S O U.‘.ML'“. RESULATORY COMMI SSION by OMB
981 i ;”" M'
Povic 8 APPLICATION FOR MATERIALS LICENSE — MEDICAL ma———"

INSTRUCTIONS - Complete ems | 0wough 26 f i B & /w08l p0kcaton or an apoi<aton for renewsl of & hceres  Use suoolementsl sheers
Wi o Tecesaary | fem 26 must De coOmpiened on sl a0 <atore and wgned.  Retien 0ne 0Dy Subrmit orsgenel and one copy of mntire
woicanon to  Dwector Office of Nuclew Marer sls Salery and Seteguerds U S Nucles Regulstory Commamon Washngton 1 C
20655 Upon aporovel of e spoicstion B sppixant el recevwe s Matensls Lcense An NRC Materials Lxconae & smwd in sccord -
27Ce WP the genersl reguremen s coneed » Titte .0 Code of Federsi Reguistone, Part 30, and the Lxceese & subyect to Title 10,
Code of Feders! Regulatomns. Perts 19 20 and 15 and e Iiceres fee provwmon of Titke 10. Code of Federsi Reguisnons. Part 170 The
conae 'we category houkl be staved w1 Tem 26 and he aporopnat fee enclosed

1.a. NAME AND MAILING ADDRESS OF APPLICANT (insombon,
fim, clime, physicwen, etc) INCLUDE ZIP CODE
Fairview General Hospital
18101 Lorain Road

Cleveland, Ohio 44111

TELEPHONE NO. AREA cooe@161476 7000

1.o0 STREET ADDRESS(ES) AT WHICH RADIOACTIVE MATERIAL
WILL BE USED (1/ asflerent fram 1.a) INCLUDE ZIP CODE

SAME

2 PERASON TO CONTACT REGARDING THIS APPLICATION

William H. Miller, Consultant
Nuclear Medicine Associates

TELEPHONE NO. ameacooe! 219 L41 5799

1 THIS IS AN APPLICATION FOR
- NEY/ LICENSE
o P AMENDMENT TO LICENSE NO.
e [J meneEwaL OF LICENSE NO.

(Check appraonasm (em)
34-02162-01

4 INDIVIDUAL USERS Name ndividuais who wiil use or directly
supervi e yse of radioactive marenal. Complem Suppiements A and 8
for each ndividudd. )

S ARADIATION SAFETY OFFICER (RSO) (Namw of person deugnamd
a5 raiation safery officer 11 Other han iy Ui LS COMPIETe ey
e of raning and experence & o Supplerment A |
M.D.

Amend to increase authorized use Retain: James A. Patterson,
for: Craig R. Irish, M.D. with consultatl}on from Nuclear '
Medicine Associates, Cleveland,Ohio
6.a RADIOACTIVE MATERIAL FOR MEDICAL USE
P ’z;:‘u:s‘w ma: MAX I MUM
RADIOACTIVE MATERIAL DESIRED ‘ umnou ADOITIONAL ITEMS: OESIRED rot.s:#‘uon
LISTED IN x| tin micuris) v | o iouross
| 131 AS | A T
10 CFR 31.11 FOR IN VITRO STUDIES é?i"i‘pe'ﬂm‘fag%?s'u'° i
10 CFA 35100, SCHEDULE A, GROUP | ASNEEDED || PHOSPHORUS 32 AS SOLUBLE PHOSPHATE
FOR TREATMENT OF POLYCY THEMIA
VERA LEUKEMIA AND BONE METASTASES
10 CFR 356.100, SCHEDULE A, GROUP 1 ASNEEORD | I NUS 32 A COLLOIDAL CHRO'RIC
PHOSPHATE FOR INTRACAVITARY TAEAT-
10CFR 35100 SCHEDQULE A, GROUP 11} MENT OF MALIGNANT EFFUSIONS
GOLD-198 AS COLLOID sg: ;:nr.z- ¥
AVITARY TREATMENT 2 LIGNAN
10 CFR 35100 SCHEDULE A, GROUP 1V AS NEEDED gnu&out .
IODINE-131 AS IODIDE FOR TREATMENT x| 200mc
10 CFA 35 100, SCHEDULE A, GROUP V ASNEEDED || OF THYROID CARCINOMA ‘ mt1
XENON-133 AS GAS OR GAS INSALINE FOR
10 CFR 35 100, SCHEDULE A, GROUP VI BLOOD FLOW STUDIES AND PULMONARY
FUNCTION STUDIES.

