
e *.* * e* North Ottawa Community 
*.e -* Health System 

May 7,2008 

UNITED STATES NUCLEAR REGULATORY COMMISSION 
Region Ill, Materials Licensing Section 
2443 Warrenville Road, Suite 210 
Lisle, IL 605324352 

Re: Amendment to License No. 21-13963-01, North Ottawa Community Hospital. 

Please amend our license to add Lynn S. McCurdy, M.D. as authorized user of 10 CFR 
35.100, 35.200 and 35.300. A copy of the Radioactive Material Permit from the United 
States Air Force is enclosed for your review. 

Thank you for your cooperation in this matter. 
contact our consulting physicist, Dawn Edwards at 734-662-3197. 

If you have any questions, please 

/Shelleye J. Yalin, PrdsidenVCEO 
North Ottawa Community Health System 
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10 MDGISG 
4102PINION DR, STE 100 
USAF ACADEMY CO 80840-4000 

8. PERMIT R W .  

k Any byproduct matuial A Any 
permitted by 10 CER 35.100 

p i t t e d  by 10 CPR 35.200 

permitred by 10 CFR 35.300 
D. Any acmluator produced 

diagnostics radio- radiopharmaceutical 
pharmaceutical, except 
Xenon-127 

E. Anv acfelcralor omduccd 

B. Any byproduct mslorial 

C. Any byprcduct W i a l  

B. Any 

c. Any 

D. Any DID or FDA approved 

E. Anv 

2 PERMIT NO. 3. AMENDMENT NO. 
C0-01236-0U05AFP 5 

I 
4. EXPIRATION DATE 
30-JUI-2009 
6. DOCKET NO. 
030-01236 
7, IILTERNATe PERMIT RSO: 
MAFI, "EVITA 
loda Numb@ ia MAXIMUM OUANTITY AUTHORIZED 

AAsneoded 

B. As needed, except Xenon-I33 gas 

C. 3 curie 

D. As needed 

which is not to exceed 160 milli-curie 

E As needed, not fo exceed 22 milli-cwte 
diagnostic calibr;tion standard per soura 

11. AUTHOFWED USE 
4. Medical use for uptake. dilution, and excretion studies permitted by 10 CFR 35.100 
3. Medical use for imaging and localization studies petmiaod by 10 CFR 35.200 
3. Medical use for which a written directive is required and per IO CFR 35.300 
0. Medical use (FDA approved procedure) 
5. Calibration 
12 AVTHORlZW USERS 
WJJE AUTHORlLED USE 
Michael McCollum, M.D. Itcms 1 I A, B, C, D. E 
h d d  M. Meduna, M D. I W  1 1  A,& C, D,E 
ZiW Karsh, M.D. Item 11 A, B. C (excluding iodiie-131 for thymid carcinoma treatmcut), D. E 
Sillip Middleton. MD. Items 11 A, B, D.B 
Nillimn P. Abraham, M.D. Items I I  A. B, C D. H 
bhn Mc+Whur, M.D. Item11 A.B,C,D,E 
W m d  W. Bcnrlry, M.D. Items l t  A,B.C(Oraladministrationofiodinc-I31),D,E 
dark W. Ssnkey, M.D. IW 11 A. B, c D. E 
tobai J. Schimmd, MD. Items I 1  A, B, C, D, E 
.ynn S. McCurdy, D.0 Items I I  A, B. D, E 
knton Nesse, M.D. Items I I A.B (excqt Xewn-133). C (Oral administration of iodine-131). D. E 

3. 

CONMnONS 

The authority for this Pam;t is US Nuclear Regulatory Commission (NRC) Mattor Material License No. 42-2353941AF 
issued to the WAF Radoisotcp Cmnmittee and AFI 40201, Mannging Radioactive Materials in the USAF. 

4. ThcFwmicteeshsll provisions of Tit& 10, Chapter 1, Code of Federal Regulations, Part 19, "Nodces, 
hauctions and Rep0 
and Part 35, "Medical Use of 
Radioisotopt Committee Sccrrtariat In addi 
Instructions, ami directivts of the USAFRad 

Permitted material shalt be used or smred only at the Permittee's medical facility: building #4102, moms 1284.1285.1285A, 
1286,1288.lZ89. 1816(pathology).andoperating~ms 1,2,3,4.5locatedatTheUhitedStatesAirForceAcadwnyCO. 

vtstiptions." Part 20, "Standards for Protection Against Radiation," 

Iy with all applicable Air Force Regulations and 
y w insure campliann. 

that all reports rquircd by those p a  must be made to the USAP 

5. 

