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F OnM NRC 313M ' U.S NUCLE AR REGULATORY COMMISSION,
Approved:" APPLICATION FOR MATERIALS LICENSE - MEDICAL G AO R0557

** 10 CF R 35

IN STR UCTIONS - Compure ttems I shrough 26 of shus e sn snotost wohcaroon or an apphearson fer ren** valor a laenan. Lo** suppierA*ntat sh**ts '

meere noteuary. Item 26 must be completed on all applosataons and signed Retaan one copy. Submit origw.aland one copy of entore
wpitstron to : Owector, Offoce of Nuclear Matersals Safety and safeguards. Lt 5 Nuclear Regulatory Commasion, nash<ngton O C.

* 20$$5. lipon approvalof thos application. the wplacant swellrecorve a Marerials L i er"e An NRC Morerisk lscense is issued on accord-t

n e enth the generalrmourements contained in To e 10. Code of Federal Regulatoons. Part 30. and the licensee a sublect to Totte 10.n

Code of federal Reguistno.u. Parts 99. 20 and 35 aW ee bcons* f** provisson of Totte 10, Code of federal Regulatoons. Part 170 The
hconse fee category shoukt be stated m frem 26 and tree appropronte fee enclosed.

1.a. N AME AND M AILING ADDRESS OF APPLICANT (insatution, 1.tk STREET ADDRESS (ES) AT WHICH R ADIOACTIVE MATERI AL
firm clinoc physician,etcJ lNCLUDE ZIP CODE WILL BE USE D (11different from 1. Al INCLUDE ZIP CODE

Lakewood Hospital
Same.14519 Detroit Avenue . -

,

Lakewood, Ohio 44107

TE LEPHONE NO.: ARE A CODE (21bl 521 4200

2. PERSON TO CONTACT REG ARDING THIS APPLICATION 3. THIS IS AN APPLICATION FOR: (Check appropriate / tern)

Frank T. Bloe, Consultant = 0 NEW LICENSE
Nuclear "edicine Associates, Inc. th C AMENOMENT TO LICENSE NO. 34-01197-01

c. O RENEWAL OF LICENSE NO.
Tt LE P H O N E N O. : ARE A CODE (216) 6G3 7000 A f g -y A *) /

4. INDIVIDUAL USE RS (Name indsviduals who will use or directly 5.R ADI ATION SAFETY OF FICER (RSO) (Name of person desipiated'
supervin use of radioactive material. Complete Supplements A and 8 as ro<tration safety officer. If other than individualuser. complete resu-
for each individual.) me of training and esperience an in supplement A )

William J. Fayen, M.D. Wilfred M. Gill, M.D. with consul-
William R. Pudvan, M.D. tation from Nuclear Merlicine Assoc, ,

Wilfred M. Gill, M.D. Inc., Cleveland, Ohio 44125

6.a. RADIOACTIVE MATERI AL FOR MEDICAL USE
MAXIMUM MARK MAXIMUM
' N '

ADDITIONAL ITEMS: DES ED L ITRADIOACTIVE MATERIAL D RED T
LiS TE D 1N '

"X" (in millicuries) X" (in milliturias)"

IODINE.131 AS IODIDE FOR TREATMENT
to CFR 31.11 FOR IN VITRO STUDIES OF HYPERTHYROIDISM

10 CFR 35.100. SCHEDULE A, GROUP l AS NEEDE D PHOSPHORUS 32 AS SOLUBLE PHOSPH ATE
FOR TREATMENT OF POLYCYTHEMIA

ti VER A,LEUKEMI A AND BONE METASTASES
,

10 CFR 35.100, SCHEDULE A, CROUP H AS NEEDED
PHOSPHORUS-32 AS COLLOIDAL CHROMIC
PHOSPH ATE FOR INTRACAVITARY TRE AT-

; 10 CF R 35.100, SCHE DU LE A GR OUP 111 MENT OF MALIGN ANT E FFUSIONS.

