Hill, Carol

From: Simmons, Michelle

Sent: Tuesday, April 26, 2016 12:55 PM

To: Hill, Carol

Subject: FW: RE: RE: Saint Alphonsus Health System Deficiency Letter: Mail Control Number
590214

Attachments: NRC Y90 Feb 2016 Commit Letter..pdf

Carol,

Please add this to ADAMS as Def. Letter and Response.
Publice non sensitive.

Thanks

From: ERIC COLAIANNI [mailto:Eric.Colaianni@saintalphonsus.org]

Sent: Tuesday, April 26, 2016 10:50 AM

To: Simmons, Michelle <Michelle.Simmons@nrc.gov>

Subject: [External_Sender] RE: RE: Saint Alphonsus Health System Deficiency Letter: Mail Control Number 590214

Is this appropriate to send directly to you? If not let me know. Thanks for the notification.

My email address has changed on November 11th to Eric.Colaianni@saintalphonsus.org
my old email will expire May of 2016.

Eric Colaianni CNMT, RSO
Radiology Manager

1055 North Curtis Road

Boise, Idaho

367-4788(office)
Eric.Colaianni@saintalphonsus.org

You are not fiene menely to make a living. You are here in onden to enalile the workd to live matre amply, with greater vision,
with a finer spinit of hope and achievement. You are ferte to enich the world, and you impeverish younself if you forget the
eviand.

@ Saint Alphonsus

RADIOLOGY & MEDICAL IMAGING

From: Simmons, Michelle [mailto:Michelle.Simmons@nrc.gov]

Sent: Wednesday, April 20, 2016 8:54 AM

To: ERIC COLAIANNI

Subject: RE: RE: Saint Alphonsus Health System Deficiency Letter: Mail Control Number 590214

Mr. Colaianni.



| apologize. | have attached the updated guidance to this email. Please review the updated guidance and
commit to following it.

Thanks.

From: ERIC COLAIANNI [mailto:Eric.Colaianni@saintalphonsus.org]

Sent: Tuesday, April 19, 2016 4:53 PM

To: Simmons, Michelle <Michelle.Simmons@nrc.gov>

Subject: [External_Sender] RE: Saint Alphonsus Health System Deficiency Letter: Mail Control Number 590214

Michelle,

Dr. Knochel has been granted AU status for both Sirspheres and recently Theraspheres (see attached). Also
the guidance document you have attached references June of 2012. | believe this was the original reference
guide that was issued last July when we requested Therasphere AU status for Dr. Knochel.

My email address has changed on November 11th to Eric.Colaianni@saintalphonsus.org
my old email will expire May of 2016.

Eric Colaianni CNMT, RSO
Radiology Manager

1055 North Curtis Road

Boise, Idaho

367-4788(office)
Eric.Colaianni@saintalphonsus.org

You are not fene merely to make a biving. You are fete in onder ta enalite the world to live more amply, with greaten vision,
with a finer spinit of hope and achievement. You are fiere to emwtich the world, and you impoverist younself if you forget the
eviand.

Saint Alphonsus

RADIOLOGY & MEDICAL IMAGING

From: Simmons, Michelle [mailto:Michelle.Simmons@nrc.gov]
Sent: Tuesday, April 19, 2016 3:12 PM

To: ERIC COLAIANNI

Subject: Saint Alphonsus Health System Deficiency Letter: Mail Control Number 590214

Docket # 03032263
License# 11-27306-01
Control# 590214

Good Morning,

This letter is in reference to your application received February 22, 2016, in which you provided documentation
detailing Dr. Knochel's three supervised cases for Y-90 microspheres. Please note, the NRC has issued new
guidance concerning the use of Y-90 microspheres. For your convenience, | have attached a copy of the
guidance to this email. In order to continue our review of your request, we need the following additional
information.



1 Please make the following commitments:

We commit to following the “Yttrium-90 Microsphere Brachytherapy Sources and Devices
TheraSphere® and SIR-Spheres® Licensing Guidance” dated February 2016.

Please provide this information by May 4, 2016. You may fax your signed response to 817-200-1263,
referencing mail control 590214. When you send the fax, you may wish to leave a voicemail or e-mail
message to alert me to look for it. If you are submitting your response by email, the response must be
submitted in pdf format. Please send me an e-mail or call me at 817-200-1590 if you have any questions.

Michelle Simmons
Health Physicist

US NRC

1600 East Lamar Blvd.
Arlington, Texas 76011
817-200-1590

Confidentiality Notice:

This e-mail, including any attachments is the property of Trinity Health and is intended for the sole use of the
intended recipient(s). It may contain information that is privileged and confidential. Any unauthorized review,
use, disclosure, or distribution is prohibited. If you are not the intended recipient, please delete this message,
and reply to the sender regarding the error in a separate email.

Confidentiality Notice:

This e-mail, including any attachments is the property of Trinity Health and is intended for the sole use of the
intended recipient(s). It may contain information that is privileged and confidential. Any unauthorized review,
use, disclosure, or distribution is prohibited. If you are not the intended recipient, please delete this message,
and reply to the sender regarding the error in a separate email.



Saint Alphonsus
Health System

26Aprl6

St. Alphonsus Health System
1055 N. Curtis Rd.

Boise, ID 83706

Nuclear Materials Licensing Branch
NRC Region IV

1600 East Lamar Blvd

Arlington, TX 76011-4511

RE: License Number # 11-27306-01

To whom it may concern:

Materials License

As a licensee to both Y90 Theraspheres and Sirspheres brachytherapy we commit to
following the "Yttrium-90 Microsphere Brachytherapy Sources and Devices Therasphere
and SIR-Spheres Licensing Guidance" dated February 2016. Prior commitment letters
referenced June 2012 guidance information.

Sincerely,

Eric M. Colaianni CNMT, RSO, SAHS-License number 11-27306-.01,



