
r McLaren 
BAY REGION 

November 19, 2014 

U.S. Nuclear Regulatory Commission 
Region Ill 
Materials Licensing Branch 
2443 Warrenville Road 
Suite 210 
Lisle, IL 60532 

Re: Control #584735 

Dear Mr. Tran: 

1900 Columbus Ave 
Bay City, Ml 48708 

The following is in response to your request for additional information regarding 
our request for the addition Y-90 Sir Spheres under Control Number 584735. Our 
responses are in order of your requests as follows: 

1. We confirm that the administration of Y-90 will be in accordance with the Written 
Directive. If the procedure is to 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 shall document such 
changes in the written directive within 24 hours after completion or termination of 
the administration. The modification of the written directive will include the 
reason for not administering the intended dose/activity, the date and the 
signature of the AU for Y-90 microspheres. 

2. We confirm that we will record the administered dose/activity for the primary 
treatment site and to the other specified site(s). If the administration was 
terminated due to stasis, then the total dose/activity to the treatment site is the 
value of the total dose/activity administered when stasis occurred and the 
administration was terminated. The record will be prepared within 24 hours of 
completion or termination of the administration and will include the name of the 
individual who made the assessment, the date and the signature of the AU for Y-
90 microspheres, if terminated due to stasis. 



3. We confirm that the manufacturer's procedures for calculating/documenting the 
dose to the treatment and other sites, the preparation of the dose for 
administration as well as the pre/post vial dose measurements shall be 
maintained. 

4. We confirm that we will maintain a record of semi-annual physical inventory for 
three years. 

5. We confirm that we will report any event, except for an event from intervention of 
a patient or human research subject in accordance with the Licensing Guidance 
- TheraSpheres n/ Sir Spheres Y-90 microspheres- June 2012. 

6. We confirm that we will comply with the Medical Event reporting requirements as 
described in 10 CFR 30.3045(b)-(g). 

7. We confirm that we will hold the remaining microspheres in decay-in-storage in 
accordance with 10 CFR 35.92. 

If you have any further questions please contact us. We look forward to our 
amendment. 

Sincerely, 

~ 
Ellen Talbott, 
Vice President Patient Care Services 
Mclaren Bay Region 
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Nuclear Medicine Lead Technologist 
(989) 894-6469 Office or 
(989) 894-3092 Dept. 
(989) 929-0838 Pager 
(989) 891-8187 Fax 
email: steve.gerhardt@mclaren.org 
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