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1. PURPOSE OF AMENDMENT 

A. We request permission to clinically use our Gamma Stereotactic Radiosurgery sources 
(GSR. 

B. We request to delete Andrew D. Lauve, M.D from our list of authorized medical users. 

C. Expand the authorization of Medical Physicists John Freshcorn to include Gamma 
Stereotactic Radiosurgery Medical Physicists. 

2. MNLlNG NAME, ADDRESS AND TELEPHONE NUMBER 

The name of the Facility is: Riverside Regional Medical Center, Department of Radiology, 
located at 500 J. Clyde Morrls Boulevard, Newport News, Virginia 23607, telephone (757) 594- 
2000 

3, Address of use 

No change in address of use is requested 

4. CONTACT PERSON 

No change. (Attn: Harold Prussia, Riverside Regional Medical Center, Department of 
Radiology, 500 J. Clyde Morris Bodevad, Newport News, Virginia 23607, telephone (757) 594- 
2644.) 

The person to contact with regards to this notification is our Radiation Safety OfFicer, Harold 
Prussia, B.S. Mr. Prussia can be reached at the Riverside Regional Medical Center. He will be 
responsible for preparing all responses to any questions concerning use of byproduct material. 
Responses prepared by Mr. Prussia will be submitted for certification by Golden Bethune, 
Executive Vice President/ Administrator, Riverside Regional Medical Center, or Diana 
LoVecchio Vice President of Operations and Support Services , for review, approval and 
submission to the  NRC. 

Telephone number of Harold Prussia is 757-594-2757 

ITEM 5: RADIOACTIVE MATERIAL, and ITEM 6: USE OF MATERIAL 

We request permission to perform Gamma Stereotactic Radiosurgery (GSR). The unit is 
located at our 500 J. Clyde Morris Boulevard address. 

We request no other change to our Radioactive Material and use Material. 
Qualificatlons of Authorized Users for Medical Use 
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ITEM 7: RESPONSIBLE INDIVIDUALS 

Please remove Andrew D. Lauve, M.D. from our list of authorized Medical users. 

We request to expand the authorization of John Freshcorn to include .. Authorized Medical 
Physicists for GSR. 

No other changes to our Authorized user  fist are requested. 

ITEM 8: TRAINING FOR INDIVIDUALS 
GSR Training that John Freshcorn has received is attached as appendix 8. Additional training 
is scheduled and will be fowarded  to the NRC upon completion. 

Item 9: FACILITIES AND EQUIPMENT 
No change 

ITEM 10: RADIATION PROTECTION PROGRAM 
The following updated policies are attached in the appendix 

10.1 a Gamma stereotactic radiosurgery unit updated procedures, 
RSO 36 01 Instructions for Gamma Knife Sfereotadic radiosurgery unit 
RSO 36 02 Gamma Stereotactic Radiosurgery Operating Instructions 
RSO 36 03 Gamma Knife Emergency Procedures 

ITEM I 1: WASTE MANAGEMENT 
No change 
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CERTIFYING OFFICER-NAME AND SIGNATURE 
TITLE 

Diana LoVecchio 

NRC License ff45-090014'l Amendment 

DATE 

May 3,2006 
Page 5 of 5 

C E RT I F I CAT IO N 

THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS 
MADE IN THIS APPLICATION ARE BINDING UPON THE APPLICANT. THE APPLICANT 
AND ANY OFFICIAL EXECUTING THIS CERTIFfCATlON ON BEHALF OF THE APPLICANT, 
NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN CONFORMITY 
WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30,32,33,34,35,36,39, AND 
40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND CORRECT TO THE 
BEST OF THEIR KNOWLEDGE AND BELIEF. WARNING: 18 U.S.C. SECTION 1001 ACT OF 
JUNE 25,1948 62 STAT. 749 MAKES IT A CRfMINAL OFFENSE TO MAKE A WILLFULLY 
FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE 
UNITED STATES AS TO ANY M A T E R  WITHIN ITS JURISDICTION. 
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Autborired Physicist Training 

Jolin Freshcon, M.S., Radiation Physicist, Certified, ABR received the fo'olJowing 
training to date: 

March 29"', 2006, Martin Knotts, Radiation Safety Officer and 
h s t a l l a t i o f l l a n n i n g  Engineer for Elckta, provided training to incJude safety and 
emergency procedures for the LekselJ, Gamma Knife. Certificate incJuded. 

March 29"' - 3 lSt, 2006, the Vendor provided a Leksell GammaPlan training 
course to include dose calculat$ons, physics protocols, a demonstration of the 
G m a P I m  4C, individual GammdPlm work stations for attendee padkipation 
and hands-on for multiple matrices, conformity indices and plugging techniques. 
Training agenda included. 

J o I Y ~  Fres11corn, M.S., Radiation Physicist, Certified, ABR will receive the following 
training and a verification checklist will follow to the NliC upon completion. 

