Hill, Carol

From:

Sent:

To:

Subject:
Attachments:

Ms. Hill,

Traci Hollingshead <Traci.Hollingshead@avera.org>

Wednesday, March 30, 2016 11:24 AM

Hill, Carol

[External_Sender] Amendment request 40-16571-01

PATEL ABR w CAQ IR certificate effective 10-28-2013.pdf; Request letter.pdf; Jay
Patel_TEC_Completion_Letter.pdf; NRC Form 313.pdf

Attached is documentation for an amendment request to Avera McKennan’s radioactive material license.

| would like to add Dr. Jay Patel as an Authorized User.

Sincerely,
Traci

Traci Hollingshead

Radiation Safety Officer
Avera Radiation Oncology
1000 E. 23rd Street, Suite 100
Sioux Falls, SD 57105

(605) 310-0916

traci.hollingshead@avera.org
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Averaisi

~ McKennan Hospital 1325 S. Cilit Ave.
& University Health Center PO, Box 5045
Sloux Falls, SD 57117-5045
605-322-8000
AveraMcKennan.org
March 30, 2016

U.S. Nuclear Regulatory Comumission
Nuclear Materials Safety Branch B
Region IV

1600 East Lamar Boulévard
Arlington Texas 76011

RE: NRC license #40-16571-01

To Whom it May Concern:

The intent of this amendment request is to add Jay Patel, M.D. as an authorized user for 10 CFR
35.1000 Y-90 micorspheres. Dr. Patel’s board certification and training documentation is enclosed for
your review.

Please contact me at (605) 310-0916 if you have any questions regarding this amendmient request.
Sincerely,

Zrac. Hstdoakee X

Traci Hollingshead
Radiation Safety Officer
Avera McKennan

Sponsored by the Benedicline
and Prasantatlon Sisters

k590518




SIRTEX MEDICAL INC.

D - 300 Unicorn Park Drive
AN\ 1 e Woburn, MA 01801

Tel: +1 (781) 721 3800
Fax: +1 (781) 721 3880

Ref: 105US03
March 22, 2016

Jay Patel

Avera McKennan Hospital
1325 S Cliff Ave

Sioux Falls SD 57117

Dear Dr Patel,

Re: SIR-Spheres® Microspheres Training, Evaluation, Certification (TEC) Program

I am writing to confirm that on, February 10th, 2016 Dr. Randall Smith presented and discussed in detail the
preparation and procedures associated with the treatment of patients with SIR-Spheres yttrium-90
microspheres that are injected via the hepatic artery to treat patients with unresectable liver tumors. The
patients were treated with SIR-Spheres microspheres.

Dr. Smith proctored the treatments and I am pleased to inform you that he considers that you and your staff are
now trained in the preparation and the clinical aspects of treating patients with SIR-Spheres microspheres.

This letter also certifies that you were proctored for at least 3 cases by a Sirtex certified proctor in the use of
SIR-Spheres® microspheres.

I would like to thank you and your team for your support and commitment to the Sirtex Training, Evaluation,
Certification (TEC) Program.

Yours sincerely,
2y %
Eric First, M.D.

Medical Director — Americas

® SIR-Spheres is a Registered Trademark of Sirtex SIR-Spheres Pty Ltd
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U.8. NUCLEAR REGULATORY COMMISSION

APPLICATION FOR MATERIALS
LICENSE

APPROVED BY OMB; NO, 3160-0120

Estimated burden per response to comply with this mandatory coliecion request: 4.3 hours. Submitlal of tha
applicallon is nacassary b detarmine fhal the applican! ks qualiflad and (hat adequale procedures exist o
prolect the publlc heallh and safety. Send comments regarding burden estimale to the FOIA, Privacy, and
Information Coleclions Branch (T-6 F53), U.S. Nudlear Regulatory Commission, Washinglon, DC 20555-0001,
or by e-mall b Infocoliacts.Resourca@nre.gov, and io the Desk Offlcer, Office of Informatlon and Regulatory
Atlalrs, NEQB-10202, (3150-0120), Office of Managemeni and Budget, Washinglon, DC 20503, If a means
used lo impose an Informalion colleclon does not display a currently valid OMB conbol number, the NRC may
not conduct or spensor, and a person s not required ki respond to, 1he nformalion collection.

EXPIRES: 03/31/2016

JINSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUI

SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. *AMENDMENTS/RENEWALS
THAT INCREASE THE SCOPE OF THE EXISTING LICENSE TO A NEW OR HIGHER FEE CATEGORY WILL REQUIRE A FEE.

IDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

MATERIALS SAFETY LICENSING BRANCH

DIVISION OF MATERIAL SAFETY, STATE, TRIBAL AND RULEMAKING PROGRAMS
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS

U.S. NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20555-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS:
IF YOU ARE LOCATED IN:

ALABANA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA,
KENTUCKY, MATNE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY,
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH
CAROLINA, TENNESSEE, VERMONT, VIRGMIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

SEND APPLICATIONS TO:

LICENSING ASSISTANCE TEAM

DIVISION OF NUCLEAR MATERIALS SAFETY

U.5. NUCLEAR REQULATORY COMMISSION, REGION |
2100 RENAISSANCE BOULEVARD, SUITE 100

KING OF PRUSEIA, PA 18406-2713

IF YOU ARE LOCATED IN:

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
SEND APPLICATIONS TO:

MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION ill
2443 WARRENVILLE ROAD, SUITE 210

LISLE, IL 605324352

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAB, IDAHO, KANSAS,
LOUISIANA, MISSISSIPP], MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
DAKOTA, DKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
UTAH, WASHINGTON, OR WYOMING,

