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E: Cleveland Clinic Stuart Kiine, CIH, CSP, CHMM, HEM
rector,
Radiation Safety Officer

Ty
MS-{b

May 8, 2008

45-308 7,01
03036495

Re; Richard Brunken, MD

Richard Brunken, MD, is an Authorized User Physician at the Cleveland Clinic Foundation
under Ohio Department of Health broad scope license 02110180013, The Cleveland Clinic
Foundation Radiation Safety Committee has approved Dr. Brunken for 35.100, 35.200 and
35,300 uses. Authorized Users are not individually listed on the license.

If you need additional information, I would be glad to provide it.

Sincerely,

Sewdt bl

Stuart W. Kline
Director, EHS
Radiation Safety Officer

142247
NMSS/RGNI MATERIALS-002

Tel 216 444°6705
The Cleveland Clinic Foundation 9500 Euclid Avenue / HS1-02 rax 216 444-4849
Environmeontal Health & Safety Cleveland, Ohio 44195 klines@cctorg
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OH10 DEPARTMENT OF HEALTH
LICENSE FOR RADICACTIVE MATERIAL

Pursuant to Chapter 3748 of the Ohio Revised Code, and In reliance on statements and representations made by the licensee, a license
is hereby issued authorizing the licensea named herein to recelve, acquire, posuess, and transfer rudionclive material up designated
below; ta uge such materinl for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to persons
authorized to receive it in aceordance with the applications of Chapter 3748 of the Ohlo Revised Code and all rules promuigated
thereunder, This license shall he deemed subjoret to all applicable rules, regulotions and orders of the Ohio Department of Health naw
or hereinafter in effect and to any conditions ypecified below.

LICENSEE

1. The Clevcland Clinic Foundation

2. 9500 Euclid Avenue
Cleveland, Ohin 44195

Attn: Stuart Kline
Environmental Health and Safety, W18

LICENSE NUMBER

3. 02110180013
EXPIRATION DATE

4. July1, 2012
BUREAU DOCKET NUMRBER

5. DC28-12-97

6. RADIOACTIVE MATERIAL

A. Any radioactive material
permitted by rule 3701:1-58-32
of the Ohio Administrative
Code.

B. Any radicactive material
permitted by rule 3701:1-58-34
of the Ohlo Administrative
Code.

C. Any radioactive material
permitted by rule 3701:1-58-37
of the Ohio Administrative
Code.

D. Any radioactive material
permitied by rule 3701:1-58-83
of the Ohio Administrative
Code.

E. Any radioactive material
permltted by rule 3701:1-58-53
of the Obio Administrative
Code.

F. Radioactive material permitted
by rule 3701:1-46-11 of the
Obio Administrative Code.

G. Radioactive materfal with
atomic numbers between 1
through 283; inchulve.

CHEMICAL AND/OR PHYSICAL 8. MAXIMUM QUANTITY THAT

FORM LICENSEE MAY POSSESS AT
ANY ONE TIME UNDER THIS
LICENSE
A. Any radlopharmaceutical form A.  Asneeded
B. Any radiopharmaceutical form B. Asneeded
C. Any radiopharmaceutical form C. 111 GBq (3.0 Ci
D. Any brachytherapy sources D. 185 GRq (5.0 Ci)
E. Sealed sources E. 74GBq (2.0 CI)
F. Prepackaged kits F. 3.7GBq (100 mCi)
G. Any G. 3.7 TBq (100 Ci), not to
oxcead 111 GBq (3.0 Ci) of
any aslngle radionuclido,

limited by condition 20,
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License Number: 02110180013
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SUPPLEMENTARY SHEET
Amendment No. 23
6. RADIOACTIVE MATERIAL 7. CHEMICAL ANDJ/OR PHYSICAL 8. MAXIMUM QUANTITY THAT
FORM LICENSEE MAY POSSESS AT
ANY ONE TIME UNDER THIS
LICENSE

H. Iridiam-192 permitted by rude H. Sealed source jn Mallinckrodt H. $888GBq (24 C1) In 2 sources.
3701:1-58-55 of the Ohio Madel B.V. or AEA Technology, No single source to exceed 481
Administrative Code Inc. Nucletren, Madel 105,002 GBq (13 CD.

or equivalent

1. Ceslum - 137 1. Sealed source In Gamma eell L. 112.1 TBq (3.0 KCi), no single
3000 Elan Model I souree to exceed 56.4 TBq (1.5

kCh.