May Glh - 7'h, 2006, James Mounts, Senior htallation Engineer for Elekta, wiJl 
provide on site training to include: 

o Hands on device operation 
o Safety procedures 
o Clinical Use 
o Calibration and Films 

0 May IO'", 2006, Jolm Frcshcom will receive on-site training at the Unjversity o f  
Virgjnia's G m a  Knife Center. 

On Junc S"' - 9'", Elekta will be providing clinical and technical application support on 
the Leksell Gamma Knife. The training will be held on-site at the Rivmside and 
University of Virginia Radiosurgery Center on the campus of Riversidc Hospital. This 
activily is the final step in the training process and is to provide confidence in daily 
clinicaJ practice. 

Tho start up tcam from Elckta wiJl consists of one neurosurgcon and onc physicisi Ilia1 
bavc extcnsive expcrjence in Gamma Knife Surgery. These consultants are trained and 
certified by Elckta. The System Start scheduJe i s  attached and consists oC 

Day1 
o Selection o f  Patients 
o Eiisure Leksell Gamma KnXc and GammaPIm systems ready for use 
o Before the first paticnt is treated, m u r c  the procedures have been 

covered: 
TcchnicaI training and perfomancc of Emcrgency Proccdures 
Function test oEAutomatic Positioning System 

' Q A i e s t m  
Day2 
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0 
0 

0 

Day3 
0 
0 

0 Day4 
0 

0 

Day5 
0 

0 

Treatment of 1 to 2 paticnts 
Practice of thc different routines 
Discussions on treatment, documentation, technicaJ and quality assurance 
log book. 

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

Treatment o f  1 to 2 patients. 
Special training on treatment of less common indications and additional 
dose planning practice. 

Treatment of 1 to 2 patients. 
Summary of  the System Start. 
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E L E K T A  

LEKSELL GAMMAPLAN@ 
Advanced Training Course 

Elekta Training Center- Norcross, Georgja 
March 29-31, 2006 

WEDNESDAY, MARCH 29 

12.45 pm 

1:OO - 1:lO pm 

Shuttle pick up i n  the lobby of hotel (Homewood Suites 6 Marriott) 

Welcome and lntroduction 
I 

1 : i O  - 2:lO pm 
M.Sc. 

Image Distortion in  Stereotactic Localization Ian Paddick, 

2:lO - 2:30pm CT - The Gold Standard ? Ian Paddick, M.Sc. 

2:30 - 3:30 pm AIgorithms Ec Matrix Normalization Per Kjall,  Ph.D. 

3:30 - 4:OO pm Coffee 

4:OO - 4:45 pm Dose Calculation and Large Matrices Ian Paddick, M.Sc. 

Per Kjall, Ph.D. 4:45 - 5:30 pm Dose Calculation QA 

5:30 pm 
Free evening 

Shuttle pick up at ELEKTA t o  go to hotel 

THURSDAY. MARCH 30 

8:lO am 

8:30 - 8:45 am 

8:45 - 10:30 am 
Ph.D. 

10:30 - i0:SO am 
10:50 - 11:30 am 

1t30 - 72:OO pm 
M.Sc. 

12.00 - 7 .OO pm 
Dcnot, M.Sc. 

1.00 - 1:30 pm 

Shuttle pick up in the lobby of hotel (Homewood Suites 6 Marriott) 

Continental Breakfast a t  ELekta office 

Physics Protocol Per Kjall, 

Coffee 

Radiobiology, a primer from a Stereotactic 
Radiosurgery point of view Per KjBLl, Ph.D. 

Imaging, A clhical perspective Ian Paddick, 

Leksctl Gamma Knife@ Demonstration of GammaPlan 4C Vincent 

Lunch a t  ELekta office 

Pa2e 1 of 3 
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E L E K T A  

1~30 - 2:15 pm 
M.Sc. 

Multiple Targets and MuItiple Matrices 

2;15 - 3:OO prn Multiple Targets Hands-on for Multiple Matrlces 
M.Sc. 
and Multiple targets in one matrix 

M.Sc. 

Ian Paddick, 

Ian Paddick, 

Per K j a U ,  Ph.D. 

Vincent Denot, 

Per K j  a 11, 

Vincent Denot. 

LEKSELL GAMMAPLAN@ Advanced Training Course - PAGE 2 
March 29-31, 2006 

3 : O O  - 3:15 pm Coffee 

3:15 - 4:15 pm 
Ph. D. 

M.Sc. 

4:15 - 5:15 pm 
M.Sc. 

Hands-on for Dose calculation 

Dose Optimization Tools: Conformity Indices 

% hands-on 

Shuttle back to  hotel (Homewood Suites Et Marriott) 

Shuttle pick up in  lobby of hotel (Homewood Sultes 8 Marriott) 

Dlnner at Dominick's: Italian Cuisine (attire i s  business casual, jeans are OK) 

5.30 pm 

7:OO pm 

7.15 pm 

Friday, March 31 

Ian Paddick, 

8:lO am 

8:15 - 8:30 am 

8: 30 - 9: 30 am 
Denot, M. Sc. 

9:30 - 11:OO am 
M.SC. 

