherapy unit(s) 0 Gamma stereotactic radiosurgery unit(s) 
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Device Authorization Sought 

35.400 Ophthalmk Use 
of strontium-90 

NRC FORM 313A (AMP) 
14- 

AUTHORIZED I- MEDICAL PHYSICIST TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued 

3. Education. Traininq, and Experience for ProPosed Authorized Medlcal Phvsicisl (continued) 

US. NUCLEAR REGUlATORV COMMlSSlOl 

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

Training Provided By Dales of Training 

Description 
of Training Training Provider and Dales 
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RC FORM 3t3A (AMP) U.S. NUCLEAR REbULATORY COMMlSSldh 
0.2Ca\ 

~ _~_., 
LUTHORIZED MEDICAL PHYSICIST TRAINING AND EXPERiENCE AND PRECEPTOR ATTESTATION (continuedl 

PART II - PRECEPTOR ATTESTATION .- 

late: This part must be complefed by the individual's preceptor, The preceptor does not have to be me SupeNiSing 
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 fmm each. 

'irst Section 
;heck one of the following: 

1. Board Certification 

HI attest that d e  d& has sarisfacto"ty completed the requlrernents in 

10 CFR 35.51(a)(1) and (a)(2). 

OR 
2. Education. Trainina. and Exoerience 

Wlattest that  3&,r)pu /+ Rp,, &&- has satisfactorlly completed the 1-year of full-time 
Nsme or P r a a  A u m m  M a b l  Physi-3e.t 

training in medical physics and an additional year of fuli-lime work experienceas required by 10 CFR 
35.51 (b)(l). 

D 1 D g D 1 1 - . . - - - 1 - - 3 - . - - - - - - - - - - 1 - - - - - - 1 - 1 1 . - D D D - D 9 . - D 9 . . 9 - - - - -  

AND 
econdSectIon 
:omDlete the followlng: 

@ i attest that sh4 ) e ,  a, &&&has training for the types of use for which authorization 

Is sought that Include hands-on device operation, safely pmcedures, clinical use, and the operation Of a 
treatment plannlng system. 

Name of Pro h b W z 6 d  M e i b l  Phydcll 

- 1 - - - . . L I - - - - C - - - - - - - - - - - C - - - - - - - - ' - - - - - - - - - - - - . - - - - " - D D . D 9 9 - - D .  

AND 
hlrd Sectlon 
:omplete the following: 

l$[&has achieved a level of competency sufficient to Biaattestthat .S&q\cu I p~ 
Name d P r o p o ~ t w l z e d  MdkalPhynICI&! 

function independently as an Authorized Medical Physicist for the following: 

a 35.400 Ophthalmic use of strontium40 0 35.600 Telethrapy U n W  

0 35.600 Remote afterloader unit(s) B 3 5 . 6 0 0  Gamma stereotactic mdiosurgery unit@) 

-- 

- - c - - - - - - - - - - - - - c - - - - - - - - - - - - - - - - - - - - - - - D - D . - D D - D D D D . D D D - - D 9  

AND 
ourth Section 
,omplete the followlng for preceptor attestation and slgnature: 

@$I meet the requirements in 10 CFR 35.51, or equivalent Agreement State requirements for Authorized 
Medimi Physicist for me following: 

35.400 Ophthalmic use of strontium-90 0 35.600 Teletherapy unit@) 

m35.600 Remote afterloader unit(s) 35.600 Gamma stereotactic rsdiosurgery unit@) 
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NRC FORM 343A (AUS) 
~92007) 

U.S. NUCLEAR RE@JLATORYCOMMiSSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

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

APPROVED BY 0118: NO. 315001: 
MPIRES: 10/31m08 

Paul w. R e d ,  M~D,/PL,D, I wr9tnta 
Reaueated u 35.400 Manual brachflherapy sources 0 35.600 Teletherapy unit(s) 
A u k o r i z r t W s )  0 35.400 Ophthalmic use of strontium-90 ~ 35.600 Gamma stereotacllc radiosurgw unit(s1 

0 35.800 Remote afterloader unit@) 
(check all that apply) EZ 

PART I -TRAINING AND EXPERIENCE 
(Select one of the three methods be/owJ 

* Training and Experience, including Board Certification, must heve been obtained within the 7 years preceding the 
date of application orthe indiNidUal must heve obtained related wntinulng edmtion and experience slnC8 the 
required training and experience was completed. Provide dates, duration, end description of COntinUlng education 
and experience related La the uses checked above, 

I. Board Cart iflcatlon 

a. Provide a copy of the board certification. 

b. For 35.600, go to the table in 3,s. and desulbe training provider and dates oftraining for each type of use for 
which authoritatlon is sought. 

c. Sup to and complete Part I 1  Preceptor Attestation. 