J.  Ceslum - 137 1. Sealed source in J.L. Shepherd J. 296 TBq (8.0 kCf) in 2
& Assoclates Mode) 6810 sources. No single sonrce to

exceed 148 TBq (4.0 kCh)

K. Ceshum - 137 K. Sealed source in Victoreen K. 12.3GBq (333 mCi) in 2
Teeh/Ops Model 773 or sourcen. No single source to
equivalent exceed 6.2 GBq (168 mCl)

L. Cobalt-60 permitted by rule L. Sealed sourcet (General Electric L. 512 TBq (13,824 Ci) 384
3701:1-58-72 of the Ohlo Co. AB Elekt: model No. 43047 sources, not to exceed 1,332
Administrative Code or Flelita Model Noa. 43047, TBq (36 Cf) each

43685, 1000029)

M. Colume137 M. Sealed Source in Model 180 M. 53.3 TBq (1,440 CI) (otal; 2

AECL Gamma Cell 1000A sources, not ¢a exceed 26.64

TRq (720 Cf) each

9.  Authorized Use

A Any uptake, dilution and excretion study permitted by ryle 3701:1-58-32 of the Ohio Administrative Code.
B Any {tmaging and locallzation study permitted by rule 3701:1-58-34 of the Ohio Adminiswrative Code.

C. Any medical use pormitied by rule 3701:1-58-37 of the Ohlo Administrative Code-

D Any brachytherapy sources for therapautic medical use permitted by ngle 3701:1-58-43 of the Ohio Administrative

Code.

mom

Any soaled source for diagnostic medial use permitied by rule 3701:1-58-53 of the Ohlo Adminlstrative Code.
In vitro studies as permitted by rule 3701:1-46-11 of the Ohio Administrative Code.

G. Medical diagnosia, therapy and research In hbumans. Research and development as permitted by rule 370X:1-40-01 of
the Ohlo Administrative Code, Including animal studles; lnmryument calibratian; student inswrurtion; and In-vitro

Studies.

H. One source to be used in Nucletron Micro-Selection (Model 105.999 or equivalent) for (herapeutle medical use
permitted by 3701:1-58-55 of the Ohio Administrative Code in a HDR remote afterloading brachytherapy irradiator

ond medieal resenrch in humans, and non-clinksl radioblology sudies in animals and bialogical sampler. On source in

its shipping container to be in possession of the licensee as necessary for replacement of the source in the irradiation

device.

L For use in a Gammacell 3000 Elan irradintor for the irradiation of blood, blood componcnts biolagical samples,
unimaly and materiok (excluding flarmmable or explasive materlaly).

J. For use in Installations, source replacement, and tomporary storage of tho J.L. Shepherd and Assoclaley Mark [ series.

Submodel 25 irradintor for the irradiation of blood, blood components, biological samples, animals and materials
(excluding flammaoble and explosive material).
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9.  Authorized Use

K. For use in Victoreen Model 64-773 Gamma Survey insirument calihrator for calibration of survey instruments and
ionization chambers.
L. For medical use permitted by rule 3701:1-58-72 of the Ohin Administrative Code and human research studies with a

Leksell Gamma PERFEXION Gamma Steroolactlc Radlosurgery Unit. Sourcey in the slupplng container as necessnry
for the replacement of the sourees in the gamma stereatactic radiosurgery uni.

M. For use, installatlon, source replacement, and temparary storage of an AECL Garmma Cell 1000A Yrradiator far
irradiation of blood, blood components, biological samples, animals and materials (excluding flammable and explosive
materlals). One source In ite shipping container ln possession of the licensee as necesaary to the replacement of the

source in the irradiator anly.
10. Llcensed material may only be storod and used at the Licendse's facilities locuted at;
A. 9500 Euclid Avenue H. Northern Ohio Gamma Knife Center
Cleveland, Ohlo 44195 Cleveland Clinle
9500 Enclind Avenue

; Claveland, Ohlo #4195
|
|
|
|

C.  Cleveland Clin{c Loroln Family Heakth & Surgery Center D. Cleveland Clinic Wesilake Family Health Center
5700 Cooper Foster Park Road 30033 Clemens Road
Loroin, Ohio 44053 Westluke, Ohlo 44145
E-  Cleveland Clinic Strongsville Family Health & Surgery F.  Cleveland Clinic Beachwood Family Health &
Center Surgleal Center
16761 South Park Center 26900 Cedar Road
Strangsville, Ohlo 44136 Beachwood, Ohin 44122
G. Clavcdand Clinlc Wooster Speclalty Center H.  Check and refcrence sources may be used at
721 East Milltown Road Cleveland Chinic Health Care System bospitals,
Woaster, Oldo 44691 reglonal facilities, and In Ohlo ond waed al Acld
sites located within the State of Ohio, serviced
from this office.