11:OO - 12:OO pm 

12:OO - 12:30 

1230  - 1:OO pm 

Page 2 of 3 

Shuttle p k k  up in  the lobby of hotel (Homewood Suites 8 Marriott) 

Continental Breakfast a t  Elekta office 

Future of Leksell GamrnaPlana 

Advanced plugging techniques, including hands-on 

Tips 8 Tricks 

Questions and answers and Workshop evaluation 

Lunch 

Vi n cent 

fan Paddick, 

Ian Paddick, MSc. 
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1 :OO - 2: 30 pin Hands-on planning 

2:30 pm Course adjourned 

Eiekea staff: 

E L E-K T A  

for those who would like to stay or have further questions 

Ashley Eraswell 
Vincent Denot, M.Sc, 
Per K j a l l  
Susan Lohrnan 
Susan Totilas 
Raven Turbervilla Marketing Coordinator 

Honored guest faculty from Cromwell Uospitd, London, UK: 

Marketing Manager, Education €i Training 

Manger, Physics, Research Et Development 
Product Manager, Leksell CamrnaPhn 

Manager, Clinical Applications, Neurosurgery 
Clinical Applications Specialist, Neurosurgery 

tan Paddick, M.Sc. Medical Physicist 

Page 3 of 3 
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Successful System Start 
-step by step 

e 

4 
! 
F 
; . Ensore thar J-~kscll Gamma Discussjons on treatment Day 5 ;b 

K n W  and Lclcdl documeotation, tcclinical and Treatment of 1 ro 2 paticnts a 
Garnmd%n@ systems arc quality assurance log book. Summary of the System Start. D 

Day 1 Day 2 Clinical lectures by rhc systems 
Casc confcrciicc - to se le~r  start consultsnts (optional and 
pa ticnrs and decide the ordcr donc on rcqucst). 
of trcarmcntc routines 

Treatrnenr of 1 to 2 pacients 
Practice OF fie different 4 

x 

r a d y  for UFC 

Clicck coonectjviry wirh die Day 3 
rad jological dcpJ rrmenr 
Bcforc thc first paticnt is 
crwted, cnsurc that the 
following procedures haw 
Lcen coveEd: 
- technjcal training and 

performance of Emergcacy 
Proccdurcs 

- function t a t  of  Automatic 
Positioning SystemTM 

- 3 QA test run. 

Treatment of 1 to 2 patients 
Time to go through the 
routines, p r ~ r i c c  cascs and the 
trcatmcnt planning proccdurc. 

Day 4 
Trcnment of 1 to 2 paticats 
Spccial training on trcatmcm 
of lcss common indications 
and  additional dose planning 
prncticc 

L 

Requirements for a successful L 
System Start - Sccurc a stm-tzlp datc with all 

responsible people on six 
Give S I X  wcckc no:ice of  rhc 
proposcd dare, io ordcr for 
E!dxa to arrange and book 
rcsourccs 
Schcdulc a minimum of five 
patients, prcferably covcring a 
vnricry of indications. 

For hlrthrr informal)on plearc cnntjct Education an8 Tr.wnmp. Elckra ln<lrumcnl AR, Srockholm. Sucdcn 
Tt I :  +46 0 587 254 00 Far: A46 8 SR7 255 00 cmail. In 'o.cducat lon~clckf . i .c~m 

$ 3  

TBI r . 8 ~ 2  2897 220s B o  

"3 
~ ~ , C I Q k ~ ~ . C O v l  3: 

Jslcz Jopdn Snlcr &id $ 3  
I 4 0 q  KOVIR. China q 

into@cickra.csm info.curosc@?clck% corn 1nlo.nmcriw~clckra.com ~nfs. japan@dtkta.com ~ F o .  nrla@clekta.mm s f  

Corporate l i w d  Offltc Srlw Forvpc. hfrice. South Salcr North nmcricn 
Kobe. Japan STocCholrn. Swrdrn hmcrica h thc Mlddle En;t Atlena. USA 

Tcl 4 4 6  0 507 254 00 TCI +d4 129; fiS406R rei +i 770 ,no 9725 TCI +8i 78 211 7100 
Fax + a i  78 271 7923 F ~ x  A852 1575 7133 E n  *A4 1293 654635 F?x +1 770 448 6338 F A X  4 6  R 547 2 5 5  00 



RIV HEALTH SYSTEM 917575347087 

NRC Ljcense #45-09001-01 Amendment 

05/03 ' 0 6  13 :20  N0.315 16/41 

May 3,2006 

EXHIBIT II 



R I V  HEALTH SYSTEM 917575347087 05/03 ' 0 6  13:20 N0.315 17/41 

E-m 
ECIRIVERSIDE Policy / Procedure H E A L T H  S Y S T E M  
701 f o \ m i  C c p m  Drive. Suite 1900. Ncwp0-t Nnw, Virginia 23306 

Subject: 

D j slribuil j on Group: 