FForm 1756, May 85 



J 
W C K E T  No. 
03041236 

16. 

.7. 

8. 

9. 

Q. 

1. 

2. 

Mivlduals designated in writing as authorized users, as defined in IO CFR 35.2, may be reviewed and approved by the 
Permittee’s current authorized user9 and permit RSO. Documentation must be submitted to the USAF Radioiwtope 
CommiUee Seaetariat within 30 days per IO CFR 35.14. Iodividuals that meet Un: appropriate training and expcriencc criten 
establbhed in 10 CmE 35, Subpats B, D, and E, must be appMved by the US- XWiaiiotope Cornittee Secretariat before 
the individual may bc designated as ad authorized uyr and radiation safety of6cet. 

A. In addition to thc possession limits in inm IO, the Pamiuse shall fuahu restrig the powssion of sealed sources of 
permitted byproduct to quantities below lOEl0 times the. quantity specified in 10 CFR 30 Appendix B for wtablishig 
deoommissioning fWi as9uraoce. If two of more radionuclides arc po possession limit is detcrmincd as 
fbllows: for each radionuclide, determine the ratio of the quantity PO h e 5  the applicable quantity specified 
in 10 CFR 30, Appendix B, for that radionuclide. Ibe sum o f  the ratios for all radionuclides pouessod undu the IiaCnse shall 
m t  exceed unity. 

8. Notwithstanding &e authorizations in items 8,9. aod 10 of this permit, the Permittee will further limit the unwaled 
radioactive materials possessed under this permit to dxm isotopes with half lives less than 120 days. 

The Pumittec shall notify AFMONSG3PR within 30 days of the teSmination of a ”Notice of Claimed Investigational 
Exemption for a New Drug 

The Permittee shall not acquire pamined material in a sealed sowce or devira unless the source or device has been registered 
with the U.S. Nuclear Rtgulamry 6mmission pmuantto 10 CFR 32.210 or equivalent regulations of an Agreement State. 

Specific calibration, transmission. snd reference sources covered undu IO CER 3.5.6s do not need to be listed in item 8. 

Sealed sourcfs containing p i t t e d  material shall not be opened or removed from &vim by the Permittee. 

A. (1) Each sealed source acpuirrd from another penon and containing permitted mawid, other than Hydrogen-3, with a 
half-life p t e r  than 30 days and in any form other thsn gas shall be tested for contamination and/or leakage before use. In 
the ab- of a certificate from 8 transferor indicating that a test has been made within 6 months before the transfer, a scaled 
source w i v e d  from another p o n  shall wt be put into use until tested. 

mts when the source contains 100 micro-curie or less of beta andlor gamma emitting maruial or 10 micm-cnrie or less of 
alpha emitting mataial. 

for any materiel authorized by thii permit. 

(2) Notwihtandmg h e  periodic leak test required by thii condition, any permitted sealed s o m  is exempt from such leak 

(3) Except for alpha sources. tfle periodic leak test required by this condition does not apply to sealed sou~ces that are stom 
and not W i g  used. The SOUMS excepted from this test shall be tested fa le&& pcior to any usc or rrmsfer to another 
puson unless they have been leak (esfed withiin 6 months before tho date of use or transfer. No scaled source sball be stored 
for a p a i d  of more than 10 yesn without Wing tested for leakage and/or concentration. 

B. Eicch scaled source containing p i t t e d  material, o&a rtraa Hydrogen-3. with a haif-life greater than 30 days and in my 
form other than gas shall be tesfed for leakage and/or contaznimtion aI intervals not 10 e x d  6 months except that each 
source dcsignal for the p\nposa of emitting alpha pdnicles shall be ttsted at intervals not to w i d  3 months. 

