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PPLICATION FOR MA*iERIALS LICENSE - MEDICAL [
"

33 ,
10 CFR 35

|NSTR UCTIONS - Comonere : ene r * roue as or *** a e monarmessoren or an nonuaron ter ownemet or a onenen um meno ementes meetsn n

nes,e neremanry Iron 26 mnet be cornolered on an soo.<areew mW aped Aeasn one coor Submit or% md one caev of ennte
aportanon to . Onnenor. Ofhre of Nurnear Merman 50 *rv aw Sakpueran. U S Nsenaar Aeputerary Commenon. nVankneron, O C!

20555. Upon approver o# fee apanizaron. ee opdsmt esAf ruswee a Mstenat & semen An 4AC Masernet tironse a esmead m accord-
ance ese one smarat regunwnsne canonied a Tirar so. Case of Feemrel A7 * w J' art J0. mW ane t=wimme e meerert so Tate to.
Coede of Facesraf Aepudenone. Purs 79. JO mW J5 and me feceise fue provemen of Test 70. Cast et Feebret Aap,Jarsens, Part f /0 The
hesper Ne ceregory spouad 8e srsted a tram 25 and tne amoropnam for encAssad

1.a. NAME AND MAILING ADDRESS OF APPLICANT (,nsonieon, 1.tk STREET ADDRESS (ES) AT WHICH R ADIOACTIVE MATERIAL
firm, clinee,physicson, etc) INCLUDE ZIP CODE WILL SE USED (if efensent frew f.a1 INCLUDE ZIP CODE

Fairview General Hospital
18101 Lorain Road SAME
Cleveland, Ohio 44111

TE LEPHONE NO.: ARE A CODEc16,4 76 7000
2. PERSON TO CONTACT REGARDING THIS APPLICATION 1 THISIS AN APPLICATION FOR: (Check marenom earmJ

a6 Nerd LICENSEWilliam H. Miller, Consultan t
A AMENOMENT TO LICENSE NO.Nuclear Medicine Associates c. O RENEW AL OF LICENSE NO.

TE LEPHONE NO. ARE A CODE t 216 f.d1 5799

4. INDIVIDUAL USE RS IName ener,duats wao w,si uw or a, recur ERADIATION SAFETY OFFICER (RSO)(Name orperson ars,praard
svoorvew use of redsoective morenat. Corrwen secotements A and 8 as raa, anon ankrv offocar or other em erwavcuar usar. comome rear.
for each and:vedual.) one of tranong and esonreente a an $a&t A )

Amend to increase authorized use Re tain : James A. Pa tte rson , M.D.

fo r : Craig R. Irish, M.D. with consultation from Nuclear
Medicine Associates, Cleveland, Ohio

6. t RADIOACTIVE MATERIAL FOR MEDICAL USE
M A XIMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADOITION AL ITEMS: D E SI R E D L| MaysRADIOACTIVE MATERIAL DESIRED LIMITS
LISTED IN: ~x' (In rrvollocures) "x'* (In truttocurest

IODINE 131 AS tODIDE FOR TREATMENT
10 CFR 31.11 FOR IN VITRO STUDIES OF HYPERTHYROIDISM

10 CFR 35.100. SCHEDULE A, GROUP l AS NEEDE D PHOSPHORUS-32 AS SOLU 8LE PHOSPH ATE
FOR TREATMENT OF POLYCYTHEMI A
VER A.LEUKEMI A AND SONE METASTASE'

to CFR 35.100. SCHEDULE A, GROUP 11 AS NEE DED
PHOSPHORUS 32 AS COLLOIDAL CHRO*dlC
PHOSPH ATE FOR INTRACAVITARY Tete AT-

10 CF R 35.100. SCHE OU LE A. GH OUP 111 MENT OF MALIGN ANT E FFUSIONS

GOLD-15 AS COLLOID FOR INTF.A-
CAVITARY TREATMENT OF MA.lGNANT( 10 CF R 35.100. SCHE DULE A, GR OUP IV AS NEEDED E F FUSIONS.

