From: Sandra Gabriel

Sent: Thursday, October 30, 2008 5:25 PM
To: Moore, Marleen M.
Subject: Additional information for NRC license amendment request, mail

control 142823

Licensee: Fletcher Allen Health Care
License No.: 44-10187-03

Docket No.: 03003289

Mail Control No.: 142823

To: Marleen Moore, RSO

This refers to the amendment request to authorize use of TheraSphere glass
microspheres:

1) You requested a possession limit of 540 millicuries as the maximum amount that
may be ordered for one patient. Please provide an overall possession limit to cover all
patient doses plus waste that may be in your possession at any one time. Other
licensees have requested limits in the range of 2-4 times greater than the single patient
dose.

2) We noted that, earlier this month, the Sealed Source and Device Registration for
TheraSphere was amended to authorize use of the new Mark Ill Administration Set and
Accessory Kit. Please confirm that your AU, RSO, and team have already received
training in the use of the new administration set and accessory kit, or that you will
receive this training prior to your first patient treatment.

3) Please provide a copy of your procedures to (a) determine site specific dose
calibrator settings and geometry factors for use with TheraSphere dosages, and (b)
verify the source activity prior to administration.

4) Your letter stated that you commit to "follow all the requirements in 10 CFR Part
35 for brachytherapy sources and manual brachytherapy use except where the
following license conditions provide regulatory relief (as given in the September 2008
Microsphere Brachytherapy Sources and Devices Licensing Guidance)." In order to
incorporate the specific details of the September 2008 licensing guidance into the
conditions of your license, please confirm your commitment to the following:

a) The "post-implant" written directive will be completed and signed by the AU
after administration but before the patient leaves the post-procedural recovery area, in
order to complete (not amend) the written directive.

b) The semi-annual inventory of microspheres aggregates (e.g., vials) will include
the radionuclide and physical form, unique identification of each vial in which the



microspheres are contained, the total activity contained in each of the vials, and the
location(s) of the vial(s).

c) When Y-90 microspheres are placed in vials, syringes, or radiation shields that
are not labeled by the manufacturer, labels will be placed on vials and vial radiation
shields to indicate the radionuclide and form, and labels will be placed on syringes and
syringe radiation shields to indicate the radionuclide, form, and therapeutic procedure
(e.g., Y-90 microspheres, brachytherapy).

d) In addition to the information you already provided about medical events,
confirm that you will also report any event in which the administration of Y-90
microspheres:

i) involves use of the wrong radionuclide and results in a dose that exceeds
5 rem effective dose equivalent (EDE) or 50 rem to an organ or tissue; or

ii) involves total activity that differs from the prescribed activity in the written
directive by more than 20% and results in a dose that differs from the intended dose by
more than 50 rem to an organ or tissue (e.g., the intended treatment site); or

iii) involves administration to the wrong individual, via the wrong route, or
by the wrong mode of treatment and exceeds 5 rem EDE or 50 rem to an organ or
tissue; or

iv) involves dose to an organ or tissue other than the treatment site that
exceeds by 50 rem to an organ or tissue and 50% or more the dose expected to that
site from an administration carried out specified in the written directive.

5) If you wish, you may request authorization to allow future changes in your
TheraSphere program without a license amendment under the following conditions:

a) the revision is in compliance with the regulations; and

b) the revision is based upon NRC's then-current guidance for TheraSphere Y-90
35.1000 use posted on the NRC website; and

c) the revision has been reviewed and approved by the RSO and licensee
management; and

d) the affected individuals are instructed on the revised program before the change is
implemented; and

e) a record of each change is retained for 5 years; and

f) the record includes a copy of the appropriate website guidance, the old procedure,
the new procedure, the effective date of the change, and the signature of the member of
licensee management that reviewed and approved the change.

You may request this by restating and committing to the above information.

Please submit the information described above within 30 days or we will presume that
you do wish to pursue this request. You may mail this to the Region | office or fax it to
my attention at 610-337-5269, referencing mail control 142823. Do not hesitate to
contact me with any questions, however, please note that | will be out of the country



from October 31 through November 12 [l will check e-mail mid-day on Oct 31 to see if
you have questions, then will have no access to e-mail until Nov. 12 or 13].

Thank you,

Sandy Gabriel

Senior Health Physicist
Medical Branch

NRC Region |
610-337-5182
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