6b. RADIOACTIVE MATERIAL FORUSES NOT LISTEDIN
calibration and relerence standards are author red unaer Secoon 35

ITEM 6.2, (Sestect sowrm up 0 1 mC uand for
14(d), 1O CFR Part 35 and NEED NOT BE LISTED )

CHEMICAL

ELEMENT AND MA uMs AND/OR
SRARN e PHYSICAL FORM

| MAXIMUM N

OF MILLICURI DESCRIBE PURPOSE OF USE

The purpose of this application is

OF EACH FORM

solely to ix‘crease the authorized

use of I-131 by Dr. Irjish to include the treatment of @E@‘EIVED
carcinoma. 2y N ‘Tj , Cid
\A (= - | ) L™ A aUe =
L v NOV 2 2 15ar
[ e 1 Ny ’ ver ogd
h/a6q (IS REGION Iy
A AA I
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34-021 62—01




INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23 .

For Items 7 through 23, check the appropriate box(es) and submit a detaiied description of ali the requested information. Begin
each item on a separate sheet. Identify the item number and the date of the application in the lower right corner of each page. |
you indicate that an appendix to the medical licensing guide will be followed, do not ngm! the pages. but specify the revsion
number and date of the referenced guide. Regulatory Guide 108 , Rev. __nf_O___. Date: __OCtober, 1978
For all items below except #8, refer to the renewal application and

March 25, 1983 and letters and applications that followed. For Item #8,
see below.

GENER AL RULES FOR THE SAFE USE OF

7. MEDICAL ISOTOPES COMMITTEE 'S RADIOACTIVE MATERIAL (Check One)

Names and Specialties Attached . and Aopendix G Rules Followed; or

Duties as in Appgendix B or Equivalent Rules Attached

{Check One)
LEQuivlllﬂl Duties Artached 16. EMERGENCY PROCEDURES (Check One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followed  or
N Suooiomsf;t!. ?r}i\gﬁaChe d for: Equivalent Procedures Attached
Supplement A Artached for RSO 17. AREA SURVEY PROCEDURES /Check One)

9. INSTRUMENTATION  (Check One) Appendix | Procedures Followed ; or

Appendix C Form Attached: or Equivalent Procedures Artached

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

10. CALIBRATION OF INSTRUMENTS Appendix J Form Attached or

Appendix © Procedures Followed for Survey

Equivalent Information Attached
Heuments. & {Check One)
] . THERAPEUTIC USE OF RADIOPHARMACEUTICALS

Equivalent Procedures Attached: and 19. (Check One)

Appendix D Procedures Followed for Dose

Calitrator: or Appendix K Procedures Followed  or
(Check One)

Equivalent Procedures Artached Equivalent Procedures Attached

11, FACILITIES AND EQUIPMENT 20. THéRAPEUT!C USE OF SEALED SOURCES

Description and Diagram Attachad Detailed Information Attached : and

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed or

" RADIOACTIVE GASES (e.g., Xenon - 133)

(Check Onej
Description of Training Attached Equivalent Procadures Attached
13 PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF '
" RADIOACTIVE MATERIAL 2