'

IODINE 131 AS IODIDE FOR TRE ATMENT '( 200mC1''

10 CFR 3.100. SCHEDULE A, GROUP V AS NEEDED OF THYROtD CARCINOMA
,

I XENON 133 AS GASOR GASIN SALINE FOR
10 CFR 3.100. SCHEDULE A. GROUP V: 8LOOO FLOW STUDIES AND PULMONARY

FUNCTION STUDIE1'

6.b. R ADIOACTIVE MATERf AL FOR USES NOT LISTED IN ITEM 6.s. tsessedesinesua e JmC,uand rer
calibration and reference standards are authotored under Secoon 3514(d),10 CirM Port .15, end NEED NO V DE LISTEO.)

CHEMICAL M AXIMUM NUMSE R
E LEMENT AND MASE NUMBER OR OF MI C ES DESCRISE PURPOSE OF USE,y p q p

IpW 'j.3 "1#

The purpose of this ap alicatio,.sn- 1s solely to increase the authorized
use of I-131 by Dr. Ir i.sh to include the treatnent of tgtgig g y D
carcinoma.. _ >Q_cm. g h g ,gg . . ,J, ,i gEc.- ag,u
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INFORMATION REQUIRED FQ ITEMS 7 THRZUGH 23 ,
,

For items 7 through 23, deck the appropriate box (es) and submit e detai!ad description of all the requested information. Begiri
each item on o separate sheet. Identify th] item number and the datxf the applicat, ion in tf5e lower right corner cf each page. if
you indicate that an appendix 13 the medical licensing guide will be fIllowed, do not submit the pages but specify the revision
number and date of the referenced guide: Regulatory Guide 10.8 , Rev. 10.8 Date: October, 1978

For all items below except #8, re.fer to the renewal application and
March 25, 1983 and letters and applications that followed. For Item # 8,
see below.

15. GENEP AL RULES FOR THE SAFE USE OF7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERI AL (Check Onel

Names and Specialties Atta6ed; and AppMx G Rules Fouow@or

Duties as in Appendix B;or Equivalent Rules Attached
(Check One)

Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check Onel

8. TR AINING AND EXPERIENCE Appendix H Procedures Followed;or

Sucolements B Attached for:
X Dr. Irish Equivalent Procedures Attached

_

Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (Check Onel

9. INSTRUMENTATION (Check Onel Appendix I Procedures Followed;or

Appendix C Form Attached;or Equivalent Procedures Attached

List by Name and Model Number 18. WASTE DISPOSAL (Check Onel

10. CAllBR ATION OF INSTRUMENTS Appendix J Form Attached.or

Appendix D Procedures Followed for Survey
Equivalent information AttachedInstruments or

Check One)
Equivalent Procedures Attached;and 19. (Check Onel
Appendix 0 Procedures Followed for Dose
Calibrator; or Appendix K Procedures Followed,or

(Chet.k One)
\

Equivalent Procedures Attached Equivalent Procedures Attached |

11, FACILITIES AND EOUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

Description and Diagram Attached Detailed Information Attached;and

12. PERSONNEL TR AINING PROGR AM Appendix L Procedures Followed;or
(Check One)

Description of Training Attached Equivalent Procedures Attached
,

PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF |
* RADIOACTIVE MATERIAL 21' RADIOACTIVE GASES te.g., Xenon - 133)

|
.

Detailed Information Attached Detailed information Attached

PROCEDUR ES FOR SAFELY OPENING PACKAGES PROCEDURES AND PRECAUTIONS FOR USE OF
22. RADIOACTlVE MATERIAL IN ANIMALS14. CONTAINING RADIOACTIVE MATERIALS

(Check One) Detailed information Attached
,

1, i u -
gppen' dix F Procedures Followed;or PROCEDURES AND PRECAUTIONS FOR USE OF

- 23. RADIOACTIVE MATERI AL SPECIFIED IN ITEM 6.b
t Equivalent Procedures Attached Ottailed information Attached

Nac Fomu sisu
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24. PER$ONNEL MONITERING DEVICES

SUPPLIE R EXCHANGE PREQUENCY
ICheck approproarr bos)

P 8 LM

e.WHOLE
TLo800Y Re fer to aDolication for

license #34-02162-01o ,, , , a,,,, ,, ,

FILM

t. FINGER TLo

OTHE n Goocotyl

FILM

c. WRIST TLo
.