|
' GOLD-1EE AS COLLOID FOR INTRA-

10 CFR 35.100, SCHE DULE A, GROUP IV AS NEEDED F S ONS
'

I IODINE-131 AS IODIDE FOR TREATMENT
' 10 CFR 35.100, SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINOMA

XENON.133 AS GAS OR GASIN SALINE FOR'

10 CFR 31.100. SCHEDULE A, GROUP VI BLOOD FLOW STUCIES AND PULMONARY X 1000
FUNCTION STUDIES.

r 6 b. R ADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM G.a. Isralessources up to 3mC,usaf for
cahbration and reference standards are authorized under Soccon 35.14(d),10 CFR Part 35, and NEED NO T BE LIS TED.)

CHEMICAL M AXIMUM NUMBER
E LEMENT AND MASS NUMBER ANDIOR OF MILL! CURIES DESCRIDE PURPOSE OF USEPHYSICAL FORM OF EACH FORM

8209220252 820729
PDR FOIA
MIHALB2-310 PDR

_-
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INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

,

For items 7 thsough 23, deck the appropriate box (es) and submit a detailed description of all the requested information. Begin .
*

nach item on a separate sheet. Identify the item number and the date of the application in the loww right corner of each page, if
you indicate thet an appendix to the medicsl licensing guide will be followed, do not submit the pages, but specif y the rev'. ionr

number and date of the ref erenced gulde: Reguistor / Guide 10.8 , Rev. Date:

For all Items excpet #9, #11 and #21, refer to applications for
license #24-01197-01. For Itens #D, #11 and #21, see attached.

~'

15. GENERAL RULES FOR THE SAFE USE OF .

7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERIAL (Check One)

Names and Specialties Attached; and Appendix G Rules Followed;or

Duties as in Appendix 0;or Equivalent Rules Attached
(Check One)

Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check One)

8. TRAINING AND EXPERIENCE Appendix H Procedures Followed;or

Supplements A & B Attached for Each Individual User;
Equivalent Procedures Atta&ed

and

Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (Check One) -

9. INSTRUMENTATION (Check One) Appendix 1 Procedures Followed;or
,

Appendix C Form Attached;or Equivalent Procedures Attached

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

10. CALIDHATION OF INSTRUMENTS Appendix J Form Attached;or

Appendix D Procedures Followed for Survey
Equivalent Information AttachedInstruments; or

Equivalent Procedures Attached;and 19* THERMEWIC USE M RAD &HARMACEWCALS(Check One)
Appendix D Procedures Followed for Dose
Catitrator;or Appendix K Procedures Followed;or

Equivalent Procedures Attached Equivelent Procedures Attached

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

y Description and Diagram Attached Detailed Information Attached;and

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed;or
(Check One)

Description of Traintag Attached Equivalent Procedures Attached

PROCEDURES FOR ORDERING AND RECElVING PROCEDURES AND PRECAUTIONS FOR USE OF
' RADIOACTIVE MATERIAL 21. RADIOACTIVE GASES (e.g., Xenon - 133)

Detailed Information Attached X Detailed Information Attached-

" " ^ ^ " "
PROCEDURES FOR SAFELY OPENING PACKAGES

22. RADIOA:TIVE MATERIAL IN ANIMALS14. CONTAINING RADIOACTIVE MATERIALS
(Check Onel Detailed Information Attached

" ^" " ^ " "Appendix F Procedures Followed;or
23 RADIOACTIVE MATERIAL SPECIFIED IN ITEM G b

Equivalent Promdures Attached Detailed Ir. formation Attached

FORM NRC-313M !
|
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91-glh 24. PE RSGNNE L MONITORING DEVICES
, @ p.
| g T UE

SUPPLIE R EXCHANGE FREQUENCYf, (Check sopropronte boul.

%;;:c
Wj X R. S. Landauer, Jr. E Sons, Inc. ?Jonthlv

"'" '

a. WHOLE-.

