foam NRC-313M U.S. NUCLE AR REGULATORY COMMISSION

(8-78) APPLICATION FOR MATERIALS LICENSE — MEDICAL | | | crn sy
10CFR 35 /\yw——-‘,[{ .

Vi S
INSTRUCTIONS - Complete items | through 26

-

r
5

o this B a0 iutial application Or an appi ation 1o- renewal® ense _% tal
" andone« oo

3
where necessary  Item 26 must be completed on ali appications amd signe! Rete n one cOpy ’40 origind o! e-m‘
sopiicaron to . Director, Office of Nuclear Materials Satety and Sateguards U S Au lear Reg Commssion. Washington D £ -
20555 Upon approval of this spplication, the apphicant wili receive a Mater.als License An A terials License 15 18s cordi
Qnmwo i
Code of Federa! Reg.lations. Parts 19, 20 and 35 and the license fee provision of Titie 10. Codeé wmm;ﬂn
i

1

keense fee category should be stated n Item 26 and the appropriate fee end/osec { g

1.a. NAME AND MAILING ADDRESS OF APPLICANT insoruton, 1.b. STREET ADDRESS(ES)ATWHICH RADIOACTIVE MATERIAL
firm, elinic, physician, etc.) INCLUDE Z1P CODE WILL BE USED (/f aifferent ra) mcuig_rtw COCE
St. Francis Hospital of New Castle e
1000 South Mercer Street

New Castle, Pennsylvania 16101 Same.

TELEPHONE NO.: AREacooel412) €58 3511
2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION FOR: (Check appropriate item)
Charles Anthony Giomuso, Consultant] «|0!~ew uicense 37-07739-01
Nuclear Medicine Associates, Inc. "g WRINIRT VO LGEMES MO, = -

e O renewaL OF LICENSE NO.
TELEPHONE NO.: AREA cooe(216) 663 7000

4. INDIVIDUAL USERS (Name individuals who will use or directly S.RADIATION SAFETY OFFICER (RSO) (Name of person designated
. "supervise use of radioactive material. Complete Supplements A and B as rad.aron satety officer  If ather than individual user, complete resu-

for each individual. ) me of training and experience 83 in Supplement A ) Change tO¢
Refer to license #37-07739-01, Dean Rombach with consultation from
amendment #32. Nuclear Medicine Assoc., Inc., Cleve-
land, Ohio 44125 (Refer to Supplement A)

6.a RADIOACTIVE MATERIAL FOR MEDICAL USE

MAXIMUM MARK MAXIMUM

ITEMS | POSSESSI ITEMS
RADIOACTIVE MATERIAL DESIRED oi:sm“on ADDITIONAL ITEMS: DESIRED | ' CLocoSiON

LIMITS
LISTED IN: “x* | (in millicuries) X" | fin millicuries)

IODINE-131 AS IODIDE FOR TREATMENT
OF HYPERTHYROIDISM

10 CFR 31.11 FOR IN VITRO STUDIES

10 CFR 35.100, SCHEDULE A, GROUP | AS NEEDED PHOSPHORUS-32 AS SOLUBLE PHOSPHATE
FOR TREATMENT OF POLYCYTHEMIA
VERA LEUKEMIA AND BONE METASTASES

PHOSPHORUS-32 AS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-

GOLD-198 AS COLLOID FOR INTRA-

CAVITARY TREATMENT OF MALIGNANT
10 CFR 35,100 SCHEDULE A, GROUP IV AS NEEDED EFFUSIONS.

10 CFR 35.100, SCHEDULE A, GROUP 11 AS NEEDED

IODINE-131 AS IODIDE FOR TREATMENT
10 CFR 36,100, SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINOMA

& * XENON-133 AS GAS OR GAS IN SALINE FOR
10 CFR 35.100, SCHEDULE A, GROUP V| BLOOD FLOW STUDIES AND PULMONARY
FUNCTION STUDIES.

6b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.8. (Seaiec sources up to 3 mCi used for
calibration and reference standards are authorized under Section 35.14(d), 10 CFR Part 35, and NEED NOT BE LISTED.)

cuamen M LT
MENT A
L ND MASS NUMBER PHYSICAL FORM OF EACH FORM DESCRIBE PURPOSE OF USE

The purpose of this plication ﬂs to reflect|a change in the
Radiation Safety Offifcer at this linstitution.| Additionally,
we request authorizatfion for RIA kit dispensifgg to the labora-
tory. Please refer the attacqed addendum $#1 for further
information.