Gamma I(nife@ Stcrmtactic Radiosurgery Jnstnrctions 
Policy $4: RSO - 36-01 

Radi 01 ogy 

1 Au tliorizzed Devices I 
Intracranial stereotacljc radiosurgery may be conducted by using the Gamma Knife43 stercotactic 
radiosurgery device. Afterloading (Gamma &if&) dcvice contains a cobah source. The only 
device authorized for ptirchase is: 

Distn'bu tor: EJekta 
Manufacturer : El ekla 

Devjce Registry: 
Leksell Gamma Knife@ System Model 24001 Type C 
AB ELEKTA Models 43047 and 43685 

1 Authorized Users I 
Only individuals listed as authorized users by thc Radiation SaMy Committee and the Nuclear 
Regulatory Commission (NRC) are permitted to use, and supervisc the USC of, t h e  Gamma 
Knife@ device. Proposed new users must complctc the required training before having their 
names forwarded for rcview and addition to the licenses. 

Only personnel l i s td  as trained and authorized operators and who have practiccd the mcrgency 
procedures may use the Gamma Kn i fa  device under thc supm'sion of an AutJiorized User. 
Proposed new operators must be a radiation therapist or a registered nurse and must have 
compctcd the required training for the Gamma Knife@ dcvice. 

1 Gamma Knife@ Treatment Room I 
Room Localfon 
The G a m a  Knjfc@ Device can only be used in the Gamma Knif& vauJt locatcd in the 
Radj o s u r g q  Center. 
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- - 

H EiNVERSIDE B A L T If S Y S T E M Policy I Procedure 
701 Town Cmntct DIIw, Suiic 1000. Nmvpon New.  Virginia 236015 

Subject: 
Policy #: RSO - 36-01 
Distribution Group: Radiology 

Gamma Knife43 Stereotactic Radiosurgery Instructions 

Room Safety Features 

01. Access to the room housing the Gamma &if& device shall be cont~olled by a door at 
the entrance which is normalJy dosed whm the source is in thc exposed position. The 
door sliaI1 be posted with signs indicating "Caution-High Radiation Area" and "Pcrsonncl 
Monitoring Required" or the cquivalcnt. 

02 

03 I 

04. 

05, 

The door sliall be equippd with an interlock system that causes the source to return to thc 
shieldcd position immediaieIy upon opcning thc door. The Gamma Knife@ interlock 
system shalJ be independent of any othcr unit's door inte,rlock system. The jnterlock shalI 
be connected in such a manner that the sourcc cannor be placed in the irradiation position 
mtjl the entrance door is Cl05Cd and the source "on-off' control is set at the control panel 
and the operator start button is pressed to initiate treatment. Door interJocks shall be 
testcd for proper operation on each day ofuse. Records of test results shall be maintained 
for inspcction by the NRC. In the went of a malfunction of thc door interlock, the 
Gamma Knife@ dmice shall be locked in the shieldcd position and not used, except as 
may be necessary for repair or rcplarmcnt o f  the  magnetic interlock system, until the 
interlock systcrn is shown to be functioning properIy. 

In addition to an interlock system, the door slid1 also contain a badge reader access 
device limiting entry into the Gamma K n i f a  beatmcnt room for only trained and 
authorized users of llze device. 

A Source-Position-Indicator @PI) light shall: be located above the door or at the controJ 
console. This light shall be electrically connected to either tlic machine or a radiation 
monitor in the room such that the SPJ light indicates when the source is moved from its 
storage: position. 

Two (2) CCTV systems shall bc installed that will permit the patient to remain under 
observation during treatment. 
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- 
E3rn 

E~RIVERSIDE Policy / Procedure H E A L T H  S Y S T E M  
701 T o m  Ccntcr Drrvc. Suite 1000, NcwporcNew, Virghia 23606 

Subject: 
PoJjcy +: RSO - 36-01 
Distribution Group: Radiology 
06. 

Gamma JCnife49 Stereotactic Radiosurgery hstructions 

A built in intercom system shall be installed that will pennit the operator to have two-way 
communication wit11 the patient. 

07. A radiation-detection alarm monitor with m o t c  display shall be installed that will 
indicate when the cobalt source has bmn moved into the "cxpose" position. 

08. No other radialion-producing device may be energized when the CobaJt sourcc is in thc 
expose position. 

09. A set of written mergmcy instructions shall be posted at the operator's console 
jnfoming the operator of the procedures to be followcd if the source fails to return to the 
shielded position. 

I Jnstallation and Replacement of Sources 

Tnstallarion and replacement of sources containcd in 

I 
the Gamrna Knife@ Device shall be 

perfomed only by persons specifically authorized and trained by the device manufacturer and/or 
disln'buror. 

I Maintenance and Repair of Device I 
Any maintenance or repair of the  G a m a  Knife@ dmice involving work on the source head, the 
sourcc diving unit, or cobalt shielding door that could either expose the source, reduce tlie 
shieldjng around the source, or compromise the safcty of thc  unit and rcsult in increased radiation 
Ievels sJiaI1 be performed only by persons specifically authorized by the manufacturer. 