2. Current 35.600 Authorlzed User Reauestinn Additional Authorlzatlon for 35.600 l ke (S l  C hecked Above 

a. Go to the table In secllon 3.e. to document mining for new devlce. 

b. Skip to and complete Pert Ii Preceptor Anestation. 

0 3. Trainina and ExDerience for Prowsed Aulhorlzed User 

a. Classroom and Laboratory Training .490 0 35.491 0 35.690 

adiation protection 

t 
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Supervised Work Experience 

NRC FORM 313A [*US) U.S. N U C W R  REQULATORYCOMUISSIO 
rumn 

TOW Houm of 
Exmdence: 

Description of Experience 
Must Include: 

Ordering, receiving. and 
unpacking radioadve materials 
safely and performing the related 
radlation surveys 

Confirm Location of ExperiencdLicense or 
Permit Number of Facility 

0 yes 

0 No 

Dates of 
Experience. 

Clinical experience in radlation 
oncology as part of an approved 

f m a l  (ralnlng prcgram 

-Approved by: 

0 Residency Review 
Committee for Radiation 
Oncology Of the ACGME 

0 Royal College of Physlclans 
and SuQeons of Canada 
Committee on ~ostdoctora~ 
Tt'dnlnQ of the American 
Osteopathic Association 

Supervising lnaiviiual UcenselPeimit Number llstlng supervlslng Ind 
Authorized User 

Checking survey meters for 
proper operatlon 

Preparing, implanting, and safely 
removing brachytherapy sources 

7 Maintaining running inventories 
of material on hand 

Using administrative controls to 
prevent a medlcal event 
involving Ihe use of byproduct 
material 

Using emergency procedures to 
control byproduct material 

Location of ExperienceJLicense or 
Permit Number of Faclllty 

Dates of 
Experience' 



S e o .  2 7 .  2007 1 1 : 4 7 A M  U V A  E N V I R O  H E A l T l i  & S A F E T Y  N o .  2871  P. 1 7  

- 
3. Tralnlna and Experlence for ProDosed Author ired User (contlnued) 

c. Supervised Clinieal Experience for 10 CFR 35.491 

Location of ExperiendLicense or Clock Dates of 
Permit Number of Faclllty Hours Experience' Description of Experience 

L 

Use of strontium-90 for 
ophthalmic treatment. induding: 
examinatim of each individual to 
be treated; calculation of the 
dose to be administered; 
edmlnlsb-auon of me dose; and 
follow up and review of each 
Indivldual's case history 

Supervklng Individwl 

I 

Licenselpmnh Number llstinp supervising individual ts an 
Authorized User 

I d. Supervised Work and Clinical Experience for 10 CFR 35.690 

Remote afterloader unit@) [7 Teletherapy unlt(s) [7 Gemma stereotactic radiosumety unlt(s] 
I 

U.5. NUCCYS( REGULATORY COYMISSIOb NRC FORM J13A I N S )  
1-71 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR AlTESTATlON (continued) 

Supervised Work Exparience Total Hour8 of 
Experience: 

Descrlptlon of Experience 
Must Include: 

Revlewing ~ I U  callbratlon 
measurements and periodic 
spot-checks 

Preparing treatment plans end 
calculating treatment doses and 
Umes 

Using administrative controls to 
prevent a medical event 
Invoblng the use of byproduct 
material 

Location of ExperiencdLicense or 
Permit Number of Facilltv 

Implementing emergency 
procedures to be followed In the 

ent of the abnormal operation 
of me medlcal unlt or console 

Checking and using survey 
meters 

Selecting the proper dose and 
how it is to be administered 

Dates of 

+' 
[7 Yes 

NO 
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Location of ExperiencelLicense or Dates of Clinical experience in radiation 
oncolcgy as part of an approved 

formal training pmgram 

Approved by: 

