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Ms. Shanley, to support the addition of the new remote afterloader to your license, please
submit the following additional information:
 

1. 10 CFR 35.51 and 10 CFR 35.690 require training for the new device, including
hands-on device operation, safety procedures, clinical use, and the operation of a
treatment planning system. This training requirement may be satisfied by
satisfactorily completing either a training program provided by the vendor or by
training supervised by an authorized medical physicist or authorized user authorized
for the new device.  Please provide documentation of the above training for each
Authorized Medical Physicist and Authorized User.

2. Please provide any changes to your spot-check procedures from those previously
submitted for your Elekta device under 10 CFR 35.643, if applicable.

3. Please provide disposal documentation for the last source used in your Elekta device.
4. Please provide an updated sealed source device registry indicating the revision in

source manufacturer name from Mallinckrodt to Curium.  The registry provided
continues to list Mallinckrodt.

5. To support the source activity requested, please submit the FDA’s 510k approval for
the larger source to be used for medical treatments.

6. In accordance with the sealed source and device registry, please confirm that the
source assembly will not be used beyond its limit of reliability of 5,000 cycles.

7. Please confirm that the shielded tungsten safe described in the amendment request
is located within the remote afterloader device.  The picture provided does not clearly
indicate this.

8. With regards to your emergency procedures provided on page 1 of Attachment 10.1,
please clarify:

a. Several steps indicate to go to the next step if the source is not retracted. 
Describe how this verification is done.  For instance, will the operator confirm
that the source parked indicator light is ON and the radiation indicator light is
OFF?  In addition, confirm that this verification will be done after step 5.

b. The sealed source and device registry describes an Interrupt and Emergency
button on the device console and the emergency procedures describe a Stop
Switch in the Control Room.  Please clarify the various buttons and switches
that may be toggled to attempt to retract the source and where each button and
switch is located.

c. Step 2 includes restarting the software.  Describe how this step retracts the
source.  For instance, does this allow the system to identify a source hang-up
and attempt to retract the source after it failed to retract the source the first time
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the error was observed.
d. Step 5 includes an “or” statement.  Please confirm that the handcrank will be

turned in the direction of the arrow until resistance is noticeable and the
radiation level is safe.  In addition, please confirm that a radiation survey of the
patient will be performed after this step to ensure that the source has been
removed.

e. Step 6 describes removal of the applicator from the patient.  Please include
steps to take if the applicator has been sutured in place.  For instance, will a
suture removal kit be maintained with the emergency equipment to be used if
an applicator is sutured in place?

f. Step 8 describes closing and posting the treatment room.  Will the room also be
secured (e.g., locked)?

 
You may submit the above information either via signed pdf sent to my email of via fax to
610-337-5269.  Please reference Mail Control No. 614045 in your reply.  If we do not
receive a reply within 30 days we will consider that you no longer require the requested
change and will void your request.  Please contact me with any questions.  Thank you for
your assistance,
 
Penny Lanzisera
Senior Health Physicist
U.S. NRC, Region I




