Indiana University Health

August 8, 2013

HEALTH

U. S. Nuclear Regulatory Commission
Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Dear Mr. O’Dowd:

As requested, 1 have enclosed revised license commitments with regards to our pending
byproduct materials license (13-32535-02) amendment.

Additionally, the maximum activity of Y-90 SIR-Spheres possessed shall be less than 1
Ci divided into patient specific vials. The maximum activity in any one vial shall not
exceed 189 mCi.

If there are any questions concerning this information, please contact our nuclear
medicine physicist, Mr. Timothy Greist, DABR at 310-975-4149 or
tgreist@mpcphysics.com.

" Sincerely,

Alfonso W. Gatmaitan
Chief Executive Officer
TU Health Arnett

Enclosure
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Indiana University Health Arnett Hospital (byproduct materials license number 13-32535-02)
commits to follow all the requirements in 10 CFR Part 35 for brachytherapy sources and manual
brachytherapy use, except where replaced by the following licensing commitments:

* For the purpose of written directives and medical event reporting requirements in the Y-90
microsphere guidance, “prescribed dose” means the total dose (rad or Gy). Alternatively,
prescribed activity (mCi or GBg) may be used in lieu of prescribed dose.

» The written directive shall include the patient or human research subject’'s name; the date; the
signature of an AU for Y-90 microspheres; the treatment site; the radionuclide (including the
physical form [Y-90 microspheres)); the prescribed dose/activity; the manufacturer; and, if
appropriate for the type of microsphere used, the statement “or dose/activity delivered at
stasis.”

*» The written directive should specify the maximum dose(s)/activity(ies) that would be acceptable
to the specified site(s) outside the primary treatment site due to shunting (e.g. lung and
gastrointestinal tract).

*» Administration of Y-80 microspheres must be performed in accordance with the written directive.
If the procedure must be modified due to emergent patient conditions that prevent
administration in accordance with the written directive (e.g. artery. spasm or sudden change in
blood pressure), the AU should document such changes in the written directive within 24
hours after the completion or termination of the administration. The modification to the written
directive should include the reason for not administering the intended dose/activity, the date,
and the signature of an AU for Y-90 microspheres.

* We, the licensee, shall record the administered dose/activity delivered to the primary treatment
site and to the other specified site(s). If the administration was terminated because of stasis,
then the total dosef/activity to the treatment site is the value of the total dose/activity
administered when stasis occurred and the administration was terminated. The record should
be prepared within 24 hours after the completion or termination of the administration and
must include the name of the individual who made the assessment, the date, and the
signature of an AU for Y-90 microspheres, if terminated due to stasis.

* We, the licenses, shall commit to following the manufacturer's procedures for
calculating/documenting the dose to the treatment and other sites, preparing the dose for
administration, and performing pre/post vial dose measurements; or submit alternative
methods.

* The semi-annual physical inventory of microsphere aggregates {e.g. vials) should include:

1) the radionuclide and physical form; and

2) unique identification of each vial in which the microspheres are contained; and
3) the total activity contained in each of the vial(s}), and

4) the location(s) of the vial(s).

* We, the licensee, shall retain each semi-annual physical inventory record for three years.

* We, the licensee, should commit to develop procedures that describe measures taken to ensure
that radiation emissions, which may include bremsstrahlung, from each patient or human
research subject permits his/her release in accordance with 10 CFR 35.75.

» The following additional guidance applies when the Y-90 microspheres are placed in viais,
syringes, or radiation shields that are not labeled by the manufacturer:

1) Label vials and vial radiation shields with radionuclide and form (e.g., Y-90 microspheres).
2) Label syringes and syringe radiation shields with the radionuclide, form, and therapeutic
procedure (e.g., Y-90 microspheres, brachytherapy).




* We, the licensee, shall commit to report any event, except for an event that results from
intervention of a patient or human research subject, in which:
1) the administration of byproduct material results in a dose that exceeds 0.05 Sv (5 rem)
effective dose equivalent or 0.5 Sv (50 rem) to an organ or tissue from the use of the
wrong radionuclide; or
2) the administration of Y-90 microspheres results in 2 dose
a) that differs from the prescribed dose or the dose that would have resulted from the
prescribed activity, as documented in the written directive, by more than 0.05 Sv (5
rem) effective dose equivalent or 0.5 Sv (50 rem) to an organ or tissue, and the total
dose/activity administered differs from the prescribed dose/activity, as documented in
the written directive, by 20 percent or more; or

b) that exceeds 0.05 Sv (5 rem) effective dose equivalent or 0.5 Sv (50 rem) to an organ
or tissue from an administration to the wrong individual or human research subject,
via the wrong route, or by the wrong mode of treatment; or

¢) to an organ or tissue other than the treatment site that exceeds by 0.5 Sv (50 rem) to
an organ or tissue and by 50 percent or more of the prescribed dose/activity
expected to that site from the administration of Y-80 microspheres, if carried out as
specified in the written directive

+ Additionally, we shall comply with the medical event reporting and notification requirements as
described in 10 CFR 35.3045(b)-(g).




O'Dowd, Dennis

From: Tim Greist <tgreist@mpcphysics.com>

Sent: Thursday, August 08, 2013 9:21 AM

To: O'Dowd, Dennis

Cc: Kathy Moore

Subject: Additional Information for IU Health Arnett Hospital License Amendment
Attachments: Additionalinfo080713.PDF

Hello Mr. O'Dowd,
Attached is the additional information that you requested for the pending Indiana University Health Arnett
Hospital byproduct materials license (13-32535-02) amendment. Please let me know if this document doesn't

satisfy all of your requests or if you have any additional questions.

Sincerely,

Tim Greist, M.S., DABR
Medical Physicist