Last Revision Dale: 05/2006 
defy Committee 

ar . I  Regulatory I "". " Commission, % I *  . . VA Radiologicd _. Health " I. 
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J f E A L T I j  EBRIVERSIDE S Y S T E M  Policy / Procedure 
i r ) l  T o w  Ccntcr Drivc, Suite 1000. N ~ o n  News. Vrrgima 23606 

Subj cct: 
Policy #: RSO - 36-01 
Distribution Group: RadioIogy 

Gamma Knife@ Stereotactic Radiosurgery Instructions 

Dosimetry Equipment Calibration and Checks I 
01. 

02. 

03. 

04. 

The dosjmehy systems used for fX1 calibration and spot-check rncasurements shall bc 
calibrated at least once every two years as required by 10 CFR 35.630(a)(1). 

Records of the calibration of dosimetry equipment shall be kcpt jn accordance with 10 
CFR3 5.263 0. 

An authorized mddjcal physicist will make the full calibration measurements in 
accordance with 10 CFR35.635 and documented on a data form. The data form contarns 
the measurements required to be done during full caJibration. 

The fi~cull caljbratjon measurements shall be paformed on the unit: 
a) Before the first medical use of the unit, 
13) Following any tepajr that jncludes removal of the sourccs or reinstallation of the 

c) Following a major repair associated with source assembly; and 
d) Annually. 

unit in a ncw location, 

I LeakTests I 
01.. Leak tests of the Cobalt40 sources shall be made by the authon'zed medical physicist or 

radiation safety oMicer at intervals not to exceed six month. 

02. The appropriate surfaces to be wiped for this test are the convex surface ofthe collimator 
helrnct and the ~xkmal interfixe Iine between die upper hmisphaical shield and the 
base section of the radiation unit. 

ion Safety Committee 
uclear Regulatory Commission, VA Radjol~ogic 
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RIVERSIDE FACTLJTY: Riverside Regional Mcdical CUI tcr- 
Poljcy #: RSO-35-02 Distribution Group : RadioJ ogy 

Page 5 Of 5 

I Survey Reports I 
01. A Radjaiion Protection survey shall be performed after the jnstallation of thc unit or with a source 

change, Surveys sllall be performed by an Authorized Medical Physicist and/or RSO. 

01. All records required for compliance with NRC's regulations, the conditions of OUT licmse aid 
commitments made in ow license application and correspondence with hRC sliall be maintained. 
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H E A L T H  S Y S T E M  Policy / Procedure 
701 Town C n t m  Dnvc, Suito 1000, N e v o r t  Ncws. Vieinla 23606 

Subject: 
PoJicy #: RSO - 36-02 
DjsiJilmtion Group: Rad~ology 

Gamma Knife@ Stereotactic Radioswgery Operating Instructions 

Operating procedures wiIl be maintained current as modificd by manufacturer, the N R C ,  
or the Facility's Radiation Safiety Committee. One copy along with the Emergency Proce- 
dures shall be maintained at the control console. h addition, one copy will be given to 
each operator and/or each usm, the Radiosurgery Center Manager, the physicist and 
at1 ending physicjans. 

The operating computer wiII bc secured when the unit is either unattended or not in use. 
Thc computer systcm will be secured by removal of thc operating key. The key(s) will be 
secured. Thc procedure for securing the key(s) will be maintained within the department. 

'The treatment room door wdl. remain closed and locked when the unit is unattended. 

The entrance to the trcatment room i s  equipped with an electrical interlock systcrn that 
will: ( 1 )  prevent the start oftlie treatment (Le., opening of the unit shicJd door) unlcss tlic 
treatmen1 room door is closed, (2) texminatc treatment (jx.,  withdraw the patient couch 
and closed shield door) if the door is opened; and (3) prcvcnt resumption of treatment 
afer  an interlock interruption until the door is closed and reset is activatcd at tlie console. 

During treatments, only the patient may remain in the room. All attending personnel 
musl remain outside the treatment room during the actual treatment. During emergencies 
the treatment door is quipped with a door switch and an extcrnal cmergency stop swjtch 
is available outside thc treatnient room. The attending personnel may re-enter the 
trcalment room aftcr the emergency srop switch has been activated and the couch h a s  
withdrawn from the sbieIdjng doors. Emergency procedures arc posted at the opcrators 
consolc and shall be injtiatcd if the couch does not retum properly, the couch is stuck in 
h e  treatment position and/or the shielding doors do not shut. 

A closed circuit television system permits continuous observation of the patient from the 
control console dtring treatment. The camera zoom lens and focus can be adjustcd fiom 
the control consolc. Treatments will he suspended jfboth TV systems malfunction. AJI 
intercom system js installed for communication between the operator and the patient. 
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Policy / Procedure 61 RIVERSIDE 
H E A L T H  S Y S T E M  
70’ Tow Center Dnw, Suilc 1000. Newpart NFUS, Virginia 23606 

I 

Subject: 
Poiicy id:  RSO - 36-02 
Djstrilmtjon Group: Radiology 

Gamma Knife8 Stereotactic Radiosurgq Operating Instructions 

7) Pn’or to treating the first patient on each day o f  use, checks will be performed and logged 
of a11 jntcrlocks, source-position-indicator lights, safety systems, and alarm monitor. 

ission,, YA Radiological . .  lj 
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. .  
70; T o w  Ccnicr Dn'vc. Suite 1000, Newport Nws,  Vlrginla 23606 

Distribution Group: Radiosurgery Department 

I) Periodic spot-checks shall be performed for thc gamma knife stereotacijc radiosurgery 
mi t. 

