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.\ugust 27, 2005 

L1.S. Nuclear Regulatory Commission, Regon I 
C1.S. Nuclear Materials Section 13 
375 Allendale Road 
King of I'russia, Pennsylvania 17406-1415 

RE: License #37-11866-04; Report of a Medical Event 

'1.0 Whom It May Concern: 

'l'his letter is submitted as a report of a medical event per the requirements o f  
lOCI~K35..1045(d). This incident was phoned in to the L.S. NKC Operations Center on 
'I'hursdav, . \ u p s t  18, 2005 at 14:08 EDT (E:vent #41928). 

.\s a means of adhering to 10CI'K35..1045(d>(l), the following is in the order of information 
requested by this aforementioned rule: 

9 Licensee's name 
1,ancaster General Hospital 

ii) 4 
Kenneth Berkenstock, h1.D. 

iii) Brief description of the event 
This incident, which occurred on , \ ups t  18,2005, involved the I'lckta (;amma 
Knife unit. The patient had been set up for treatment of a glioblastoma in the 
normal fashion. The prescribed treatment was to consist of 5 targets, or ''shots", of 
the lesion. The frrst two shots were completed successfully and without incident. 
.\fter the third shot was set up, and the treatment initiated at  the control, the console 
indcatcd an error involving the incomplete opening of the unit's shielded "ja\vs". 
This incomplete opening prevented the unit from allo\ving the patient couch to 
travel to a treatment position. After this initial "failure", the authorized medical 
physicist entered the treatment room and examined the patient couch area for 
sources of obstruction. Noting none, he returned to the console srca. 

1 -pori returning to the console, the authorized medical physicist re-initiated the 
sequence, but again the unit's sensors detected an incomplete opening o f  the jaws 
and treatment was prevented. 
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Cpon this second failure to treat, more members of the Gamma Knife team entered 
the room. I t  was then observed by the medical physicist that a 
Brief description of the event [continued) 
metal clip that holds a microphone near the patient's head was missing. 'l'he 
physicist speculated that perhaps the clip had been knocked off o f  its position and 
had fallen into the treatment area during one of the previous couch movements, and 
had jammed into the jaw mechanism or shielding. This most likelv n-as preventing 
proper operation of the shicldmg jaws. 

iii) 

l'he Gamma Knlfe team, at this point, decided to remove the patient from the 
treatment couch, and did so,  relocating her to the waiting area. l'he authorized user 
and medlcal physicist returned to the console and initiated a mock treatment, after 
first focusing and magnifying the video camera onto the area of the shielding jaws. 
During this mock treatment, the jaws seemingly opened properly, but again the 
safety system detected incomplete movement of the jaws and terminated the 
"treatment". This time, however, as the jaws began to return to the "closed" 
position, both the physicist and the authorized user noted a small object fall through 
the back of the shielding area. This further supported their belief that the 
microphone clip had indeed been separated from its position and had fallen into the 
shielding area, and was causing this problem. 

'I'he authorized medical phvsicist contacted Elekta, who services the (;amma Knife, 
and an appointment for service was made for as soon as possible. 'l'he current 
patient, and those scheduled for treatments later that day, were excused and re- 
scheduled. 

1,ater that day, an Elekta service representative arrived, was able t o  reproduce the 
error, and proceeded to correct the problem. As speculated, the service person 
estracted a small metal clip from the shielding mechanism. 'I'his freed up the jaw 
movement. Two successful tests of this provided adequate assurance that the 
problem was solved. Prior to correcting this problem, the service representative had 
contacted a colleague at  Elekta to discuss the situation. He later stated t o  the 
medical physicist that he had learned from this colleague that this problem had 
occurred at  other sites in the past. 

Since the patient had received only about 9 Gy of a prescribed 12 (;y at the time that 
this interruption of treatment occurred, it was concluded that this constituted a 25' o 

underdose of the target, and thus met the definition of a "medical event". 

iv) Whv the event occurred 
r\ metal clip fell into the shieldmg of the jaw mechanism and prevented the unit 
from functioning properly. 
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v) The effect. if anv, on the individual(s1 who received the administration 
’I’he patient received an interruption of her treatment, and therefore an underdose of 
the prescribed treatment on the day of the event. The remainder of the treatment 
dose was made up in a subsequent visit by the patient. An authorized user familiar 
with the patient’s condition and this situation stated that this treatment interruption 
would have no deleterious effect on the projected outcome of her treatment. 

vi) What actions. if anv. have been taken or are planned to Drevent recurrence 
L\ service representative from Llekta repaired the unit on 8/ 18 by removing the 
metal clip from the unit’s shielding device. The unit was then tested for proper 
operation. The configuration of the microphone has now been changed s o  that 
there is no  metal clip involved. The microphone is now attached to the couch 
assembly using a \‘elcro strip that is attached to the microphone b!- an adhesive 
baclung. If it is now bumped by a patient, the microphone may still detach, but 
there is no part of the microphone assembly that can fall into the treatment area o f  
the unit to cause further functional problems. 

vii) Certification that the licensee notified the individual 
The patient was informed of this incident immediately by the treatment staff. The 
referring physician, who is also the neurosurgeon and was in attendance at  the time 
o f  treatment, was also notified immediately. In a subsequent phone call, the patient 
was also informed that she may have a copy of this report. 

If  you have need of any further information, please direct them to our Kadiation Safe0 
Officer, Xlr. Lhthony hiontagnese, at  71 7-544-4384. 

Sincerely, 

Ka/thleen Harrison 
\‘ice President, Operations 
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