Permit Number of Faclllty Experience' - 

NRC FORM l l 3 A  (AU.5) 
l&xQ7l 

US. NUCLEAR REGULATORY COUMISSU 

Remote Afterloader Gamma SteceatscUc 
Radiosurgery Teletherapy 

?IW-%?b7 br 

Residency Review 
Commlm for Radiation 
OncOlogy of the ACGME 

0 Royal Colle~e of Physicians 
and Surgeons of Canada 

Committee on Postdoctoral 
Training of the Amerlcan 
Osteopahlc Assaciatlon 

LicenSeA'ermit Number i is lw supehhlng iMwidual as an 
Authorked User 

e. For 35.800, describe training provider and dates of training for each type of me for whlch aulhorization is 
souohl. 

Training Provider and Dates 

Clinical use of the 
devlce 

I Authorized for the followlng types of use: 

Remote afterloader untt(s) 0 Teletherapy unil(6) Gamma stereotactk radlosurgery unil(s) I f. Provlde completed Parl II Preceptor Attestation. 
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1 I attest that has satisfactorily com,pleted the 200 hours of 
NIM of PropofM Aumo~IuM Umr 

classroom and laboratory trainlng, 500 hours of supervised work experience, and 3 years of supervlsed 
clinical experience in radiation onco~ogy. as required by 10 CFR 35.490(b)(l) a d  (b)(2), and has achieved a 
level of competency sufficient to function independently as an authorized userof manual brachytherapy 
sources for the medical uses authorized under 10 CFR 35.400. 

. 

I FOr35.491: 
1 attest that has satisfactorily completed the 24 houm of 

N a m  of Pmposed *urh&M Uaar 

dassroom and laboratory training applicable to the medical use of strontium-9Ofor ophthalmic radiotherapy, 
has used strontium-90 for ophthalmic treatment of 5 individuals. as required by 10 CFR 35.491(b). and has 
achleved a level of competency sufficient to function independently as an authaized user of strontium90 for 
ophthalmic use. 

NRC FORM 313A (AUS) 
I W )  

U.S. NUCLEAR ReGUlATORY COMMISSIOI 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART II - 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 vetifies training and experience required. i f  more than 
one preceptor is necessary to document experience, obtain a separate preceptorstatement from each. 

Flrst Section 
Check one of the following for each requested authorlzatlon: 

For 35490: 

Board Certiflcation 

0 I atiest that has satisfactorily completed the requirements in 
Name of Pmposed Aulhomed User 

35.490(a)(.I) and has achieved a level of competency sufficient to function independently as an 
authorized user of manual brachylherapy sources for the medical uses authorized under 10 CFR 35.400 

OR 

I Smond Section 

For 35.690: 

ffoard CertificatioE 

m a t t e s t  that has satisfactorily completed the requirements in 
Name of Pmpozed AUmmke.4 User 

35.690(a)(1). 

Tralnlna and ExDerience I -- 
OR 

0 I attest thaf has satisfactorily completed 200 hours of dassroom 
NawdPmmed&thokec  U Y ~  

and laboratory training. 500 hours of supervised WON expenence, and 3 years cf supervised cllnical 
experience in radiation therapy. as required by 10 CFR 35.690(b)(l) and (b)(2). 

AND 
---""--"11..--"-1111"----.-9-.."-".--------.---------------- 

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

c] Remote afterloader unlt(s) 0 Teletherapy unit(@ Gamma stereotactic radlosurgery unit(s) 

. 1 1 - 1 1 . - 3 - - - 1 . 1 - 1 1 1 1 - - - - - 1 1 1 1 1 1 - - - . - . . - - - - - 9 - - - - - - " .  

FWlh Sectlon 

Cornplele the following for preceptor atrestallon and signature: 

a I meet the requirements In IO CFR 35.490,35.491, 35.690. or equivalent Agreement State requlrements, as 
an authorized user for: 

NRC FORM 513A ( A M )  
ISlOml 

US. NUGLEN3 REGUUTORY COMYlsslol 

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

Preceptor Atkctallon (continued) 

Thlrd Section 

For 35.690: (continued) 

\ L d  , f&oOk has recelved training required In 35.690(c) for device 
N a m  d P w W  AvthabM user 

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

0 Remote afterloader unit(s) Gamma stereotactic radiosurgery unll(s) 0 Teletherapy unit(6) 

___-111191_11__--___-------------------------------9----.--. 

AND 
FOUM Section 

I attest that up RpaA has achleved a level of competency sufficient to I N m w  OTPrwm mIhrked Vas, 
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- 
IRC FORM 313A (AUS) 
Urn? 