Detailed Information Attached

Detailed Information Attached

PROCEDURES AN AUTIONS FOR

PROCEDURES FOR SAFELY OPENING PACKAGES |22,

4. CONTAINING RADIOACTIVE MATERIALS RADIOACTIVE MATERIAL IN ANIMALS
(Check One)

Detailed Information Arttached

A Aok i F Procadures Fol o PROCEDURES AND PRECAUTIONS FOR USE OF

* RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.b

Equivalent Procedures Attached Datailed Information Attached

NRC FOAM 31IMm
san

Page 2




‘24. PERSONNE L MONITORING DEVICES

Tl ‘t.vn 5l SUPPLIER EXCHANGE FREQUENCY
FiLm
s WHOLE
T™wo g
soov tion for
OTHER Soecity) license #34-02162-01
FILMm
b. FINGER ™o
OTHE A (Specity)
FiILM
¢. WRIST O
E
OTHER (Specity)

d. OTHER /Specty)

2 FORPRIVATE PRACTICE APPLICANTS ONLY
a HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL

NAME OF wOSPITAL b ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR

MAILING ADDRESS ¢ WHMEN REQUESTING THERAPY PROCEDURES,
ATTACH A COPY OF AADIATION SAFETY PRECAU-
city [nnc | 2w cooe TIONS TO BE TAKEN AND LIST AVAILABLE
' AADIATION DETECTION INSTRUMENTS

26. CERTIFICATE
(This item must be complered by applicant)

The applicant and any official executing this certi’ _ate on behai! of the applicant named i~ |tem 1 certify that this spplication s prepared in
contormity with Title 10, Code of Federal Regulations, Parts 30 and 38 and that il information mumn nerein including eny supplements
Stiached Noreto | w 1rue and correct 10 the best of our knowledge snd belef

’”

b Anuchpyén/wﬂﬁnmo OFFICIAL (Sgreturm)

s LICENSE FEE REQUIRED LA~
(See Section 17031, 10 CFR 170} (V) NAME (Type of Print)

X dRNRR MARRRRE s, Kon Missat
1) LICENSE FEE CATEGORY D TITee

7C X Administrator
c. DATE

X 11-12-85

12) LICENSE FEE ENCLOSED § 120,00
NRC FORM 313M (981

Page 3
CONTROLNO. 502 29



PRIVACY ACT STATEMENT . -

Pursuant 10 5 U'SC 552a(e)(3). enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the following
statement s furnished to ndwiduals who supply nformation to the Nuciear Reguiatory Commission on NRC Form 313M

This ntormat.on s maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334
(October 1 1975)

I AUTHORITY Sections B' and 161(b) of the Atomic Energy Act of 1954 as amended (42 US C 2111 and 2201(b))

2 PRINCIPAL PURPOSE(S) The information is evaluated by the NRC statt 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 Commussion’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 intormation to Federal State and !'ocal heaith officials and other persons in the event of inci
dent or 2xposure for thewr information. investigation, and protection of the pubic heaith and safety. The information
may a/50 pe disclosed 1o 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 judicial proceed: In addition this in
format.on may be transterred to an appropriate Fegeral, State or local agency 1o the extent relevant and necessary for
a NRC aecision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
you A copy of the License issued will routinely be piaced in the NRC's Public Document Room_ 1717 H Street. N'W
Wasnington, D C

4 WHETHER CISCLOSURE IS MANDATORY OR VOLUNTARY ANDEFFECTON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested nformation « yvoluntary If the requested ~tormation s not furnisheg

however the application for radioactive material license or ar *ndment thereof will not be processed.

5 SYSTEM MANAGERI(S) AND ADDRESS Director Diwvision of Fuel Cycle and Materai Satety Ottice of Nuciear Mar+
r1a Satety and Sateguards, U S Nuclear Regulatery Commission Washingtor O C 20555

NAC FORM J713M
98"
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somm NRC-313M-SUPPLEMENT B

(=78

U. S NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

Suppiement 8 must be completed by the aplicant physician’s preceptor. |/ more then ane precepfor /s Necessary t© document
experience, 0Ot/ & separam stammment from ssch.

1. APPLICANT PHYSICIAN'S NAME ANO ADDRESS

KEY TOCOLUMN C

FULL NAME

Craig R. Irish, M.D.

