
& Lancaster General 

November 11, 2005 

Nuclear -Mzterials Safety Branch I 
U.S. Nudcar Regulatory Commission, Region I 
475 Allendale Road 
I h g  of Passia, Pennsylvnnia 19406 

ow3 RE; Lcense kt37-11866-04 

Dear S k  or Madam: 

Lamaster G e n k  Hospital requests amendment of it's G a r m a  ICnjfe mateuals liccnsc with 
respect to the falloiving: 

1) In mid-December, we udl be uFgadmg from B e  E1eX:a model 23094 t y p e  B to 3 
23004 Typc C/B. Our liccnsc should rcflcct &.IS new model deslpnaaon Under 
"9 A Authorxed Use", the  wording on o u  hcense should be chscge2 to be, "For 
medica: use permitted by 10 CFR 35.600, m. a Lekseil G z m a  System Model 23004 
Type C/E or Type C/B-2 ( a k a  Gamma J G f e  or Cerebral S:ereotnchc 
Radsosurgical Unit) radratton therapy uut." The exact date of t h i s  change-over is not 
guarmteed by the manukcturer; herefore, we w s h  this to be worded so tha t  we may 
condnue to operate with oilf c.arent systeAn in &e case where the u p p d e  1s delayed 
for some period of tune 

2) Our Q-4 procedures for the Gamma IC?ife will remain as slbmitted prmously, with 
t h e  following exceptions/additions: 

a) An "APS Test" wdl be performed weeldy and after APS/Tmzion cxchangc. 
The praceduc used for tkis t e x  will be that described in the LelrseU G a m a  
ICnife 4C "instwctions for Use" manual to verify x, y ,  a d  z coordinates to 
v i h  k 0.5 mm. 

b) The h e h e t  microswitch test will now include checks for the  helmet identity 
and the helmet cap microswitch, as described in %e Leksell Ga-nma KnXe 
4C "Instructions for Use" mnnual. 
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3) Om Gamma I G f e  emergency procedures ~ 2 1  be amended to reflect differences 
between the old a5d now models. The amended procediare is attzched PS 
Attachment A .  

4) We would like to alter the restrictions on the neurosurgeon's presexe d a ~ ~ g  
Gamxxi Icnifc treau-ncnts. In o u  original appl icaQa process (letfer dated 
5/13/1999), we stated that we would c e q w e  t\e authorized user, authomed medical 
physmst, and the neurosutgeon to be phyucdy presented durmg all p u e n t  
treatments. We would like to remove this restriction in the case of the 
ncurosurgeon, which is in h e  with cutxent d e  10 CFR 335.615(f)[S). 

Thank you fox your attention to h s  matter. If you have any questicns, please contact oux 
Radation Safety Officer, Anthony Montagnese, at 71 7-544-4384. 

Sincerely, + - f D w- 
Kathleen L. Harrison 
Vice President/ChaYperson of Radiation Safety Committee 
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Attxhnent A 
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Lancaster General Health Campus 
Radiation Oncology Department 

EKERGENCY PROCECURES FOR G A h h U  KNIFE C'NTT 

1) Yrcatrr.cn t Pause 

a) Acavite a treaunent pause by pressing thc PJUSC button on he conrrol pnnel. 

b) If thr trcatmcnt pousc sequence fds, press the Couch Out t t ~ t t o ~ ,  cn thc control p m 4 .  

2) Couch Our 

A )  Press and hold thc Couch Out button ~ m c l  die shieldmg doors are clcscd. 

b) Release the pitient from the collimator helmet 

c) Escon the padent from the ttcatmcnt mom 

d) If thc shicldmg doors do not close automadcdly y0.u mu:t dcsc thcm mmcaLy 

3) Emergency Stop 

a) Pres6 t he  Emcrgcncy Stcp button. 

b) If necessary., pdI  out the sliding couch mamafly. 

4; Resrardng af?er an uncrgcncy stop 

a) Turn the Emergency Stop burton clockrkisc to rckase i t  as h&ca:ed by the arrcu'9 on h e  
bunon. 

0) II the shiclcbg doors do not close Jutomahcily, cy to close *ern by U Y C  of el-c Cocch 
Out burton. 

5) Mmually releasing the couch 

a) Enter the yeatment room 

b) Pull &e ccuch release h a d e .  

c) Pull oui the couch KJ fully withdrawn posit;or. by L n d .  

d) Release tlic p3bcnt and leivc the t reatment  room togeher  ~4th the patent 

e) If die sluelding doors did n3r c h e ,  lock t he  d m r  to thc treatment room 2nd mform the 
R.~r?iai~or, Safety Oiticer. 
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0 I f  t h e  shelding doors djd dose, push back the release kindle into 1ocL.q positon and 
verify rhnt the couch is locked 

6) Manuslly releasing pabent from the APS 

a) Ask the patient to  kccp his/hcr head up a d  be ready to take the wagh: oiche coordinate 
it anie . 

b) Loosen one or both of the X axes slides of t h e  h I ? S  Lmts using :he APS Spxial Rclcasc 
Tool. 

c) If necessary, i i s e i t  the Spade Tool between the APS Y slide aqd the coor&atc k u n c  
and gently lcvcr out the fnmc. 

d) Releise t h e  pacent acd leave die ueament rocni togethct wth tb.c p:.c,ent 

c )  Lock thc door to thc trcahcnt room and inform the h d i a t o n  Safe? Officer. 

7) hfanu3lly Releising the Facienr fzom &e Txunnions 

aj Ask the paces1 to kcep hs /her  head up and bc rcsdy to U k c  thc wdght of  the coordinate 
frame. 

b) Loosen one or both o f t h e  helmet tnm0r.s usulg thc long Alien key. 

C) If n e c e s s q ,  inserr the Spade Tool betwepi: the coordmate framc arc! thc t m i o n  and 
gen5y lever out the frame. 

d) Release the Fanen: and leave rhe t r ca rmcnr  100m togcthcx mi& t i e  piten:. 

e) Lock the door :o t h e  trearment room and m f o m  Lbe Radiacon S a f e 9  Qfficcr 

Sj Closing the Sh~eldLng Doxs 

a) Exit the system und the log-in &dog opens. T a n  the power keyswitch tc &e off 
posiaon. Bring the kcy with you. 

b) Open Lhe cover on the kfK side of .he rauauoc unit. 

c) Lift t t c  mtchct handlc from thc hook mi a%&, it to the shah pivor 35 the eiecrncnl 
motor urd: WB the label LOSE upxavds 

d) Pull and hold thc brakc rclcasc h & c  of h c  motor. 
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e) While holding the brdcc release hatidle, m m  the ntcher handle from side ro side to dose 
&he shielding doors. 

f )  I f  the shielding doors caniiot be closed manually, kforrn .he K i d a t i m  Safety Officer or 
the physldst in charge and eneuxr that no-onc recntcrs thc room. 

g) Contacr y o u  Elekn Service Representaave. 