OTHER (Specityl

d. OTHER ISocertyl

.

25. FOR PRIVATE PRACTICE APPUCANTS ONLY
a HOSPITAL AGREEING TO ACCEPT P ATIENTS CONT AINING R ADIOACTtvE M ATE RI AL

N AME OF MO6PsT AL ta ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED SY THE HOSPITAL ADMINISTRATOR.

* *'''* * "'"
c. WHEN REQUESTING THER APY PROCEDURES.

ATTACH A COPY OF R ADIATION SAFETY PRECAU.
Ci T y STATE ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE

R ADI ATION DETECTION INSTRUMENTS.

28. CERTIFICATE
(This item must be completed by eplicarst)

The appl. cent and any of tecsel esecuteng this cortsf die on behelf of the applicant named en item to certify that this appl cation es prepared in
conformory vv.th Tette 10. Code of Federal Regulatens, Parts 30 and 36, and that est ontormation conte ned herein, including any supplements
attacmed herto, es true and correct to the best of our knoMedge and beleef.

-

ta APPL dM TIFYING OFFICI AL (SP'eewsel

e LICENSE FEE REQUIRED ._

d'
4500 Sectuars 110.39,10 CFM 110) 819 N AME IType of Pront)

' X gy, Jo.,4 M4ev4a w tre m= 'r
tal fWLe ~ '

~ '

111 LICENSE FEE CATEGORY:
7C x Administrator

c. DATE
121 LICENSE FEE ENCLOSED. S 120.00 11-12-85y

NRC FORM 313M 89-81)
Page 3.
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* *PRIVACY ACT STATEMENT ,

Pursuint to 5 U S C. 552tle)(3), enacted ints law by sectign 3 cf thiPrivacy het of 1974(Public Law 93 579), the frilzwing
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 313M.
This intoemation is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334
(October 1.1975)

1 AUTHORITY Sections 8' and 161(b) of the Atomic Energy Act of 1954. as amended (42 U S C 2111 and 2201(b)).

2. PiklNCIPAL PURPOSE (S) The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30 36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,
and the Commission's regulations. for the issuance of a radioactive material license or amendment thereof.

3 ROUTINE USES The information may be used: (a) to provide records to State health departments for their information
and use, and (b) to provide information to Federal. State, and local health officials.nd other persons in the event of anci-
dent or exposure. for their information, investigation, and protection of the public health and safety. The information
may also ce disclosed to appropriate Federal. State. and local agencies in the event that the information indicates a
violat on or potential violation of law and in the course of an administrative or ludicial proceed: In addition this in.
format.on may be transferred to an appropriate Federal. State, or local agency to the entent relevant and necessary for
a NRC cacision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
you A copy of the hcense issued will routinely be placed in tne NRC's Pubhc Document Room,1717 H Street N.W .
Washington. O C.

4 WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECTON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested informat on a voluntarv. If the requested nformation is not furnisheo,
honever the application for radioactive material license. or ar, endment thereof, will not be processed.

5 SYSTEM MANAGER (S) AND ADDRESS Director. Division of Fuel Cvete and Materiat Safety. Office of Nuclear Mat +
rian Safet, and Safeguards. U S. Nuclear Regulatcry Com nission. Washingtor'. O C 20555

N AC FOAM 313M
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r cRu NRC-313M SUPPLEMENT B U. S. NUCLEAR REGULATORY COMMISSION
*

Is-7El

PRECEPTOR STATEMENT

Sucalement B must be completed by the malicastphysician's preceptor. Iiinore Itten one preceptoris necessary to document
exponence, obtain a separate statement frtwn each.

1. APPLICANT PHYSICIAN'S N AME ANO ADORESS KEY TO COLUMN C
PERSON AL PARTICIPATION SHOULD CONS!ST OP:

PULL N AME *14upervised eneminsten of potlants to determine the suitethlity fot

Craig R. Irish, M.D. red *aa'oa* o' ara *'s sadlar tr=<maat sad r*=mm**aa '<w
prescribed doesgo.