2) Paiodjc spot-check measurements shall be performed: 

a. Monthly; 
b. Before tlic first use of the unit on a given day; and 
c. Afier each source installation. 

3) Measurements shall be performed in accordance with this wn'tten policy which has been 
establishcd by the authorized medical physicist. Tbe authorized medical physicist need 
not actually perfom the spot check measurements. 

4)  The authorized medical physicist will r ev im thc spot-check measurmcnts within 15 
days and will notifjr the stereotactic radiosurgery facility as SOOR as possible in writing the 
rcsults of each spot-check. 

5) The monthly spot-checks shall assure proper operation of: 

a. Timer accuracy 
b. Timer linearity 
c. On-off error 
d. Machine output in phantom with 18mm HeImet 
e. DiEermce between the rneasurcd output and the expected (decayed output 

expresscd as a perccntagc of the expwted output) 
f. Alignment (using Trunnion test tool) 
g. Microswitch test (using Helmet test box) 
11. Treatment table retraction mechanism 
i. htcrlock systems 
j. Source exposure indicator lights 
IC. Viewing and intercom systems 



~ ~~ 

RIV HEALTH SYSTEM 91 7575347087 05/03 ' 0 6  13:22 N0.315 25/41 

.--a 
fiWUVERSIDE 
H E A L T H  S Y S T E M  Policy / Procedure 
701 Jown Ccnkr D i v e ,  Suite 1000, Nntport FCWS, Vlmnin 2?606 

Subject 

Distribution Croup: Radiosurgery Department 

G a m a  K&e@ Stereotactic Radiosurgery Quality Assurance Plan 
POI~CY # :  RSO - 36-04, 

1. Rad.iation monitors used to indicate room cxposwes 
m. Emcrgency off buttons 
n .  Stereotactic frames md localizing devices 

The monthly spot-check neaswements of the Leksell Gamma Knjfe Unit will contajn alJ 
of the items Jisted on the Monthly Quality Checklist. A record of each spot-chcck 
rncasurernent will be maintained for a period of at least 3 years. If the djffercnce between 
the measured and the decayed output is 5% or more, the autborjzed medical. physicist will 
jmmediately notify the RSO and the facility administrator. 

Refoz  the first use o f  the unit on a given day, spot-checks must assure proper operation 
OC 

a. ElectricaI interIocks at each gamma stereotactic radiosusgexy room entrance; 
b. Sourccc cxposwe indicator rights on the gamma stereotactic radiosurgery unit, on 

the control consolc, and in the fkciIity; 
c. Viewing and. intercom systems; 
d. Timer termination; 
e. Radiation monitors used to indicate room exposures; and 
1: Emergency off buttons. 

A daily check of the LekseII Gamma Knife Unit shall be made bcfore the first treatment 
of a patient. The daily check will contain all of the itcms listed on the Daily Quality 
Assurance Checklist. Thc record of each daily chcck will be maintained for a pcnod of at 
] c a t  3 years. 

The gamma. knife stereotactic radiosurgery facility shall arrange for the repair of any 
system not operating properly. 

10) Jf the results oftlie spot-checks indicate the malfunction or  any system the facility shall 
lock the control console in the off position and wjll not use the gamma knife unit exccpt 
to rcpair, replace, or check the malfunctioning system. 
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H E A L T H  S Y S T E M  Policy / Procedure 
701 T o w  C c m r  Drlve. Sultt 1000, Newport h’m, Virpinla 23606 

Subjcct : 
Policy # :  RSO - 36-04 
Distribution Group: Radiosurgery Departmmt 

Gamma Gift@ Stereotactic Radiosurgery Quality Assmance Plan 

I 1 )  The gamma b X e  stereotactic radiosurgery department shall retain a record of the 
periodic spot-checks. AI1 records required for compliance with the NRC’s regulations, 
Ibe conditions of our Jicense and commitments made in our license application and 
correspondence with NRC shall be maintained. 
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Ernarqcncv Procedures 

Whar IO do tn an Emcrgency -- -l__ -..e.._- I. ..--- ---- --- - . - - .  

9 Em erg en cy P roced u res 
_--- - .  --- _ . _ _ _ -  ----- - - _- ---. . 

9.1 What to do in an Emergency 

Treatment 
Pause 

I ' rw  

Y o  risk o l  injury to 
pirlcor or opcraror 
from movcmcnr of 

shicldhr, doam. 
d1C CO\JCh br 

If a n y  patient cmcrgency occurs during the auconiatic treatment sequences 
you must ~ S S ~ S S  thc siciiatjon and decide on rhe most appropriare course of 
action: 

Treatment Pause (sce page 192); 

Couch Our (see pagc 192); 
Emergency Stop (sec pagc 7.93); 
Manually Releasing the Couch (scc pagc 394). 