SEND APPLICATIONS TO:

NUCLEAR MATERIALB LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
1600 E. LAMAR BOULEVARD

ARLINGTON, TX 76011-4511

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS

WISH TO POSSESS AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS,

TO THE U.S. NUCLEAR REGULATORY COMUISSION ONLY IF THEY

1. THIS IS AN APPLICATION FOR (Check appropriale flem)

D A NEWLICENSE

B. AMENDMENT TO LICENSE NUMBER 40-16571-01

D C. RENEWAL OF LICENSE NUMBER

2. NAME AND MAILING ADDRESS OF APPLICANT (inclizda ZIP cods)

Avera McKennan
1325 South Cliff Avenue
Sioux Falls, SD 57117

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

Avera McKennan
1325 South CIiff Avenue
Sioux Falls, SD 57117

4, NAME OF PERSON TO BE CONTACTED ABOUT THIS APPUCATION

Traci Hollingshead
|BUSINESS TELEPHONE NUMBER BUSINESS CELLULAR TELEPHONE NUMBER
(605) 310-0916 (605) 310-0916
[BusINESS EMAIL ADDRESS

traci.hollingshead@yahoo.com

SUBMIT ITEMS 5 THROUGH 11 ON 8-12 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED 15 DESCRIBED IN THE LICENSE APPLICATION GUDE.

5. RADIOACTIVE MATERIAL

a, Elament and mass number; b. chemical andfor physical form; and c. madmum amound
which will be possessed al any one time,

8. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING AND EXPERIENCE.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

€. FACILITIES AND EQUIPMENT,

10. RADIATION SAFETY PROGRAM.

11. WASTE MANAGEMENT.

12, LICENSE FEES (Fees required only for new applications, with few exceplions*)
{Sas 10 CFR 170 and Saclion 170.31)

AMOUNT
ENCLOSED %

UPON THE APPLICANT,

CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35,
TOTHE BEST OF THEIR KNOWLEDGE AND BELIEF.

ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WATHIN TS J

13. CERTIFICATION. (Musi ba compisled by applican{) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN [TEM 2, CERTIFY THAT THIS APPLICATION 16 PREPARED IN

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1048 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO

38, 37, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND CORRECT

URISDICTION.

CERTIFYING OFFICER — TYPEDVPRINTED NAME AND TITLE

Radiation Safety Officer

NRC FORM 313 (03-2018)

k5005189



NRC FORM 532
(1-2012)

U. S. NUCLEAR REGULATORY COMMISSION

&I\ RiEg,
fo\ %‘% DATE
%‘%j 03/31/2016
K
e 22 2
NAME AND ADDRESS OF APPLICANT AND/OR LICENSEE FLICENSE NUMBER
Tracy Hollingshead, Radiation Safety Officer 40-16571-01
Nuclear Medicine Department [WATL CONTROL NUMBER
Avera McKennan
1325 South Cliff Avenue et
Sioux Falls, SD 57117-5045 LICENSING AND/OR TECHNICAL REVIEWER
CH

This is to acknowledge the receipt of your:

LETTER and/or [ |APPLICATION DATED: 03/30/2016

The initial processing, which included an administrative review, has been performed.

AMENDMENT [ ] TERMINATION [ | NEWLICENSE [ | RENEWAL

[ ] There were no administrative omissions identified during our initial review.

|:| This is to acknowledge receipt of your application for renewal of the material(s) license identified

above. Your application is deemed timely filed, and accordingly, the license will not expire until
final action has been taken by this office.

D Your application for a new NRC license did not include your taxpayer identification number.

Please fill out NRC Form 531, located at the following link:
hitp:/iwvww.nrc.gov/reading-rm/doc-coliections/forms/nrc531.pdf
Send the completed NRC Form 531, by facsimile, to the following number: (301) 415-5387

A copy of your action has been emailed to our License Fee and Accounts Receivable Branch, in
our Headquarters office in Rockville, MD. You will be contacted separately if there is a fee issue
involved.

Your application has been assigned the above listed MAIL CONTROL NUMBER. When
calling to inquire about this action, please refer to this control number. Your application has
been forwarded to a technical reviewer. Please note that the technical review, which is
normally completed within 180 days for a renewal application (90 days for all other requests),
may identify additional omissions or require additional information. If you have any questions
concerning the processing of your application, our contact information is listed below:

Region IV

U. S. Nuclear Regulatory Commission
DNMS/NMSB - B

1600 E. Lamar Boulevard

Arlington, TX 76011-4511

(817) 200-1140

NRC FORM 532

(1-2012)

Vs 1o




BETWEEN:

Accounts Receivable/Payable
and
Regional Licensing Branches

[ FOR ARPB USE ]
INFORMATION FROM WBL

Program Code: 02310

Status Code: Pending Amendment
Fee Category:2B 7A 7C

Exp. Date:

Fee Comments: CODE 21

Decom Fin Assur Reqd: N

License Fee Worksheet - License Fee Transmittal

A. REGION

1. APPLICATION ATTACHED
Applicant/Licensee:  Avera McKennan
Received Date: 03/30/2016
Docket Number: 3011252
Mail Control Number: 590519
License Number: 40-16571-01
Action Type: Amendment

2. FEE ATTACHED

Amount:

Check No.:

3. COMMENTS

dbﬂ Al

Date: 343 ///b

B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered [/ [/

1. Fee Category and Amount:

2. Correct Fee Paid. Application may be processed for:

Amendment:

Renewal:

License:

3. OTHER

Signed:

Date:




