
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. 

I 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. hollinqshead@avera.org 
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March 30, 2016 

U.S. Nuclear Regulatory Commission 
Nuclear Materials Safety Bra11eh B 
Region IV 
1600 East Lamar Boiil¢val'd 
Arlington Texas 76011 

RE: NRG license #40.,.16571 •0 l 

To Whom it May Concern: 

1325 S. Cliff Ave. 
P.O. Box ~045 
Sioux Falls. SD 57117·5045 
605-322,.SQOO 

AvaraMcKennan.org 

The intent of this amendment request is to add Jay Pate~ M.D. as an authorized user for lO CFR 
35 .1000 Y .,9() micorspheres. Dr. Patel's board certification and training docume11tation is enclosed for 
your review. 

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

Sincerely, 
' 

~~·1--?t.Lt~ 
Traci Hollingshead 
Radiation Safety Officer 
Avera McKennan 

Sponsored by the BenBtllctfne 
11ndPr~nta.t1on. $lste'rs 



March 22, 2016 

Jay Patel 
Avera McKennan Hospital 
1325 S Cliff Ave 
Sioux Falls SD 57117 

Dear Dr Patel, 

SIRTEX MEDICAL INC. 
300 Unicorn Park Drive 

Woburn, MA 01801 
Tel: +1(781)721 3800 
Fax: +1(781)721 3880 

Ref: 105US03 

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, 

Eric First, M.D. 

Medical Director - Americas 

@SIR-Spheres is a Registered Trademark of Sirtex SIR-Spheres Pty Ltd 



NRC FORM 313 
(Oa..2018) 

U.S. NUCLEAR REGULATORY COIUIMISSION APPROVED BVOlllB: NO. 3160.0120 EXPIRES: 0313112016 

10 CFR 30, 32, 33, 34 
36, 36, 37, 39, and 40 

/""" .... 
t~\ APPLICATION FOR MATERIALS 
\Y/JIN j LICENSE 

............ 

Estlmaled bulden per response ta comply with tlls mandatory collec11on req.ies~ 4.3 holn. S~mllllll rl Iha 
applcalkln Is neaissary ID date!mkle lhal lhe appllcanl Is qualllled and lhat adaquale procedures exist lo 
prolect lhe publlc heallh and safely. Send commenls 1&11aldillg bulden eslimalB to Iha FOIA, Privacy, and 
lnfonnaUon Col8Gllons Branch (T-5 F53), U.S. Nuclear Reatlatory commission, Washl'lgloo, DC 20555-0001, 
or by e-ma111111nrooo11acts.Reaource@nrc.gov, 8l1d lo !he De&k Oflk:er, Ofllc& ol Jnronnauon and Reg~ 
Affairs, NEOB-10202, (3151).()120), Oftlce ol Management and Budmat. Washlnglon, DC 20503. If a means 
used to ~ an tilormallon collec:Uon doe& not dispJar/ a cummlly valid OMB con~ nuriler, the NRC may 
notmnducl anpansor, and a pen;an Is 111traqi*ed la respond lo, lhe tlformallon collecUon. 

INSTRUCTIONS: SEE THE APPROPRIATE LICENsE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. 
SEND 1WO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. •AMENDMENTSIRENEWALS 
THAT INCREASE THE SCOPE OF THE EXISTING LICENSE TO A NEW OR HIGHER FEE CATEGORY WIL!- REQUIRE A FEE. 

APPLICATION FOR DISTRIBUTION OF EXEllPT PRODUCTS FILE APPLICATIONS WITH: 

MATERIALS SAFElY LICENSING BRANCH 
DMSION OF MATERIAL SAFETY, STATE, TRIBAL AND RULEMAKING PROGRAMS 
OFFICE OF NUCLEAR MATERIALS SAFETY ANO SAFEGUARDS 
U.S. NUCLEAR REGULATORY COMMISSION 
WASHINGTON, DC 2055IHl001 

ALL OTHER PERSONS ALE APPLICATIONS AS FOLLOWS: 

IF YOU ARE LOCATED IN: 

IF YOU ARE LOCATED IN: 

ILUNOIS, INDIANA, IOWA, lllCHIOAN, 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 60532-4352 

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA, ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAI, IDAHO, KANSAS, 
Kl!NTUCKY, MAINE, MARYLAND, MASSACHusms. NEW HAMPSHIRE, NEW JERSEY, LOUISIANA, MISSISSIPP~ MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH 
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH DAKOTA, OKlAllOlllA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, 
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, UTAH, WASllNGTON, OR WYOMING, 

SEND APPLICATIONS TO: 

LICENSING ASSISTANCE TEAM 
DIVISION OF NUCLEAR MATERIALS SAFE1'f 
U.S. NUCLEAR REGULATORY COMMISSION, REGION I 
2100 RENAISSANCE BOULEVARD, SUITE 100 
KING OF PRUSSIA, PA 194~13 

SEND APPLICATIONS TO: 

NUCLEAR MATERIALS UCENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION IV 
1600 E. LAMAR BOULEVARD 
ARLINGTON, TX 78011-4511 

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMlllllSSION ONLY IF THEY 
WISH TO POSSESS AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULAiORY COMMISSION JURISDICTIONS. 