US. NUCLEAR REGUIATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR AnESTATlON 

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

APPROVED BY O M 6  NO. 3 1 W '  
EXPIRES: 10131ROOL) 

l a m o f  Proposed Authorized User 

TY V X N  PZCH ,' fl*Di 

Radiation physics and 
instrumentation 

- 
Radiation protection 

State or Territory Where Licensed 

V i  rgiria 

Mathematics pertaining to me 
use and measurement of 
radioactivity 

Clock 
Hours Description of Training 

I I 1 

Dates of 
Tralnlng' 

IRadiation biology I I 
I t I 

Total Hours of Tralnlna: 



S e p .  2 7 .  2007 1 ’ : 4 9 A M  ;IVA E N V I R O  iEA! ’H & S A F E T Y  N o .  2 8 7 1  P. 2 2  

Supervised Work Experience Total Hours of 
Exosrience: 1 Desuiption of Experience j Location of &perience/License or Dates of 

Must Include: Permit Numberbf Facility 1 I Experience’ 

Using admlnistrative controls to 
prevent a medical event 
involving the use of byproduct 
material 

Ordering, receivlng. and 
unpacking radioactive malerials 
safely and performing the related 
radiation surveys 

U y -  

No 

Checking survey meters for 
proper operation 

Location of Erperiancdticense or 
Permit Number of Facilily 

Clinlcal e w e n c e  in radlatlon 
oncology as part of an approved 

formal training program 

r-J Yes 

NO 

Dales of 
Experience. 

Preparing, Implanting, and safely 
removing brachytherapy sources 

- Approved by: 

Residency Review 
Committee for Radiation 
Oncology of the ACGME 
Royal College of Physicians 
and Surgeons of Canada 
Committee on Postdoctoral 
Training of the American 
Osteopathic Association 

Supervising Individual LicensdPemit Number listing supervising individual as an , Atitiwized User 

Yes 

U N O  

Maintaining Nnning inventories 
of material on hand 

Using emergency procedures to 
control byproduct material i 0 Yes 

No 
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Location of ExperiencelLicense or 
Permit Number of Facility 

RC FORM 313A WUS) 
mo7) 

US. NUCLEAR REGULATORY COYUISSIOI 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Tralnlna and ExDerlence for ProDosed Authorized User (contlnued) 

c. Supervised Clinical Experience for 10 CFR 35.491 

clock Dates of 
Hours Experience' 1 Descriptlon of Experience 

Supetvlsed Work Experlence 

ophthalmlc treatment, including: 
examlnatlon of each individual to 
be treated; calculation of the 
dose to be admlnlstered; 
administrallon of the dose: and 
follow up and revlew of each 

Total Woun of 
Experlence: 

Description of Experience 
Must Indude: 

I I 

Location of ExperlencelLicense or 
Permit Number of Facility 

I 1 

License/Permit Number listing supervlslng Individual as an 
Authorized User 

Revlewlng hull calibration 
measurements and periodic 
spot-checks 

Preparing treatment plans and 
calculating treatment doses and 
limes 

Using administrative controls to 
prevent e medlcal event 
involving the use of byproduct 
material 

Implementing emergency 
procedaes to be foliowed in me I 
of the medical unit or console 

ent of We abnomal operation 

Checklng and using survey 
meters 

Selecting me proper dose and 
how it is lo be administered 

I I 

Dates of 
confirm j Experience. 
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Location of ExperiencdLlcense or 
Permit Number of Facillty 

Clinical expenence in radiatfon 
oncology as pan of an approved 

formal training program 

Dates of 
Experience* 

0 Cornmitfee on Postdoctoral 
Training of the American 
Osteopathic AssociaUon 

cc 
Approved by: 

Resldency Review 
Cornminee for Radiabon 
Oncology of the ACGME 
Royal College of Physiclans 
and Surgeons of Canada 

I 

LicenseIPermil Number listing supervising individual as an 
Authorized User 

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

I Authorized for the following types of use: 

0 Remote afterloader unit(s) (3 Teletherapy unit(s) Gamma slereotadc radiosurgery unit@) 

f. Provide completed Part I I  Preceptor Attestation. 

