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This letter is in response to your request for additional information to an amendment request to 
add Y-90 Sir-Spheres to license #24-00866-02. The control number for this request is 585694. 

I have modified the document outlining our license commitments to include the information 
requested by you in your letter to me dated March 27. 2015. Additionally in an e-mail to me 
dated March 30. 2015 you requested a clarification on the address of use for the Y-90 
microspheres. 

The microspheres will be delivered and drawn by the Nuclear Medicine department at our main 
hospital in Springfield at 1235 E Cherokee. Once checked in and the dose is drawn the dose will 
be transferred to our lnterventional Radiology suite located just down the hall in the same 
building with the same physical address. After the procedure the waste and any unused 
microspheres will be transferred to our waste storage room located in the Nuclear Medicine 
department. 

Please find the attached document clarifying the training commitments for the Authorized Users 
and other staff. Included in this is a statement indicating that we will notify the NRC upon the 
completion of the 3rd hands-on case for our Authorized User. 

If you have any questions regarding this request or if you require additional infomrntion please 
contact me at (417) 820-7704. 

Sincerely. 

Nick Lannutti. MS 
Radiation Safety Otlicer 
Department of Nuclear Medicine 
Mercy Hospital-Springfield 

Enclosure: 

License Commitment document 

Cc Linda Earnest. Administration 
Ann Metcalf. Director of Radiology 
Dr. Jacob Taussig. lnterventional Radiologist 



License Commitments 

Written Directives, Inventory, Patient Release, Labeling, Medical Event Reporting and Training 

Mercy Hospital Springfield will commit 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: 

Written Directives: 

• For the purpose of written directives and medical event reporting requirements in the Y-90 microsphere 
guidance, "prescribed dose" means, prescribed activity (mCi or GBq). 

• 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, the statement "or dose/activity delivered 
at stasis." 

• The written directive will also specify the maximum activity 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-90 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 will 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. 

• Mercy Hospital shall record the 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 activity to the treatment site is the value 
of the total activity administered when stasis occurred and the administration was terminated. The record will 
be prepared within 24 hours after the completion or termination of the administration and will 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. 

• Mercy Hospital 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. 

Inventory: 

• The semi-annual physical inventory of microsphere aggregates (e.g. vials) will include the following and all 
inventory records will be retained for 3 years. 

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 ). 

Patient Release: 

• Mercy Hospital will develop procedures that describe measures taken to ensure that radiation emissions, which 
may include bremsstrahlung, from each patient permits release in accordance with 10 CFR 35.75. 

Labeling: 

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

• Vials and syringes along with associated radiation shields will be labeled with the radionuclide, form, and 
therapeutic procedure (e.g., Y-90 microspheres, brachytherapy). 



Medical Event Reporting: 

• Mercy Hospital shall commit to report any event, except for an event that results from intervention of a patient, 
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 a 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 

c) 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-90 microspheres, if carried out as specified in the written directive 

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

Training: 

The Authorized User training will be accomplished by one of the two methods listed below. 

1. Y-90 microsphere manufacturer. The clinical use experience will include at least three supervised hands
on in-vitro simulated cases for each type of Y-90 microsphere for which the individual is seeking AU 
status. In-vitro simulated cases should demonstrate issues that are encountered during Y-90 microsphere 
administration procedures. Following the license amendment that names the individual as an AU for Y-90 
microsphere use, the first three patient cases completed by the individual should be hands-on and 
supervised in the physical presence of a manufacturer representative for each type of Y-90 microsphere 
for which the individual is authorized. 

2. Training may be provided by any AU who is authorized for the type of microsphere for which the 
individual is seeking authorization. The clinical use experience should include at least three supervised 
hands-on cases for each type of Y-90 microsphere for which the individual is seeking AU status. 

Within 30 days of completion, Mercy Hospital will provide the NRC documentation from the manufacturer 
certifying that the first three hands-on patient cases have been completed. 

Training of other individuals involved in Y-90 Sirtex. 

Mercy Hospital will provide training to all individuals involved in Y-90 Sirtex microsphere use, 
commensurate with the individual's duties to be performed. This training must be provided to all 
individuals preparing, measuring, performing dosimetry calculations, or administering Y-90 microspheres. 

Initially this training will be provided by the manufacturer to the Authorized User, Radiation Safety Officer 
and others individuals commensurate with their duties to be performed. After this initial training other 
staff members may be trained by the RSO or the AU. 



Tran, Frank 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Dear Mr. Tran, 

Lannutti, Nick <Nicholas.Lannutti@Mercy.Net> 
Tuesday, March 31, 2015 3:44 PM 
Tran, Frank 
Earnest, Linda L; Metcalf, Ann M; Taussig, Jacob 
RE: Request for additional information for Mercy Hospital Springfield 
Followup LTR for Y-90.pdf; Mercy License Commitments.pdf 

Please find attached the additional information that you requested regarding our Y-90 Sir-Spheres amendment request. 

Please do not hesitate to contact me if you need any additional information. 

Thank You 

Nick Lannutti, MS 
Radiation Safety Officer I Medical Physicist Mercy Hospital Springfield Phone - 820-7704 Fax - 820-7865 
nlannutti@sprg.mercy.net 

Let us not forget the children of Sandy Hook Elementary. Remember them in your prayers and support reasonable 
change in public policy. This quote by Albert Einstein should remind us that we all share this responsibility. 
"The world is not threatened by evil people, but by those who allow evil to take place." 

-----Original Message-----
From: Tran, Frank [mailto:Frank.Tran@nrc.gov] 
Sent: Friday, March 27, 2015 2:49 PM 
To: Lannutti, Nick 
Subject: Request for additional information for Mercy Hospital Springfield 

Dear Mr. Lannutti: 

We have reviewed your request for the use of Y-90 Sir-Sphere. In order to ~ontinue our review, please provide a 
response to the attached request. 

If you have any questions, please do not hesitate to contact me at 630-829-9623 or reply to this email. 

Best regards, 

Frank Tran 
License Reviewer 
NRC Region 3/Division of Nuclear Materials Safety 
Phone: 630-829-9623 
Fax:630-515-1078 
Email: Frank.Tran@nrc.gov 
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