MBODY

| O THE n ISpecoty)

a F I LM
.

f b. F INGE R ytO
X R. S. Landauer. Jr. & Sons, Inc. ffonthly,

O T H E n (Specify)

"iM
F ILM

3?VC1
c. WRIST TLD

3G|_-.-% OTH E R (Specify)

M
f5 d. OTH E R (S;* city)

kb$

f
n.
:. m

-

nb
, -3J

g m

b 25. FOR PRIVATE PRACTICE APPLICANTS ONLY
HOSPITAL AGHEEING TO ACCEPT P ATIENTS CONT AINING H ADIOACTIVE M ATE RI AL- a

gyT; N AM E O F H OS SIT AL t1 ATTACH A COPY OF THE AGREEMENT LETTER
%q? SIGNED BY THE HOSPITAL ADMINISTRATOR.;

;N, <7
M AILING ADDHE SS

g-| , c. WHEN REQUESTING THER APY PROCEDURES,
;Q2 ATTACH A COPY OF R ADI ATION SAFETY PRECAU-Ms CI T Y STATE ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE

R ADI ATION DETECTION INSTRUMENTS.
y%-- f 26. CERTIFICATE
|_ } (This item mus t be completed by applican t)
w:,

h. The appl. cant and any of ficial executing this certificate on behalf of the applicant narled in Item la certify that this application is prepared in
Q. conformity with Title 10. Code of Federal Regulations. Parts 30 and 35, and that allinformation contained herein, including any supplements

[4;, attached hereto. is true and correct to the best of our k. Owledge and belief.

-fy - m
#@ . tx APPLICANT F CERTir YING OFFl A L (Sqnsfure)Mih /M$#' a. LICENSE F:E REQUIRED X?'I (See Soctim i10.31,10 CFR 170} p ,Qy y g ,, p

~'

E X ( ) John Zanghi).

M - o'

M l LICEP'".E F E E CATE GORY -. (2) TITLE

, Exempt X Administrator
V c. DATE

,,,

(2) LICENSE F E E E NCLOSED. $ lv,_qg x September 6,1979 r :1=

h F ORM NHC-313v (8-781
,

h
_________ _ _ _ _ _ _us JPrer ared 7/19179
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. PRIVACY ACT STATEMENT
.

Pursuant to 5 U.S C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93 579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on Form NRC 313M.
Thi= information is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334
(October 1,1975).

1. AUTHORITY, Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).
F

2. PRINCIPAL 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 and other persons in the event of inci-
dent or exposure, for their information, investigation, and protection of the public health and safety. The information
may also be disclosed to appropriate Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial proceeding. In addition, this in-
formation may be transferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC decision 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 placed in the NRC's Public Document Room,1717 H Stteet, N.W.,
Washington, D.C.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECTON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested information is not furnished,
however, the application for radioactive material license, or amendment thereof, will not be processed.

5. SYSTEM MANAGER (S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate-
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

FORM NRC-313M
(8 78)
.

Page 4.

O e.

. . .

.A,'"

$ 5b - .m



_ . - - . .

:

(- (-
-

.
;. -

_

.
.

PROCEDURES & PRECAUTIONS FOR USE OF RADIOACTIVE GASES.

I. Quantities to be Used:
,

A. Patient information .,

1. It is expected 10 or more studies per week will be performed
2. The average patient dose will be approximately 5 mci-

B. Possession limit of 1300 mci is requested.

II. Use and Storage Areas:

A. Xenon will be used in either the Special Procedures room or the
CBFA room. Proximity to unrestricted areas is indicated on the
attached diagram. One eight inch thick lead shipping containers
will be used for primary shielding and will be stored in the CBFA
room in a vented wall cabinet.

B. The vented wall cabinet has air access holes in the bottom. A
closed duct system connects it directly to a 66 cfm dedicated roof

,

exhaust blower. Air is drawn continuously through the cabinet and
,

; discharged to the outside. There is an access port to this exhaust
'

system in the Special Procedures room also. *

During Xenon examinations, a second high capacity exhaust system
will be activated. A roof mounted blower is connected to both the
Special Procedures room and the CBFA room. Room selection-is con-
trolled by motorized dampers within the duct system. Existing air
return ducts have similar motorized dampers installed to defeati

return air flow during Xenon procedures.