1. THIS IS AN APPLICATION FOR (Chaclc .,,,,,.,,,,,. /fem) 

D A.NEWLICENSE 

[Z] B. AMENDMENT TO LICENSE NUMBER 

D c. RENEWAL OF LICENSE NUMBER 

40-16571-01 

3, ADDRESS IMi'ERE LICENSED MATERIAL WILL BE USED OR POSSESSED 

2. NAME AND MAILING ADDRESS OF APPLICANT (lndud8 ZIP mdlJ} 

Avera McKennan 
1325 South Cliff Avenue 
Sioux Falls, SD 57117 

4, NAME OF PERSON TO BE CONTAC'reD ABOUT THIS APPLICATION 

Traci HoUingshead 

Avera McKennan 
1325 South Cliff Avenue 
Sioux Falls, SD 57117 

BUSINESS TELEPHONE NUMBER 

(605) 310-0916 
BUSINESS ca.wLAR TELEPHONE NUMBER 

(605) 310-0916 

B\ISINESS EMAIL ADDRESS 

traci.hollingshead@yahoo.com 

SUBMIT ITEMS 5 TI-IROUGH 11 ON 8-112 X 11" PAPER. TI-IE TYPE AND SCOPE OF INFORMAllON TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GI.ICE. 

5. RADIOACTIVE MATERIAL 
11. Bement lllld 1111111 runbor; b. chenical a'Jdfor "'1Yl!c:al fOrm; and c. mll>Clmum ~ 

1111*11 wll be po11881S8d at any one Ume. 

8. TRAINING FOR INDIVIDUALS 'M)RKJNG IN OR FREQUENTING RESTRICTED.AREAS. 

to. RADIATION SAFETY PROGRAM. 

12. LICENSE FEES (FBH nqulllld only fer new appitcllllans, wMn rew exceptlonB') 
(Sae 10 CFR 170 8lld SeclJon 170.31) 

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

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

9. FACILITIES AND EQUIPMENT, 

11. WASTEMANAGEMENT. 

FEECATEGORY I 
13. CERTIFICATION. (Musi ba mmpl-byapptlmnf) THe APF'UGANr UNDERtfiANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPUCATION ARE BINDING 

UPON THE APPUCANT. 

I. 

TliE APPLICANT AM>ANY OFFICIAL EXECUTING TlilS CERTIFICATION ON eew.F OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT TltS APPLICATION IS PREPARED IN 
CONFORMITY 'MTH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 38, 34, 35, 36, 37, 39, ANO.CO, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE ANO CORRECT 
TO THE BEST OF TtiEIR KNOV\olEDGEAND BELIEF. 
WARNING: 18 U.S.C. SECTION 1001 Ar:r OF JUNE 26, 111411 62 STAT. 7411 MAKES IT A CRIMINAL OFFENSE TO MAKE A Will.FU.LY FALSE STATEMENT OR REPRESENTATION TO 
Ari< DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO Af« MATTER WTHIN rrs JURISDICTION. 

CERTIFYING OFFICER - TYPED/PRINTED NAME Al'E T1nE SIGNATURE DATE 

Radiation Safety Officer 

NRC FORM 313 (DWO'IB) 



NRC FORM 532 U.S. NUCLEAR REGULATORY COMMISSION 
(1-2012) 

DATE 

03/31/2016 

NAME AND ADDRESS OF APPLICANT AND/OR LICENSEE LICENSE NUMBER 

Tracy Hollingshead, Radiation Safety Officer 
Nuclear Medicine Department 

40-16571-01 

MAIL CONTROL NUMBER 

Avera Mc Kennan 
590519 

D 
D 

D 

1325 South Cliff Avenue 
Sioux Falls, SD 57117-5045 LICENSING AND/OR TECHNICAL REVIEWER 

This is to acknowledge the receipt of your: 

[{]LETTER and/or 0 APPLICATION 

CH 

DATED: 03/30/2016 

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

[{] AMENDMENT D TERMINATION D NEW LICENSE D 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. 

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: 

http://www.nrc.gov/reading-rm/doc-collections/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 FORM532 
(1-2012) 



BETWEEN: 

Accounts Receivable/Payable 
and 

Regional Licensing Branches 

[ FOR ARPS 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 

Signed: 

Date: 

rJJJ~L 
3/31/Jb 

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

1. Fee Category and Amount: 
~~~~~~~~~~~~~~~~~ 

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

Amendment: 

Renewal: 

License: 

Signed: 

Date: 

1 


