
( CW 'MO DL=30%H
, . ..

-
.

. .

lNRC FORM 313M U.S. NUCLE AR REGUL ATORY COMMISSION Approved tv OMB
"" "'

APPLICATION FOR MATERI ALS LICENSE - MEDICAL,

10 CFR 35

INSTR UCTIONS - Compsere Irems t erout x if eis a m initsar application or en wo ication for renewat af a locense Un supplementar sheetsr
where necessary. Item 26 must be completed on allapplications ano signed. Retson one copy. Submit originaland one copy of entire
appincetoon to : Director, Office of Nuclear Materisk Safety and safeguards. U.S Nuclear Regulatory Commission. Washington, D C.
20$$5. Upon worovalof this wolication, me applicant willreceive a Marenats License. An NRC Materials License a issuedin accord-
mce owth the general requirements contained h Title 10. Code ut federal Regulations. Part 30. and the Licensee h subsect to Totte 10,
Code of Federal Regulatoons Parts 19,20 md 35 and the locense forprovision of Title 10. Code of Federal Regulations. Part !?Q The
hcense fee category should be stated me Irem 26 and the opropriate for enclosed.

In NAME AND MAILING ADDRESS OF APPLICANT (institution, 1.ta, STREET ADDRESS (ES) AT WHICH RADIOACTIVE MATERIAL
firm, clinic, physician, etc) INCLUDE ZIP CODE WILL BE USED (If different from 1.4) INCLUDE ZIP CODE

WARD MAXSON, M.D. SAME
3100 MAC CORKLE AVE. S.E.
CHARLESTON,W.VA. 25304

TE LEPHONE NO.: ARE A CODE (304, 343-0523
,

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION FOR: (Check appropriateitem)

VINCENT A. GARGARO WITH UNIVERSAL '' E NEW LfCENSE
A O AMENOMENMO LICENSE NO.CONSULTANTS, N. RIDGEVILLE, OHIO "" ^ ' ' " " ~

TE LEPHONE NO.: ARE A CODE 2 l 6 ) _322 9 8 3'2

4. INOlVIDUAL USERS (Nane individuals who will use or d.recdy 5. RADIATION SAFETY OFFICER (RSO)(Name ofperson designated
supervise use of radioactive material. Complete Supplements A and B as radiation safety officer. If other than individualuser compiere resu-
for each individual.) me of training and experience as in supplement AJ

WARD MAXSON, M.D. WARD MAXSON, M.D.

6.a RADIOACTIVE MATERIAL FOR. MEDICAL USE
MAXIMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADOITIONAL ITEMS: DESIRED LIMITSRADIOACTIVE M ATE RI AL DESIRED LIMITS
LISTED 1N: ~X'' un millicuries)

'

''X" (In millicuries)

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

10 CFR 35.100, SCHEDULE A, GROUP 1 AS NEEDED PHOSPHORUS-32 AS SOLUBLE PHOSPHATE
FOR TREATMENT OF POLYCYTHEMIA
VER A, LEUKEMIA AND BONE METASTASES

10 CFR 35.100, SCHEDULE A GROUP 11 AS NEEDED
PHOSPHORUS-32 AS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-

10 CFR 35.100, SCHEDULE A, GROUP 111 MENT OF MALIGNANT EFFUSIONS.

GOLD-198 AS COLLOID FOR INTRA-

10 CFR 35.100, SCHEDULE A, GROUP IV AS NEEDEb F S ONS

IODINE 131 AS lODIDE FOR TREATMENT
10 CFR 35.100. 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 VI Bl 00D FLOW STUDIES AND PULMONARY

FUNCTION STUDIES.

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (seatedsourcosup tos,rCiusedfor
calibration and reference standards are authorized under Section 35.14(d),10 CFR Part 35, and NEED NO T BE LISTEDJ

CHEMICAL MAXIMUM NUMBE R
ELEMENT AND MASS NUMBER pgyp,NC L ORM OFE M

I-125 (AECL MODEL C-324 ) SEALED 200 mC1 eaCh BONE DENSITOMETRY,
SOURCE TOTAL 400 mci LUNAR MODEL SP2 P,m g

4

Gd-153 (LUNAR GD SERIES) SEALED 1.5Ci eaCh BONE DENSITOMETRY
SOURCE - LUNAR MODEL DP3 '

license fee informtm 2X*U"N2C FORM 313M ()q ppg p3 p
B604070214 850210 e ! qi H
REG 2 LIC30 h&l JAN 131NB

.

47-20964-01 PDR . --
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INFORMATION REQUIRED FCR 1 EMS 7 THROUGH 23 *

For it:ms 7 through 23, check the cppropri;te box (es) and submit a detailed desalption of til tiv requested information. Begin
each item on a separate sheet. Identify the item number and the date of the application in the lower rght corner of sech page. If
you indicate that an appendix to the medical licensing guide will be followed, do tw:t 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 OF7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERIAL (Check Onel

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

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

Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check Onel

8. TRAINING AND EXPERIENCE Appendix H Procedures Followed;or

Supplements A & B Attached for Each Individual User;
X Equivalent Pro <mdures Attached

and

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

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

X Appendix C Form Attached;or Equivalent Procedures Attached

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

t ,
10. CAllBRATION OF INSTRUMENTS X Appendix J Form Attached;or

| Appendix D Procedures Followed for Survey
Equivalent Information Attached

Instruments: or
.