! Lig Log tuly un
FORM NRC. Y10

f L " -
8508130376 850724 Ol a0 - 6N
REG1 LIC30 - /a v
37-07739-01 PDR

—




{NFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

‘For Items 7 through 23, check the appropriate box(es) and submit a detailed description of all the requested information. Begin

(-:h item on a separate sheet. Identify the item number and the date of the application in the lower right corner of each page. If
indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revsion

number and date of the referenced guide: Regulatory Guide 10.8 R, R .

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 B; or Equivalent Rules Attached .

(Check One) 2

Equivalent Duties Attached 16. EMERGENCY PROCEDURES. {Check One)

8. TRAINING AND EXPERIENCE Appendix H Procedures Followed; or

i«::plmnu A & B Attached for Each Individual User; Saulvatont Prossdures Attached

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

9. INSTRUMENTATION  (Check One)

Appendix | Procadures Followed, or

Appendix C Form Attached; or Equivalent Procedures Attached

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

10. CALIBRATION OF INSTRUMENTS Appendix J Form Arttached; or

Appenaix D Procedures Foillowed for Survey

Equivalent Information Attached
Instruments; or
(Chack One)

Squivalent Procedurss Attached: and 19. THERAPEUTIC L;gie?:g’:?IOPHARMACEUTICALS

Appendix D Procedures Followed for Dosa

Cal trator; or Appendix K Procedures Followed ; or

(Check Onej

Equivalent Procedures Attached Equivalent Proedures Attached

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

Description and Diagram Attached Detailed In‘ormation Attached; and

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed; or

{Check One)
Description of Tralning Attachad Equivalent Procadures Attached

13, PROCEDURES FOR ORDERING AND RECEIVING PROCENURES AND PRECAUTIONS FOR USE OF
" RADIOACTIVE MATERIAL 21 RADIOACTIVE GASES fe.g., Xenon — 133)

Detailed Information Attached Detiilad Information Attached

A I
PROCEDURES FOR SAFELY OPENING PACKAGES 22 = I CHAVIG OV e

14, CONTAINING RADIOACTIVE MATERIALS
{Check One)

" RADIOACTIVE MATERIAL IN ANIMALS

TOQtailed Information Attached

Appendix F Procedures Followed ; or

L
PROCEDURES AND PRECAUTIONS FOR USE OF
RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6b

Equivalent Procedures Attached

Detailed Information Attached

FORM NRC-J11Mm
8-/8)

i &




v .
¢ .

24. PERSONNEL MONITORING DEVICES

TYPE
(Check sppropriate box) SUPPLIER EXCHANGE FREQUENCY
(g Refer to application for license
a. WHOLE i
po— #37-07739-01
OTHER (Specity)
Fiuwm
b. FINGER
x TLO
OTHER (Specity)
FiLm
c. WRIST LD
OTHER (Specity)

d. OTHER (Specify)

2. FORPRIVATE PRACTICE APPLICANTS ONLY

s HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL

NAME OF HOSPITAL B ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HUSPITAL ADMINISTRATOR.

MAILING ADDRESS
. e. WHEN REQUESTING THERAPY PROCEDURES,

CiTy ]cnn I ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE
RADIATION DETECTION INSTRUMENTS.

ATTACH A COPY OF RADIATION SAFETY PRECAU-

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

The applicant and any official executing this certificate on behalf of the spplicant named in Item 18 cer
confarmity with Title 10, Code of Federal Regulations, Parts 30 and 35, and that all information
ortached hereto, is true snd correct to the best of our knowledge and belef.

tify that this application is prepared in
contained herein, including any supplements

o. LICENSE FEE REQUIRED
(See Section 170.31, 10 CFR 120)

(1) NAME (THpe of Print)

X
(1) LICENSE FEE CATEGORY @ 7T
7B X
c. DATE
(2) LICENSE FEE ENCLOSED: 8 40 .00 X
FORM NAC-313% (8.78)

Page 3



PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 552alel(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,
This 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 US.C 2111 and 2201(u)).

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 th.ercof.

