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UNITED STATES
@:.c:r recuiatory comussion @)

REGION |
631 PARK AVENUE
KING OF PRUSSIA, PENNSYLVANIA 19406

'\,‘.'a’ v MAY 29 1985

DOCKET NO. 030-28674
CONTROL NO. 18953

Theodore F. Ritzer
45 Bluebird Drive
Colchester, VT 05446

Dear Dr. Ritzer:

This is in reference to your application received May 10,1985, for a
medical byproduct materials license. In order to continue our review,
we need the following additional information:

Vi, The submitted NRC-313M, Supplement A form does not document a
physician’s name. Please submit your Supplement A form (or on
an equivalent form), specifying the state or territory of the
United States of America where you are authorized to dispense
drugs in the practice of medicine. Also include the suffix to

your name specifying your medical degree.

J 2. The training and experience documented on your Supplement B form
indicates Groups IT and III experience with Tc-99m and
Mo=-99/Tc~-99m generators, but no experience with uptake and
dilution studies (Group I) wusing I-125, I-131, Cr-51, Co-58,
Co-60 and Fe-59 in the forms specified under Group I 1in Section
35.100 of 10 CFR 35 (enclosed). Accordingly, Please clarify what
authorization(s) or Groups for which you wish to be licensed. V//

3. ‘(u failed to submit the information required under Items Y, 10,
1 15, 16, 17 and 18 of your application. Please submit
this informatlon. Refer to the enclosed Regulatory Guide 10.8
for the minimum procedures and criteria needed in a nuclear
medicine/imaging program that we find acceptable.

4, Please confirm that the mailing address to be shown on the
license is your Connecticut address.

We will continue our review of your application upon receipt of the
above information. Please reply in duplicate, referencing Control
No. 18953,

Sincerely,

I/

John E., Glenn, Ph.D., Chief
Nuclear Materials Safety Section
Division of Radiation Safety and
Safeguards
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION

i TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY iN
WHICH LICENSED TO

ThHeo boRE F. R{)rzifgmmuo.lpu.b. oNN | VI T, M

SPECIALTY BOARD CATEGORY
A B

[ MONTH AND YEAR CERTIFIED
Cc

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING
LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (S) OF TRAINING LABORATORY LABORATORY
A 8 COURSES EXPERIENCE
{Hours) {Hours)
Cc D

. RADIATION PHYSICS AND
INSTRUMENTATION

., RADIATION PROTECTION

. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

. RADIATION BIOLOGY

RADIOPHARMACEUTICAL
CHEMISTRY

5. EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalent Experience)
MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF USE

NRC FORM 313M Supplement A
9.81)




7/23)8s
Cardiovascular \/Lsocialcs, &.C. XJ

WALLACE B. LEnowiTz, M. D.

2660 MAIN STREET 2068 BRIDGEPORT AVENUE
BRIDGEPORT, CONNECTICUT 06606 MILFORD, CONNECTICUT 06460
TELEPHONE 334-17858 HONE 6874-1789

PURSUG—»J" Yo (tferra «/7 L?«um /wa‘ﬁm_ /1.7&4/,\,‘.7
Yo &\WW Bl o A3 Ia +o ba. /‘(.dw-ej' o N x
fov wae of Te 49 o How  Cordiae Magiwg .

A



INFO$TION REQUIRED FOR ITEMS 7 THROUG%

For Items 7 through 23, check the appropriate box(es) and submit a detailed description of all 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. If
you indicate that,an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revision

number and date of the referenced guide: Regulatory Guide 10.8

, Rev. Date:

15 GENERAL RULES FOR THE SAFE USE OF
7. MEDICAL ISOTOPES COMMITTEE " RADIOACTIVE MATERIAL (Check One)
Names and Specialties Attached; and EE‘"‘”“""‘ T Pl o
Duties as in Appendix B; or Equivalent Rules Attached
(Check One)
Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followed ; or
melemenu A & B Attached for Each Individual User; Bl Praanires Atdhed
Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (Check One)
9. INSTRUMENTATION  (Check One) Appendix | Procedures 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 Attached: or
Appendix D Procedures Followed for Survey ’Equivalent information Attached
Instruments; or (Check One)
] ] THERAPEUTIC USE OF RADIOPHARMACEUTICALS
Equivalent Procedures Attached; and 19. (Check One)
Appendix D Procedures Followed for Dose ,
Calibrator; or Appendix K Procedures Followed ; or
{Check One)
Equivalent Procedures Attached Equivalent Procedures Attached
11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES
Description and Diagram Attached Detailed Information Attached; and
12. PERSONNEL TRAINING PROGRAM Appendix L rrocedures Followed; or
(Check One)
Description of Training Attached Equivalent Procedures Attached
13 PROCED'JRES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF
" RADIOACTIVE MATERIAL 21, RADIOACTIVE GASES (e.g., Xenon — 133)
Detailed Information Attached Detailed Information Attached
PROCEDURES AND PRECAUTIONS FOR USEOF ]
PROCEDURES FOR SAFELY OPENING PACKAGES 22. FA?)?SII:CTIVE MATERIAL IN ANIMALS
14, CONTAINING RADIOACTIVE MATERIALS
(Check One) Detailed Information Attached
| . PROCEDURES AND PRECAUTIONS FOR USE OF
Appendix F Procedures Followed; or 23. RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.b
Equivalent Procedures Attached Detailed information Attached
NRC FORM 313M
9-81) Page 2



