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Dear Ms. LanziEera: 

This lettei is s e n t  in response to the additional questions posed to us jn your c m d  dated 
01/1O/OS, regarding the Gamrna Knife jacident of 09/30/03. The responses will be in the 
order that they were addressed to us rn yow e n d ,  with yout questions re-stated in bold. 

1) Re-confirm the  dare of the event as September 30,2003. 
We confirn that the event occurxed on September 30,2003. 

2) Describe the process for verifying coxrect coordinate settings and why you 
believe that this patient set-up was correct (e.g., the correct coordinates were 
determined during the treatment planning and properIy transferved to the 
headframe, etc.). 
The treatment coordin3tcs axe deteunlfied from the planniag sy3te.m using MRT 
images, ox occasionally, CT lmages. ‘The neurosurgeon runs the cornputex while the 
Radiation Oncologis: and Physicist assist. Once the Nwosurgeon produces a plan 
that is acceptable to the thxee, the Physicist sits at the cornputex, reviews the plan and 
t he  h W  images with the isodose lines supexirnposcd on them and then p a t s  the 
plan. Tne plan indudes the keatment coordmates, ganxna angle, time and h&net 
size fox each shot. The Physicist, Radiation Oncologist and Neuroswgeon review 
and s i p  the treatment plan. When aU the treatment planning quality assuxance has 
been performed, the patient is brought in to the txeatment room. The patient 
treatmen: cooi:du;atss are set by one member of the treatment teain, Le. Radiation 
Oncolo@sr, Neuroswgeon, Physicist or Nurse, using the coordinates from the 
treatment plan. The coordinates are  then xead by anorlier member of the treatment 
teain and checked directly against the treatment plan. Once the patient is locked jnto 
the helmet trunnions, t he  x coordinate and gamma angle axe givm a final check and 
the treatment teain leaves the Iooin. Once outside the treatment rooni, at the 
Gamina Icilife Console, treatment time is set and reviewed by two team members. 
The Physicist and Neurosurgeon ox Radiation Oncologist review and WfA a check 
list, verifying that the ueatment coordinates, gamma angle, time and helmet size are 
comct for the shot. At t h  point the "treatment start” button is pushed on the 
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console by enher the Radiation Oncologist or the Newosugeon. And the treatment 
commences. This process, beginning with the setting of the coordinates, is xcpeated 
for each shot. The patient treated on Seprember 30,2003 had a single shot in his 
ueatmenr plan. 

3) Describe any secondary checks to confifm that all sczews are tightened and 
why you believe that all the screws were tightened correctly for this case. 
Thexe are no estabhhed seconday checks to v d f y  that all sciews axe tightened. For 
this case, we beliet-e that they wexe qhtened corfectly because the warn members 
who perforiiied the tightening stated that they did so. 

4) ConGrm that there were no observed malfunctions of the headftame as it was 
attached to the patient and/or the trunnions or to the ttunnion/Z-bar 
connection itself. 
We confirm that there were no observed malfunctions of the headframe as it was 
attached ro the patient and/or the trunnions oi to the trunnion/Z-bac connection 
its df. 

5 )  Confirm that there was no observable reorientation of the patient after the 
“vigorous” movement. 
AS stated by the physicist, m e  confurn that there was no observable reorientanon of 
the patient after the cfvigozous’’ movement. 

6 )  Indicate whether the coordinates were te-checked directly after the patient 
moved ‘%igorousIy”. 
The coordmatcs were not re-checked directly after the patient moved %gorously”. 
T h e  coordinates weie re-checked directly after completion of the: treatmmt. 

7) Confirm that the X and Y coordinates stayed in place during patient 
movement and only the Z coordinate changed. 
We confitm that the X and Y coordinates stayed in place dwing patient movement 
and only the 2 coordinate changed. 

8) Indicate the physical location of the 2-bars in question (ie., were they 
shipped back to the manufacturer for examination ox are they still on-site). If 
still on-site, is there any observable damage (e.g,, scrapes) and do you plan to 
send them to the manufacturer for damage analysis? 
The Z-bus in question are s d u  on-site. As indcated in past conespondence, w e  
nored no obsemable damage. At t h i s  time, we had not planned on sending them to 
the rnanufacrurer for damage analysk. 
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9) Indicate whether the physicist who conducted the demonstration of the 2-bar 
slippage was able to recreate 7 crn o f  movement or did the demonstration 
result in less movement, and if so, how much. 
The physicist who conducted the dcmonstration of the 2-Lu slippage did so in an 
mtkely un-scientific way. That is, be conducted an impromptu demonsttation to the 
RSO, who was conducting further investigation ,to t h i s  incident. No actual 
rneasureinents of pressure, torque, or movement &stance were made. However, the 
degree of slippage demonskated was sufficient to be visually obseived by the RSO. 

10) Provide a statement from the physician indicating that the patient did not 
incur permanent functional damage to other parta of rhe brain. The 
physician’s statement appears to focus on the ttigeminal nerve only and not 
specifically on the wrong treatment site. 
The following statement is from John A. Gastaldo, MD, attending neurosutgeon for: 
this G m m a  IGirfe case: “As of the last patient vislt u<th the nemosugeon, on 
Novanbet 30,2004, the patient has had no advexse consequences as a result of the 
rreatment given on 09/30/03.” 

I hope that this additional infomation pxovides the answers you were s e e b g .  If you have 
need of any htha infoxmation, please h e c t  them to our Radiation Safety Officer, Mr. 
Anthony Montagnese, a t  717-544-4384, 

Sincerely, +-a4&- Kath een Harrison, Vice President 