P G  
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RC FORN M3A (AUS) 
20-1 

US. NUCLEAR REQULATORY COMMlSSlOl 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR AlTESTATION (continued) 

PART II - PRECEPTOR A'ITESTATION 
ore: This part must be completed by the Individual's preceptor. The preceptor does not have to be the SUpelviSing 

individual as long as the preceptor provides. directs, or verifies tralnlng and experience requlred. If more than 
one preceptor is necessary to document experience, obtain a separate preceptorstatemenl horn each. 

lmt Sectlon 
heck one of the following for each requested authorlzation: 

For 35.480: 

Board Certlflcatlon 

I attest that 

35.490(8)(1) and has achieved a level of competency sufficient to functlon Independently as an 
authorized user of manual brachyiherapy sourtes for the medlcal uses authorized under 10 CFR 35.400. 

has satisfactorily completed the requiremento In 
N w  of Pmpassd A U M  Uror 

OR 
Training and ExDerie- 

13 I attest mat has satlsfactoriiy completed the 200 hours of 
Named Prqmrpd AuLhcrired U u r  

classroom and laboratory training, 500 hours of Pupervlsed work experience, and 3 years of supervised 
clinical experience in radiation oncology. as required by 10 CFR 35AQO(b)(l) md (b)(2), and has achieved a 
level of competency suflclent to function independently as an authorlzed userof manual brachytherapy 
sources for the medical uses authorized under 10 CFR 35.400. 

__ 
EW 35.491; 

I attest that has satisfactorlly completed the 24 hours of 
NW orpmpoud UYI 

classroom and laboratory training applicable to the medical use of strontium-QOfor Ophthalmic radiotherapy. 
has used StrOntiUm-90 for ophthalmic treatment of 5 indlvlduels. as required by 10 CFR 35.401 (b). and has 
achleved a level of competency sufficient lo function Independently as an authaized user of strontium-00 for 
ophthalmic use 

.IIIII-CI-----------11--1-11111111111--------------------"-----.---------- 

Second Section 

@&&$& 

Board Certidcatia 

RI attest that Tq \.,I ,, @ 1 &l 
N a m b f  Ramsod A u u m w  usw 

has salisfactorily completed the requirements in 

35.6BO(a)( 1). 

Tralnlna and ExDerlence 
OR 

0 I attest that has setisfactorily completed 200 hours of dasSroOm 
NamclPmwYd Wiw6zM U s f  

and laboratory tralnlng, 500 hours of supervised work experience, and 3 years d supewised clinical 
experlenw in radiation therapy, as required by 10 CFR 35.690(b)(l) and (b)(2). 
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L 

NRC F O W  313A (*US) 
(~ml 

US. NUCLEAR REGULATORY CWU18510 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued) 

Preceplor Attestation (continued) 

Third Section 

For 35.690: (continued) 

cl ,, J pf f& has received trainlng required in SS.SSO(c] fordevice ,--- I [attestthat 
W 4 f  P W d  Aumcfkhad u w  

operation. safety procedures, and clinical use for the type@) of use for whlch euthorization is sought, as 
checked below. 

0 Remote afterloader unit(s) 0 Teletherapy unit(s) B G a m m a  stereotactic radlosurgery unit(s) 

.111111111------.1111111.1---.--------------------------.-------, 

AND I Fourth Section 

has achieved a level of competency sufficient to T u  “14 Qr& 
t w d m p m ~ h ~  u s  

achieve B level of competency sufficient to fundon Independently as an authonzed user for: 

Remote afterloader unlt(s) 0 Teletherapy unit(s) p m m a  stereotactic mdlosurgery unit(s) 

1 .111111 .111 . - - - - - - . 11 -11 - - - - - - - - - -1 - - - - - - - . - - - - - - - - - . - ,  

Co%plete the following for preceptor a(t8sl8tlon and slgnature: 

0 35.400 Manual brachytherapy sources 0 35.800 Teletherapy unit(s) 