MS ET MREM 24olletporation in does colitration and actual administration of doseQ)Q @ b b kDNM b N. to the patient includng calcutetson of the redietton dose.related*

measurements and plotting of date.

| $ TATE | ZAP COOE Mdequete period of training to enable chysician to manage radioactiveC Tv g Q RIM R, og patient, and fo,io, peiiente inrou,h d:e, .e endfo, cou,,e of

._ i _ _ d ^' ... @ - h//g trustment.

2. CLINICAL TR AINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
NUMSE R OF

CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DI AGNOSED On TREATED PE RSON AL (Adcf/0ma#into.msr/on acommeno may

9ARTECIPATION be submitaedin koskaar m ancoreer **en)
A B C O

DI AGNOSIS OF THYRolO FUNCTION |gO
OETERMIN ATION OF 8LOOO ANO .

SLOOO PL.ASM A VOLUME

I.131 UVER FUNCTION STUDIES
or

'

1 125 FAT ASSORPTION STUOtES

KIONEY FUNCTION STUOlES / 5'o
IN VITRO STUOlES

OTHER

I.125 OETECTION OF THROM80513 -

8131 THY.90lO IM AGNG YO
P-32 EYE TUMOR LOCAUZATION O

S** M PANCRE AS IMAGING

Yt> t 69 CISTE RN OGR APHY h
8LOOO FLOW STUDIES AND
PULMON ARY FUNCTION STUOiES 3O

67 a Soft Tissue Imaging goGcmER

8 RAIN iM AGNG y'
CARDI AC IM AGNG $
THYROIO lM AG NG f ,

SAUVARY GLAND IMAGNG

Tc-99m BLOOO POOL iMAGNG //O
PLACENTA LOCALIZATION;

.

| UVE R AND SPLEEN IMAGNG q f"y

LUNG IM AGING yg,

SONE IM AGNG 3Of
.

d'Tl Cardiac Imaging jyoOmER

FORM NRC-313M-SUPPLEMENT 8
j page 6C-7sl

|
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Pf1ECEPTOR SPATEMENT (Continued) ,

1 CUNICAL TRAINING AN3 EXPERIENCE OF A80VE NAMED PHYSICIAN (Caranued)
P'C""'" R OF *

CASES INVOLVING COMMENTS
PER$0NAL (AaWhfetat in formeome or conmen a mer es

ISOTOPE (X3NOIT10NS Of AGNOSED OR THEATED PARTICLPATION asemitsNiin dapikser av separeer sheett)

A B C D

P.32 TREATMENT OF POLYCYTHEMIA VERA. O
IS888M'I LEUKEMIA. AND SONE METASTASES

INTRACAviTARnREAmENT
(ce insis *

TREATMENT O F THY ROIO CARCINOMA
i.121

TREATMENT OF HYPERTHYROIOl3M g .

Ana 198 INTRACAVITARY TREATMENT

Cedo INTE RST1TI AL TRE ATMENT
or

Cs137 INTRACAVITARY TREATMENT
. .

T~ INTERSTITI AL TREATMENT
t ,. l.,

Go40
TELETHE RAPY TRE ATMENT

Se90 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

$*M** GENERATOR

(, GENERATOR

Ta som REAcENT KlT3
,()

Cowe

.

.

.

1 OATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

January, 1979 ; February ,1979 and January ,- 1980- = 500 hours

5.PREC TOR 3 5|GN A TUR E
4. THE TRAINING AND EXPERIENCE IN0lCATED ABOVE

WAS OSTAINED UNDER THE SUPERVISION OP:
a, N AMS QP SUPS RVISQR #

Sebastian A. Cook, M.D.
4

h NAME OP INSTITUTION 7. PRECEPTOR' NAME Parase type or t1 .,.c

Cleveland Clinic Foundation
e. M A8UNG AQQRESS ,

9500 Euclid Avenue Sebastian A. Cook, M.D.
'' ^'',

| ' eye'veland, Ohio 44106
'

-

iluly 30,1980s. MATumi ALs ucaNsE NuusER<s>
34-00466-01

PORM NRC.313%$UPPLEMENT S
IS-798

""'' '
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