C. Ttst sample(s) shall be collected by the Permittea and forwarded to the Air P o w  Ulsdtute for Operational Health 
(AFIOWSDR, 2350 GillinghamDr. Bmoks-City Base TX7823.5-5103) or to any hdividual authorized by USNRC or 
Agreement State liceme or USAFor USN permit to evaluate leak tests for othas. 

D. The leak test shall be ca~able of detecting the presence of O.OO5 micro-curie of radioactive material on the test sample. 
The test sample shall be taken from the sealed sowe or from the surfaces of the device for which the scaled source is 
permanently or semi-permanently mounted or stored on which one might cxp ”  contamination to ammulate. Records of 
leak test results shnll be kept in units of micro-curie and mahtaimd for inspeAon by the M C ,  the USAP Radioisotope 
Cammiace Secretariat, or the Medii Diremate of the Air Force bpection Agency. 
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#. 

5. 

6. 

7. 

a 

E. If the test required by Subsection A. or B. of Wis condition reveals the prcsence of 0.W5 micro-curie or more of removabl 
contamination. the Permittee shall immediately withdraw the sealed source from we and shalt decontaminate it and tither 
repair or dapos of it in a ~ ~ ~ r d m ~ ~ ~ i t l ~  NRC regulations and Air Force yes. A report shall be filed within 5 days of 
the test with the USAP Radioisotope COmd* Seeietatist (AFMoA/sG3PR 110 Luke Ave Room 405. Bolling AFB DC 
200327050) describing che equipbent involved, the test result% and the Correcttvc action taken. 

The Permittee shall conduct a physical inventory every 6 months to account for all sealed sources received and possessed 
under this permit The records of the inventories shaU bg maintained for 3 years from the date of the inventory and made 
available for inspection by the NRC, the USAP Radi8soeope Cornminu? Secntariat, or the Medical Directorate of the Air 
Fora Inspection A5ncy. and shall include a) inventory date, b) model add serial n u m b a  oPdevice or source c) 
radionuclide and activiw, d) device or source lwtion, and e) signattmt ofthc permit RSO certifying the inventory accuracy. 

The W i t t e e  may hold any radioactive material autborked by this permit with a physical half-life of less than or equal to 12 
days for decay-in-storage before disposal without regard to its radioactivity (10 CFR 35.92(a)). provided: 

A Before disposal, the waste shall be surveyed at the container surfsce with the appropriate survey instrument set on its mos1 
sensitin scale and with no interpQsed shielding to detamine &at its radioactivity cannot be distinguished from background. 
All radiation labels shall be obliterated or removed. 

B. A remrd of each such disposal pennioed under chis pwmit condition shall be retained for lhrtc years. The record must 
include the date of disposbl, the date on which the byproduct material was placed in storage. the radionuclides disposed, Lhe 
survey inrhvmenr wed. the background dose rate. the dose rate measured at the surface of each waste conminm, and the nanx 
of the individual who performed the disposal. 

The Pamittee may transport permitted material in accordance with the provisions OF 10 CFR 7 1, "Packaging of Radioactive 
Material for Transport" and 49 CFR 170 tbrougb 189, "Transportation" subject to any host nation restrictions under Stam of 
Forces Apements 

Transfer ofpermitted material may only be to a USAPM USN Radioactive Material Pennittee or to an NRC or Agncment 
Stam LiCena holding a valid authorization to receive the sources. The permitted materials must be disposed of in accordam 
with -40-201. 

Information: SSgr James E. Brown has begun I year RSO training as of 28 A% 2006. 

Except 86 specifically provided otherwise by ~s permit. the possession and use of radioactive material described in item 8 of 
the pcrmit shall be in accordance with statemenrs, repmentation, and procbdutes contained in the following documents: 

OCUMEM 
0 W S G S A R  (Application) 
SMSAISGF'R @demo) 
0 MDWSGSARN (Memo) 
0 MDG/SGSAR (e-mail) 
mSAISGPR (PamtJ 
0 MWISOSAR (Memo) 
0 MDQ/Sa (Mtm w/ atch) 
0 MDG/SGSAR (Memo wl atch) 

0 MDWSGSAR (e-mail) 

5 M W S G S A R  (email wtAtchs) 

SUBJECT 

Deemed Timely Filed Letter 
A m e m n t  - Qlange RSOs and crpdate AU5 
Amecdment . Add Xe-133 and atha RAM 
PMnt Documcnc 