NRC FOoRM 313M

(9-81)
10 CFR 35

U.S. NUCLEAR REGULATORY COMMISSION
APPLICATION FOR MATERIALS LICENSE — MEDICAL

INSTRUCTIONS - Complete iterrs | through 26 if this B an initial appiication or an application for renewal of a license. Use supplemental sheets
where necessary. /temn 26 must be completed on all applications and signed. Retain one copy. Subrm!onmmlcndmecopyofmhm
application to . Director, Office of Nuclear Materiais Safety and Safeguards, U S. Nuciear Regulatory Ci g
20665. Upon approval of this application. the applicant will receive a Materials L icense AnNRCMmmbL:cmnmm:nxcord
ance with the general requirements contained in Title 10, Code of Federal Regulations, Part 30, and th= Licensee is subject to Title 10.
Code of Federal Regulations, Parts 19, 20 and 35 and the license fee provision of Title 10. Code of Federal Regulations, Part 170. The
license fee category should be stated in Item 26 and the appropriate fee enclosed.

1, D.C

1.a. NAME AND MAILING ADDRESS OF APPLICANT (institution,
firm, clinic, physician, etc) INCLUDE ZIP CODE

TELEPHONE NO.: AREA CODE( )

1.b. STREET ADDRESSI(ES) AT WHICH RADIOACTIVE MATERIAL
WILL BE USED (/f different from 1.a) INCLUDE ZIP CODE

2. PERSON TO CONTACT REGARDING THIS APPLICATION

TELEPHONE NO,: AREA CODE . )

3. THIS IS AN APPLICATION FOR: (Check appropriate item)
a [] NEW LICENSE
6. [J AMENDMENT TO LICENSE NO.
e. [J RENEWAL OF LICENSE NO.

4, INDIVIDUAL USERS (Name ‘ndividuals who w{l use or directly

5.RADIATION SAFETY OFFICER (RSQ) (Name of person designated

supervise use of radioactive material. Complete Supplements A and B as radiation safety officer. If other than individual user, complete resu-
for each individual. ) me of training and experience as in Supplement A )
6.a. RADIOACTIVE MATERIAL FOR MEDICAL USE e
ITEMS MAXIMUM msls( MAXIMUM
POSSESSION POSSESSION
RADIOACTIVE MATERIAL DESIRED LIMITS ADDITIONAL ITEMS: DESIRED LIMITS
LISTED IN: “x* | (In millicuries) “X* | {In millicuries)

10 CFR 31.11 FOR IN VITRO STUDIES

}
\r
i

10 CFR 35.100, SCHEDULE A, GROUP | AS NEEDED
10 CF‘R 36.100, SCHEDULE A, GROUP |11 AS NEEDF

10 CFR 35.100, SCHEDULE A, GROUP 111 §
10 CFR 356.100,SCHEDULE A, GROUP IV AS NEEDED
10 CFR 36.100, SCHEDULE A, GROUP V AS NEEDED

10 CFR 35.100, SCHEDULE A, GROUP VI

IODINE-131 AS IODIDE FOR TREATMENT
OF HYPERTHYROIDISM

1 PHOSPHORUS-32 AS SOLUBLE PHOSPHATE
1R TREATMENT OF POLYCYTHEMIA
cRA,LEUKEMIA AND BONE METASTASES

10SPHORUS-32 AS COLLOIDAL CHROMIC
{OSPHATE FOR INTRACAVITARY TREAT-
ENT OF MALIGNANT EFFUSIONS.

ZJLD-198 AS COLLOID FOR INTRA-
CAVITARY TREATMENT OF MALIGNANT
EFFUSIONS.

IODINE-131 AS IODIDE FOR TREATMENT
OF THYROID CARCINOMA

XENON-133 AS GASOR GAS INSALINE FOR
BLOOD FLOW STUDIES AND PULMONARY
FUNCTION STUDIES

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED INITEM 6.a.
calibration and reference standards are authorized under Secton 35.14(d), 10 CFR Part 35, and NEED NOT BE LISTED.)

(Sealed sources up to 3 ni used for

T [
ELEMENT AND MASS NUMBER PHYSICAL FORM OF EACH FORM DESCRIBE PURPOSE OF USE

NRC FORM 213M
9-81).



APPENDIX C

INSTRUMENTATION

k. Survey meters

v Mamutscrersmame. ABMic Produds  Copp
Maaufacturer's model number: OSA= 49 b ﬂr‘oLe — OS5 X170
Number of instruments available
Minimum range: — 2 mR/hrto — X0 O miiw cts l’bua-\
Maximum range ___Q__ mR/hr to .SQQ'QQ O mRjer eTs { m_—, . *

b. Manufacturer’s name -

Manufacturer's model number:

Number of instruments available

Minimum range mR/hrto ___ mR/hr

Maximumrange ______ _ ___ mR/hrto mR/kr

2 \/Dou calibrator

Manufacturer's name M Pfd“‘t COQP .
Manufacturer's model number cé‘—l £A2 I Ira‘groe c«.\ MUR— gj‘_& ‘

Number of instruments available . J~

3 Instr iments used for diagnostic procedures

Manufacturer's
Type of Instrument Name Mcdel No.

- < E ]
MEOX WS zo/s;‘::“f"&‘m NED ¥ HS - 10/S

4 Other (e g , liquid scintillation counter, area monitor. velometer)

10.8-21
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