An additional dedicated air condition system exchanges approximately
800 cfm of air in the Special Procedures room. This system brings
air down from the roof and exhausts it directly to the roof again.
The air is not shared with any other portion of the hospital ventil-
ation system when Xenon examinations are performed.

C. During Xenon storage, the cabinet is continuously under negative
pressure. During Xenon usage, air exhaust in the Special Procedures
room exceeds air intake by 570 cfm, maintaining the room under
negative pressure.

,

i Total air exhausted = 1100 cfm + 800 cfm = 1900 cfm
*

Total air supplied = 800 cfm + 530 cfm 1330 cfm=

Difference = 570 cfm

When Xenon is used in the CBFA room, air is exhausted at 1100 cfm
from this room by activating the appropriate motorized dampers.
There is no other air supplied to this room. The ventilation
system will be checked periodically to verify air flow and rates

I have not changed.

III. Procedures for Routine Use:

A. The 1100 cfm exhaust fan will be turned on. The door will be

Item #21
'

Cor, trol No. 02 2 3 7
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adjusted so a sensible draf t is felt at the opening. A rebreath-
ing apparatus will be fitted to the patient. Valving and tubing
will be examined for continuity. The dose will be shielded at ,

all times, except during transfer between containers and at the
time of patient administration. TLD finger badges and whole body
film badges will be worn by all personnel handling Xenon. _Other
occupational personnel present during the exam will wear whole
body film badges. Visitors will be excluded from the room during
ventilation studies unless their presence is needed or desired.

Xenon will be administered to the patient and the examination will
be conducted. The gas will be collected in a washout bag until
practically no Xenon remains in the patient.

B. Patient studies will be performed using a Rad-X Model #143
Ventil-Con II gas delivery system. Brochure information is at-
tached. The equipment houses a 15 liter reservoir of air (this
includes the transfer tubing) containing 3-5 mci /1 of radioactive
Xenon. Concentration of this gas is monitored by a G-M detector
and subsequently displayed on the console. During examination,
the patient will be allowed to breath this mixture for a short -

interval of time (approximately one minute). Xenon clearance
from the cerebral region will then be monitored for 10-15 minutes
using a Harshaw TASC-5 CDF (Cerbral Blood Flow) system. The
expired gas will be collected in an expandable interface-(a tem-
porary holding bag) until it can be pumped through charcoal filters
which will extract in excess of 90% of the Xenon. The final ex-
haust port from the Ventil-Con II will be connected by an expan-
dable hose to the 66 cfm exhaust system. Hook-ups are available
in both the Special Procedures room and the CBFA room for this
purpose. Discharged gas from the Ventil-Con is menitored by a
G-M detector, which trips an alarm when concentrations exceed 1 x
10-2 uCi/ml.
When the charcoal t rap becomers ren t urate d, IL wliI lie - re p i n e ml.

The used trap will be allowed to decay, stored in the CBFA room
vented wall cabinet. If necessary, additional lead shielding will
be used to reduce exposure levels to 2 mR/hr or less at the exter-
for surface of the wall cabinet.

C. patients will he fitted with a specially designed face mask
which will minimize leakage during examinations. A mask is also
necessary for data acquisition during examinations. patients will
be instructed on the details of the procedure. Special emphasis
will be given on those aspects that require their cooperation.

IV. Emergency Procedures:

In the event there is an accidental patient associated loss of
Xenon into either room, the exhaust blower will clear the room to
levels of 1 x 10-5 uC1/ml in a time to be described. During this
time period, the room will be evacuated, provided patient safety
and comfort can be assured. All unnecessary personnel will evac-

i unte the room and the door will be guarded against inadvertant entry.
|
'

Item #21--
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