PERSONAL PARTICIPATION SHOULD CONSIST OF:

1 Supervised axaminetion of patients 10 determine the suitabelity for
radi 001008 JIegnOsis ANd/OT trestment and recO MMencatian for

Precrbed Jowge.

STAKET ADORESS

21010 ABERODEEN RD,

cry

ROCKY RIVER
torewcob—Shte e

\§ LI -
Y411¢

T STATE
OHiIO

2<Coilsboration in dose calibration and actusl administration of dose
1o the patient inciuding calculation of the radistion dose, related
messurements and plotting of datas.

| JAdequate period of training tO enable Dhy sician 19 manage radicect ive
patients and follow petients through d agnoeis and/or course of
trewtment,

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED O (REATED PERSONAL (Aaditanal info.mation or comemen 3 mey
PARTICIPATION Ow miomitmd in dupiicam on wpscam sheed. )
B - c )
DIAGNOSIS OF THYROID FUNCTION | A0
DETEAMINATION OF BLOOD AND
BLOCO PLASMA VOLUME
131 | LUVER FUNCTION STUDIES
or
I-128  |FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES | 50
IN VITRO STUDIES
OTHER
11128 |DETECTION OF THROMBOSIS
1131 | THYHOID IMAGING 4O
P12 |EYE TUMOR LOCALIZATION 9
Se-7% PANCREAS IMAGING
Y> 169 | GSTEANOGRAPHY Q
X133 | BLOO0 FLOW STUDIES AND
PULMONARY FUNCTION STUDIES 30
omen | 6/Ga Soft Tissue Imaging 20
BRAIN IMAGING 5
CARDIAC IMAGING Q
THYROID IMAGING s
SALIVARY GLAND IMAGING
Te@9m | §L000 POOL IMAGING 1,0
PLACENTA LOCALIZATION
-
UVER AND SPLEEN IMAGING 15‘5‘
LUNG IMAGING i s
BONE IMAGING 305
omen | €VT1 Cardiac Imaging | 40

FORM NAC-J1IM-SUPPLEMENT 8

e-78

Page 8




PRECEPTOR'STATEMENT (Continued)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Can onued)

PERSONAL

NUGGER OF
CASES INVOLVING

COMMENTS
(Acdition sl informeacn ar commen s mey be

AADIOPHARMACEUTICAL PREPARATION

Yo | cenenaToR
S 11y

In113m | GENERATOR
Te-99m REAGENT xITS
Qhar

TOPE CONDITIONS AGNOSE
- - BOR TEATS PARTICIPATION by (wd in Quplicam on wper e iree )
A “ c [*]
32 TREATMENT OF POLYCYTHEMIA VERA,
Sonole) | LEUKEMIA, AND BONE METASTASES 0
A2
v
p ) | INTRACA ITARY TREATMENT
TREATMENT OF THYROID CARCINOMA 5 -
N
TREATMENT OF HYPERTHYROIDISM [0
Aw-198 | INTRACAVITARY TREATMENT
Co60 INTEASTITIAL TREATMENT
or
Cs137 INTRACAVITAAY TREA TMENT
128
= INTERSTITIAL TREATMENT
'E'ﬁ
or TELETHERAPY TREATMENT
Cs137
$~90 TREATMENT OF EYE DISEASE

January, 1979; February, 1979 and January;

L.' THE TRAINING AND EXPERIENCE INDICATED ABOVE
WAS OBTAINED UNDER THE SUPERVISION OF

a NAME OF SUPEAVISON
Sebastian A. Cook, M.D.

2 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

1980 = 500 hours

TZZWW

B NAMEOF INSTITUTION
Cleveland Clinic Foundation

(B=78)

& MAILING ADORESS

9500 Euclid Avenue

4-00466-01

34- -
L’GT__ITT— e ——————
MANAC JIIMEUPFLEMENT S

TP%veland, Ohio 44106

7 MICI"OR' NAME Pu

Sebastian A. Cook M 0

July 30,

1980

CONTROLNO. S U = 2(3
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