9 Couch sruck in Treatment Position (SCC pagc 195). 
Each option i s  outlined in thc  flowcharrs below. 

Couch 
Out 1 

I 
IXS nnd hold 

1 

Emergency 

Risk of injury to 
gpri .nr or opcrator 
or rjrk of d.irn.iqe t@ 
rlic LGK unit diit ro 
movcmcnr of Yhc 

coucli vr ahieldinp, 
doors. 

f 
Iduvcmcnr of tlic 

cowch :ind shicfdine 
donro irons 

immedlotcly. 

FkIJrc 9.1 Wliat to do in on frncrgmcy: Oprion; 

- 

Entcr aczrncnr  
mom. POI' the 

rdcdto I c \ w  qnd prill r l  out  coucli m.muiIly 

P.iricm is moved out 
of the rtr.nrrncnr 

position nr: qulcl:ly 
89 porelblc. 

Couch Stuck 7 

-. -.-- -- - . .._ .___- .._- --, - _. ~ -, ._"____ 
Leltsell Gamma KnlfcO 4C 

Instructions for UT 
017337 R e v  00 

Cl2004 Elekta' Instrument AB. All r igha  rcstrwd. PagC 191 
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Erneqcncv Procedures 
Whar 10 do  i n  an Emergcncy 

-* - .  ..- I--_ _". -_-- 

Treatment Pause - -*. 

A trearment pause can be initiated if there is no risk of injury to the patient or 
opcracm from movement ofrhe couch or shiclding doors. 

1 Activare a treatmcnc pause by pressing rhe Pause button on the control 
panel. 

Note: 
- - -  -.- --... -~~~ ..- ~ - _- 
I [ rha  rcmaininp time of the crr i rer f t  step is less than  4 seconds the initiatiopt of 
pause is delayed the rime Prccdcd t o  conrplcte the stcp. 

9.1.2 

Note: 

2 If the trearment pause sequence fails, press the Couch Out buccon on the 
control panel. 

Couch Out 

Jf a treatment pausc is activated but fails, the CoiJch Out button is used to 
m w c  the patient out of t he  rcearment position BS quickfy as possible. 

The Couch Out button om be ~rscd even if the control isnir is non-operational 
but if will not operata i f t h e  emergency stop is octivorcd. 

1. 

-__.._ -. .,.. _-.- .- ..,._-- - 

- I.- ...-. . --- . -. -__.... ._.___I- 

--..\a- .-. -- - .. .--_. 

Press and hold the Couch Out button unti.1 the shielding doors are closed. 

The couch moves af: high spccd all the way to its outer position. 

2 

3 
4 

Release the patient from the collimator helmet. 
Escort the patient from the rrearmcnt room. 

If the shiclding doors do nor close automatically you must close them 
manually. See Cfosiug tho Shielding Doors on page 198. 

_- _-  -.-.. . - - .. . 
I,ekwll Gamma Knife" 4C 

Insfriidions for Use 
01 7337 Rcv 00 

C2004 ElcMa' lnstrumcnt AB. All rights reserved. PA8C 192 
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Emergency Promdurts 

What to -. do _.-. in an Emergency - - .  .- - .- _.. -.,__. 

9.1.3 Emergency Stop 
-. 

Usc the emergency stop liutton whcn there  i s  a risk of injury to patient or 
operator or risk of damage to the  LGK unit  due to movement of the couch or 
shielding doors. 
Movement of the couch a n d  shielding doors stops immediately when the 
button is presscd. 

1 Press thc Emergency Stop button 

The emergency aIarrn buzzer sounds, the emergency alarm indicator5 
on rhe control panel arid rhe treatment vicw monjtor flash and the 
nxssasc Emergency Stop activated is displayed in the systcm 
information hcld. 

cmergency stop is released. 
The couch and radhtion shielding doors hold t h d r  positions until the 

If neccssary, pull out the sliding couch manually, see M a i z t d y  Reieasivg 
the Couch on paye 194. 

2 

-- . - - _--- --- - . --- -- 
Notr: The Couch Out bufton tu;ll not operate tuhilc lhc cimrgency stop is activated. 

-. - 

9.1.4 Restarting After an Emergency Stop 
--- -.__ -......--- 1- . 

. _--,-. . . - _. ,-- _ .  , - . . ,.. 
I N 0  te: I/' the emergency stop was irzrtmed in uesponse ro a systcin mdfirnclrOn. 

contnct your Erektam S O ~ J ~ C C  rcprcseniatiitc. 
Do not use the system uguitl 14ntil it has been inspected by your serv i c~  
rcfirescnrarivc. 

To restart after a n  emergency stop: 

1 

I .-- ..- - -- 

Turn the Emergency Stop buttun clockwise to release i t  as indicatcd by t h e  
arrows on the button. 