. -

3. ROUTINE USES The information may be used: (a) to provide records to State health depar}'menu 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 healith 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 Street, NW,,
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 radicactive material license, or amendment thereof, will not be processed,

5. SYSTEM MANAGERI(S) AND ADDRESS Cirector, 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 NARC-31IM
8-78)

Page 4



ADDENDUM #1

The purpose of this application is to request authori-
zation to transfer radioactive materials from the
nuclear medicine department to the laboratory department
of the hospital. The laboratory will operate under a
general license. The material to be transferred to the
laboratory department shall be obtained by the nuclear
medicine department under the conditions of 10 CFR 31.11
(d). The material shall be stored in the nuclear medi-
cine department in the original shipping package. The
package shall not be opened prior to transfer to the
laboratory. Records of transfer shall be maintained in
the nuclear medicine department.



NRC roRM 313M SUPPLEMENT A U.S NUCLEAR REGULATORY COMMISSION
9-81)

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

I NAME OF AUTHORIZED USER OR RAGIATION SAFETY OFFICER

b —— - — S

{2 STATE OR TERRITORY IN
WHICH LICENSED TO

Dean D, Rombach

l PRACTICE MEDICINE

3 CERTIFICATION

SPECIALTY BOARD _ ¥ CATEGORY MONTH AND YEAR CERTIFIED
A ! 8 | c

—— —

—_—

4 TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TTYPE AND LENGTH OF TRAINING |
- e e e e — - ———
LECTURE SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (S} OF TRAINING | LABORATORY | LABORATORY
A 8 COURSES EXPERIENCE
| {Hours) Hours)
C D

}

|

|

|

. ’ e .
| Presbyterian University Hospital 100 hours

4 RADIATION PHYSICS AND Pittsburgh, PA | 1000hours

INSTRUMENTATION June 1977-June 1978 minimum

e, 42 ]
1
]

" |  30hours
minimum 1000hours

— - S—— 4 - — - SU— ————eed

v RADIATION PROTECTION

¢ MATHEMATICS PERTAINING TO

THE USE AND MEASUREMENT ‘ " 20hours 50hours
OF RADIOACTIVITY

NRC FORM 313M Supplement A
@sn Page 5

\
! | minimum
- ¢ {— : am
¢ RADIATION BIOLOGY 1
. " 20hours 20hours
| . minimum |
RADMOPHARMACEUTICAL !
CHEMISTRY ] " |  30hours 20hours
| | minimum
5. EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalent E xperience)
»_lgo—rar_t 'MAXIMUM AMOUNT | WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENCE TYPE OF USE
99mTe | 200mCi Presbyterian Univ. Hosp. ‘
‘ and | 5 years Diagnostic

| East Suburban Health Ctr. I

| lMonroeville, PA

131, | 200mCi %Presbyterian Univ. Hosp. 1 year | Therapeutic
l

1311 | 300uCi | Presbyterian Univ. Hosp. 5 years } Diagnostic

L_A__,___L |East Subu%gg.n Health Ctr., | {

4%

continued on page




Page 2

Supplement A

Dean D.

Rombach

ISOTOPE | MAXIMUM AMOUNT | WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE| TYPE OF USE

123; 300 ulCi Presbyterian Univ., Hospital 5 years Diagnostic
East Suburoa:ngealth Center

125I 10uCu Presbyterian Univ, Hospital 1 year Diagnostic

133Xa 10mCi Presbyterian Ugiv. Hospital 5 years Diagnostic
East Suburba:nﬂealth Center

67ga 3.0mCi w 5 years Diagnostic

201y 2.5mCi . 5 years Diagnostic

T5ge 250ucCi . 5 years Diagnostic

Slop 50uCi ! L years Diagnostic

5Tco . 5uCi . 5 years Diagnostic

1liy, 2mCi Presbyterian Univ. Hospital 1 year Diagnostic

69Yb 1mCi Presbyterian Univ. Hospital 5 years Diagnostic
East SuburbaﬁNgealth Center

SQFe 50uCi Presbyterian Univ. Hospital 1 year Diagnostic




Presbyterian-University Hosﬁital

Pittsburgh, D Pennsylvania d

School of Nuclear Medicine Technology
1his is to Certify that

Dean D Hombach

has satisfactorily completed the course in Nuclear Medicine ﬁcﬁno/ogy as approved
by the American Medical Association Council on Medical Education.

This Certificate was awarded on Jm 30, Ij]&

—Z%/Z« ﬁw\ K’XM‘M;

DIRECTOR, SCHOOL OF NUCLEAR MEDICINE ECNNOLOOV DIRECTOR, DEP A TMENT OF NUCLEAR MED E