11.  The Radiation Safety Officer for this license i5: Stuart Kline, M.S.
The Alternate Radiation Safety Officer for this license ls: Gary Nordwig, M.S.

12.  The use of llcensed material in or on bumany shall be by a physician, dentlst, ar podiatrist as defined In ruln 3701:1-38-01 of
the Ohio Administrative Code.

|

! 13.  Individualy designated in writing to work as authorized users, a; defined in rule 3701:1-58-01 of the Ohip Admintistrative
Codc, shall meet the training and experience criterla established in Chapter 3701:1-58 of the Ohla Administrative Code.
Physiclans shall be licensed under Chapter 3741 of the Ohlo Revised Code. Dentlsts shall be Uicensed under Chapter 4715 of
the Ohlo Revised Code. Podlatrist shall be licensed under Chapter 4731 of the Oho Revised Code.

!

}

I

I14.  The person(s) designated as Gamma Knife and/or HDR Physleist shall be the Individuals appraved by the Radlation Sufety
Committee and shall meet the tralning and experience eriteria established in Chapeer 3701:1-56 of (the Ohlo Adminlstrative
Code. Licensed materlal for other (han human use shal) be used by or under the supervizlon of individuals designated by the
Radiaclon Salfety Comunittee,

| 15. Al persons performing aclivities meeting the definition of “Nuclear Mediclne Technologist™ as specified in R.C. 4773.01 shall
‘ bo licensed by, and In goad ptapding with the State of Ohio.
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16. 'The Radlation Safety Officer shall conduct an ennua) program audit and confirmatery radlation survey of cach locatlon where
radioactive material will be utilized,

17.  Experimental animals or the products fram experimental animals (hat have been administered leansed materlaly shall not be
used for human consumption.

18. Al sealed sources that are used ar obtained shall have been evaluated and approved under the provisions of rule 3701:1-46-49
of (he Ohio Administrative Code, or by equivalent regulations of the U.S. Nuclear Regulatory Commission or an Agreement
State.

19,  The licensee shall canduet a physical Inventory every 6 month 1o aecoont for all sealed soureey and/or devices recelved and
possessed under the license. Records of Inventories shall be maintained for five (5) years from the date of each inventory, and
shall inelude the radlonuclides, quantities, manufacturer’s narne and model oumbers, and the date of the Inventory.

20. In addition to the posyession Limits in itemn 8 with respect to umsealed sources, the licensee shall further restrict the passession
of licensed materfals Lo quantities below amounts requiring a decommissloning funding plan as apeeified in rule 3701:1-40-)7
of the Ohio Administrative Code.

21.  The licensee shall comply with the requiremants descrided fn the Obio Department of Health letter dated November 16, 2005
and sttached document entitled “Increased Contruls for Licensees that Possess Sources Containing Radioactive Material
Quuntitira of Concern."”

22. In nddition to the requirsments in rule 3701:1-58-30 of the Ohlo Administrative Code, any patient administered gamma
emitting rudiopharmareyticals or permanent brachytherapy sources shall be provided a patient release card to Include:

(1) The patient’s name.

2)  The radionnclide administered and its aetivity.

(3  The faclity name which admintstered the radionuclide.
(4)  The date of the administration of the radionyellde.

(5) The expiration date of the card.

The card is not applicable to those patients whe are institutionalized (Hospitals, Nursing Homes, Correctional Institutions,
etc.) or whase radlation levels do nol exceed 0.1 mR/hr at one moter.

23. Except as specifically provided otherwise in this license, (he Hcensee shall conduct its program in accordance with the
statements, representations, and proccdiires contained in the documenty, including mpy enclosures, listed helow. The Ohia
Deparument of Health’s stanutes, rules, and orders shall govern unless statements, representations, and procedures in the
ticensce’s applic ation and correspondence are more restrictive then the regulations.

A.  Renewnl Application dated: December 15, 2006
B.  Letters dated June 19, 2007; July §, 2007; July 19, 2007; July 30, 2007 and August 6, 2007.

For the Ohio Depariment of Health

DATE: ?(/ ZO// 27 BY:

on behalf of thi: Director of Health