Thc couch mows out and the shielding doors close automaricalJ): 
--- -- -I... -- -- .- *.-.-.- - ,- A -..- 

I.cksell Gamma Knife", 4C 
lnstruaions Tar Use 

02004 Eleltta' lnstriirncnt AB. A l l  rights recrved. 

017337 Rcv 00 

Pagc 193 
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Erncrgcncy Proccdu res 

Manuallv Relexingthe Couch 
-...- ~ __._- ~ .-.,--. ._., . . ... . .._ .. .._ .... _. .. . ~ ._-.. -._- . ~ .... ..... - .  __.______.___.. -.- 

2 Jf the shielding doors do not close automatically, try to close them by use 
of the Couch Out button. If the doors cannot be cJosed in this way, refer to 
Closing the Shielding Doors on page 198. 

9.2 Manuafly Releasing the Couch 
- _.. - _ . . ~ .  . , ~ ..___ - ..__. ~~- . . .._ _._... 

If the couch out sequence fails and the couch is stuck in the creatment position 
you have KO manually release che cowch 3s FolIows: 

1 Entcr rhe rreatmcnt room, 

Pull thc coucli release handle. 

Pull out thc couch to fully withdrawn poricion by hand. 

Note: I f  the slrding c o ~ c b  cannot he prrllcd out manuolfy, the patrenf mwsr he 
released f70n.1 the collirnaror bclmet witborrt withdrutmrrg the cot& 
Please rcfpr to Section 9.3.1 or Section 9.3.2. 

..- -- . ~ -"-. . ._c-----_,,u 

-.-. -- --- -- .. -.-----. - --.- ~ -.-. - __ 
Lekscll Gamma KnifeC 4C 

fnstructions for usc 
c200.1 Elekta" lnstrurncnt AB. All righrc rcccwcd. 

017337 Rev 00 

Pagc 194 
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4 

5 

6 

Releasc the pxicnt and leave thc treatment room together wjth the 
patient. 

If thc shielding doors did not close, lock the door to the treatment room 
and inform the Radiation Safety Officer. 

If the shielding doors did close, push back the rrslcsse handle into lockins 
position and verify that the couch i s  locked. 

9.3 Couch Stuck in Treatment Position 
-.. 
If the couch becomes stuck in the rrcatment positron a n d  cannot be 
withdrawn manually, the patient must be releascd Cram the hclmct using tlir 
special relcase tool(s). 

.- .__-- - I -  ---- -I-----I 

I t k l l  Gamma Knifeh 1C 
tnsrrucrion5 lor usc 
02004 Elck!a'lnstrumenl AB. All righn resewed. 

017337 Rev 00 

Page 195 
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.............................. ..... ..... .......... -.. .. - ...... . .- ---.~ . . 

Copyright Statement 

02004 Elekta@ Instrument AB. A11 rights reserved. No part of this document 
m a y  be reproduccd in a n y  form withoix w w c n  pcrrnissyon from the 
copyright holder. 

Use of the information contained lierein in any form and / or by any means 
whatsoever i s  strictly rcserved for EJckta' and i t s  Licensees. Use of this 
equipment by unauthorized persons is strictly prohibited. 

... - -- . -.--- _.-.._ ._ -- ._,------ 

E E I( T A 
6 

Trademarks 

Elekta: LGK, Gamma Knife8, Lekseil S:ereotacdc Systcrn', Stereotaccic 
Guide . Lekscll SurgiPJan', Lckscll', GammaPlan@, Lclczcsll@ Coordmatt 
Framc G, Lckdl@ ~ u r o  Generator, Render-Plan 3-D', Stereotactic Body 
Frame$AdasSpace , IrnageMerg , ColorPET"', EJekta Precise Jrantmenc 
5yr;tem , PrcciseSIM@, zViewGT , PrcclscPLA@ and PreciscREAM9 are 
registered tradernArks of Efekta AB (pubJ) or i t s  subsdiaries or are subject to 
filed rraclcmark applications. GI1 rigJi:r reserved. 

- . .  ..... ................ . 

76.4 

Acknowledgement of Other Tradernarks 

Other rnanuhccurers' rcgisrered trademark$ and  trade mmcs wliich appear in 
this documcnt a re  hereby acknowledged. 

. . . . . . .  -. . 

- -- .- -, .---- ....... ---"--.I - 
lrksrll Gamma Knife" 4C 01 7337 Rev 00 Rev. 00 

(ZOO4.11) Insfructions for U s e  
Page 2 02004 Eleku* Insrrunicnf AB. Al l  rights rcwrvcd. 
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This is to acknowledge the receipt of your letter/application dated 

5-/3 /&.6 , and to inform you that the initial processing which 
includes an administrative review has been performed. 

&-&- 0 PQS#-O/ 
d T h e r e  were no administrative omissions. Your application was assigned to a 

technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

0 Please provide to this office within 30 days of your receipt of this card 

A copy of your action has been forwarded to our License Fee 8, Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

13% 7-87 

NRC FORM 532 (RI) 

(6-W 

Sincerely, 
Licensing Assistance Team Leader 