"' '.

X Equivalent Procedures Attached;and 19. THERAPEUTIC USE OF RADIOPHARMACEUTICALS(Check One)
Appendix D Procedures Followed for Dose .

Calibrator; or Appendix K Procedures Followed;or

Equivalent Procedures Attached Equivalent Procedures Attached
.

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

X Desaiption and Diagram Attached Detailed Information Attached;and

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

X Description of Training Attached Equivalent Procedures Attached

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

X Detailed information Attached Detailed Information Attached

^
PROCEDURES FOR SAFELY OPENING PACKAGES

22. RADIOACTIVE MATERIAL IN ANIMALS14. CONTAINING RADIOACTIVE MATERIALS
(Check Onel Detailed information Attached

^ ' ^Appendix F Procedures Followed;of
23 ~ RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.bX

Equivalent Procedures Attached Detailed information Attached

exc romu sisu
C41) Pbge 2

"V: . ,
# 14 ,

. .

________ _



.d

-.

_'. ..
,

.

24. FERSONNEL MONITORING DEVICES
Tm

SUPPLIE R EXCHANGE FREQUff4CY(Check apprepn.e dios)

PILM

c.WHOLE
BOOY TLD

OTHERASpc841

FILM

is. FINGER g yto R.S. Landauer & Sons monthly

OTHER Specs 41

alLM

c. WRIST TLD

OTHER (Specr41

*
d. OTHER (Sp c#rl

1-

Applicant JN -

Check No. 6 y yg |

bCUI-he 3 - #g k
06 GI ?C

,

Date c x gp~~ j

Reccind Bw- %
~

Ei. FOR PRIVATE PRACTICE APPLICANTS ONLY
a. HOSP 8TAL AGREEING TO ACCEPT P ATIENTS CONT AINING RADIOACTIVE M ATERI AL

N AME OF MOEPITAL tt ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINi$tRATOR.

"# " ^ " *
c. WHEN REQUESTING THERAPY PROCEDURES.

ATTACH A COPY OF RADIATION SAFETY PRECAU-
CITY STATE ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE

R ADI ATION DETECTION INSTRUMENTS.

28. CERTIFICATE
(This item must be completed by orplicas t) -

The coax ni .ad .ny ottic= ...cutine inie certiv.c t. on inheir of the oppi.e nt nom.d in ::.m t o e-tie th.: thie opiic tion i. pr.pered inv
cmnformity unin Tets.10. Code of F. der.1 R eut.i.ons. Ports 30.ad 35. .nd ihet it informee.,n cont ined herein !ncluding .ny supplements
ect.ched hereto. true and correct to in insi of our knows doe and t= t.

et yd R T iG FricsAt. is.wieawel |

LICENSE FEE REQUIRED X [ k .

(se. seco m s m 29. to cv n u n i

,,, (,,, gy$ ,dQ# /j/|/}gfgf;/w Agx
l 787LE 'til UCENSE FEE CATEGORY: '

h g gpg7C X-

c.FDATE
m UCENSE FEE ENCLOSED: S 580.00 X - -

NRC FORM 3138 (941)
.

.

__ -. . .-. - - - - - - - - --- -
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PRIVACY ACT STATEMENT |,

Pursuant to 5 U.S.C. 552 ale)(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 informaticin to the Nuclear Replatory Commission on NRC Form 313M.
This mformation is maintamed 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)).

2. PRINCIPAL PURPOSE (S) The information is evaluated by the NRC staff pursuant to the criteria set forth m 10 CFR
Parts 30 36 to determme 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 mformation
and use; and (b) to provide information to Federal, State, and local health officials and other persons m the event of ince-
dent or exposure, for their information, investigation, and protection of the public health and safety. The mformation
may also be disclosed to appropriate Federal, State, and local agencies m the event that the information mdicates a
violation or potential violation of law and m the course of an administrative or judicial proceeding. In addition, this in.
formation may be transferred to an appropriate Feoeral, 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 N.W ,
Washington, D.C.

'

4 WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested mformation is not furnished,
however, the application for radioactWe 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.

c..
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NRC FORM 313M
I (941)
|
!