Application for Material LiceILm 

d use loctltions, re- 

Amendment -Add AU authorized usc for Dr. Ness, t y p  
gmphicnl correuions, inwrase max. quantity for item 8.E 
Amendment - Admemove AUs; update room numbers 

DA'IE 

2 I -March-2003 
a i - ~ a r ~ - u x ) 3  

09-September-2003 
28-May-204 
20-June-2004 
3~-DoLzmba-2004 
1Z-August-uX)S 
OS-Sepfernbcr-2M)6 

20-March-2007 

29-June-2007 
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Ihe Nuclear Regulatory Commission's regulations and UNtod States Air Force directives shall govan the Permittee's staments in 
pplications or letters, unfw the rtafcments are more restrictive than the regulations and directives. 

FOR THE USAP RADIOISOTOPE CO- 

Page 4 of 4 
PERMIT NO. 

AMENDMENT NO. 
-CO-01236-02R)5AR 

BY 

USAF Radiois0lq-e Committee Secretariat 
Air Fom Medical Operations Agency 
Oftice of the Surgeon General 



DEPARTMENT OF W E  AIR FORCE 

WASHINGTON M: 
HEADWAFtTERS UNITE0 STATES AIR FORCE 

25 July 2007 

hlEMORANDUM FOR 10 MM;ISG 
lOMDSS/SGSARN 

SUBJ’ECR Amendment Rcguest (29 June ZW), USAFRadfoactive Material Permit No. CO-01236-02/04AW. 

To the Pennit RSO Please make a copy for your RleJ. 

Docket No. 03W1236 

We have cwivdl the permit amendment request dated 29 June 2007 for p i t  No. C601236-02r4APp. 
Attached is umcnded permit No. CO-0 l236-02/5App refla%ing the following changes: Add/delcte authorized users, 
update m m  numhers, and 
physicist rhat SQWS as Per 
RSO and TSgt TeviIa hfad is the WC appwvcd alternate @t RSO. Please review the permit carefully to ensure 
that it authorizes the sources aid uses requested. and that you understand its conditions and limitations. The 
inspection category for this permit is 02120. the inspection frequency for this permit is every 3 years, -; 
this permit expins 30 Yun 25l9. 

during the next review of  our daLabase permit condition statements. Condition 18 will be retained in the permit 
The pennit application requested authorization for Investigational New Drug (rrJD) or Food and Drul: 

ceutiical use. Note that IND is synouymous with ‘%otic% of Chimed 
If the Academy desires m utilize an lND, then the FDA has specific 

that must first bc completed prior to clinical use. I direct you to 21 CFR 
fot more details. Specifically. 21 CFR 3 12.44 discusses termimtion 
if is informed of the IND activity status. 

1 of pennit condition 
iation Safcty Officer 

ff and on-site medical 
s the RIC approved w i t  

Thank you for your comments regarding permit condition 22.A(2). We will consider your suggestion 

ins p a n i t  No. CO-O1236-W5AFP, then please contad me a1 DSN 297- 
4309: or hfs Nicole Allen; ~ ~ l e . a U e n @ o c n t n . ~ f . m ~ .  Additional contact 
information: telefax is DSN 754-8089; web pagc addrcss is h ~ ~ / t x . a f m r m i V ~ r o t ;  cell phone For receiving 
after-duty-hours Cncidentkddent Repom is 703-340-0819. 

~obeti A ~pdgns, MG, US*, BSC 
-~ ,. 

~. . . .  ... * Attachment: , .  

Pennit No. CO-01236-CW5AFP 

cc: 
HQ ARAISGI (Lt Col Adam) 
USNRC Region DI (Ms Browder): 



1 LBS 1 OF1 :ROM: 
DMIN-S. TRAVIS 
516) 842-3600 
IORTH OTTAWACOMMUNIN HOSPITA 
309 SHELDON RD. 
;RAND HAVEN MI 49417-2488 

SHIP TO: 
REGION 111, OFFICE OF MATLS. LICENS 
UNITED STATES NUCLEAR REG. COMM. 
STE. 21 0 
2443 WARRENVILLE ROAD 
LISLE IL 60532-4352 

IILLING: P/P 

Fold here and plwe in label pouch 