Page 4* -
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U.S. NUCLEAR REGULATORY COMMISSIONNRC FORM 313M SUPPLEMENT A * -

''#
TRAINING AND EXPERIENCE-

AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZEC USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

WARD MAXSON, M.D. PR ACTICE MEDICINE
WES, VIRGINIA

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

AMERICAN BOARD OF OB/GYN

4. TPAINING 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 B COURSES EXPERIENCE
| Hours) (Hours)
C D

UNIVERSAL CONSULTANTS, INC
a. RADI ATION PHYSICS AND N. RIDGEVILLE, OHIO 3 HRS

INSTRUMENTATION NRC LICENSE #34-20327-01

COURSE HELD AVON LAKE,
b RADI ATION PROTECTION OHIO 2 HRS

DEC. 7, 1985

c. MATHEMATICS PERTAINING TO [
1 HRTHE USE AND MEASUREMENT # '

OF RADIOACTIVITY

d. RADI ATION BIOLOGY 3 HRS

e. RADIOPHARMACEUTICAL
CHEMISTRY

5. EXPER1ENCE WITH RADIATION. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED . DUR AllON OF EXPERIENCE TYPE OF USE

I-125 200 mci DURING INSTALLATION 16 HRS BONE
DENSITOMETRS

Gd-153 1.5Ci
DURING INSTALLATION 16 HRS BONE

DENSITOMETRN

NRC FORM 313M Supplement A *

(9-81) Page 5
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APPENDIX C
INSTRUMENTATION

1. SURVEY METERS
a. MANUFACTURER'S NAME ---- .VICTOREEN

MANUFACTURER'S MODEL NUMBER ----CDV-700
NUMBER OF INSTRUMENTS AVAILABLE ---- 1.
MINIMUM RANGE: O MR/HR TO O.5 MR/HR
MAXIMUM RANGE: O MR/HR TO 50.0 MR/HR

,

b.. MANUFACTURER'S NAME ----
MANUFACTURER'S MODEL NUMBER ----
NUMBER OF INSTRUMENTS AVAILABLE ----
MINIMUM RANGE: MR/HR TO MR/HR
MAXIMUM RANGE: MR/HR TO MR/HR

2. DOSE CALIBRATOR {S}
MANUFACTURER'S NAME ______________________________
MANUFACTURER'S MODEL NUMBER ______________________
NUMBER OF INSTRUMENTS AVAILABLE __________________

3. INSTRUMENTS USED FOR DIAGNOSTIC PROCEDURES

TYPE OF INSTRUMENT MANUFACTURER'S NAME MODEL NO.

4. OTHER <e.g., LIQUID S'CINTILLATION COUNTER, AREA MONITOR,
VELOMETER}

ITEM #9
1 OF 1 PAGE
PREPARED: 12/16/85
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CALIBRATION OF INSTRUMENTS

A SURVEY METERS WILL BE CHECKED FOR OPERABILITY PRIOR TO EACH
USE. THIS WILL BE ACCOMPLISHED BY HOLDING THE DETECTOR
AGAINST AN INSTRUMENT CHECK SOURCE. IF ANY READING WITH THE
SAME GEOMETRY IS NOT WITHIN + OR - 20% OF THE READING
DISPLAYED AFTER CALIBRATION, THE INSTRUMENT WILL BE
RECALIBRATED. THE READING OBTAINED WILL BE INCLUDED ON ALL
RECORDED SURVEYS.

,

THE UNITS WILL BE CALIBRATED AFTER SERVICING AND AT LEAST
ANNUALLY BY THE MANUFACTURER OR BY UNIVERSAL CONSULTANTS,
INC., NORTH RIDGEVILLE, OHIO, IN ACCORDANCE WITH THE
PROCEDURE OUTLINED IN APPLICATION FOR NRC LICENSE
#34-20327-01. RECORDS OF THESE CALIBRATIONS WILL BE
MAINTAINED AND RECOMMENDATIONS FOR REPAIR WILL BE FOLLOWED.
A SURVEY METER WILL NOT BE USED'BEYOND THE ANNIVERSARY OF IS
LAST SUCCESSFUL CALIBRATION.

ITEM #10
|

, 1 OF 1 PAGE

PREPARED: 12/16/85
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FACILITIES AND EQUIPMENT

The sources for 'the instruments will be stored in the scanner
units at all times. The units will remain locked with the kevs in,

the acssession of the authoriced user. No metal or other parts will
be removed from the scannerc.

The Ecne Densitcmeters will be secured at all times against
unauthcriced removal. The clinic is locked at all times personnel
are not present.

The scccces will cniv be used in the eculpment specifically designed
tc scccmmcdate the source as recommended by the Manut acturer.

The Msnuf<cturer's Operating Procedure rtanual will be followed.

All msintenance sac repair w11~1 ce performed by the Manufacturer.

Raataticn ' e .el s in unrestricted areas will be maintained less,

than e limits scecified in 10 CFR 20.105

ITEM # 11
1 of 1 page
Prepared: 12/16/85

|
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PERSONNEL TRAINING FROGRAM

All personnel using the Bone Densitometer will be given a training
course by the Manufacturer and required to read the Instruction !

Manual prior to performing any clinical studies. The training
will be conducted during installation.

Annually or whenever there is a significant change in the duties,
regulations, or the terms of the license, a review course will be
given by the physician pertaining to the safe handling of
Radioactive Material and items required by 10 CFR 19.12.

Consultation will be given by Universal Consultants, Inc., North
Ridgeville, Ohio, as needed.

A record of all training will be maintainea for inspection.

Item # 12
1 of 1 page
Prepared: 12/16/85
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PROCEDURES'FOR. ORDERING AND RECEIVING RADIOACTIVE MATERIAL

The authorized users or his/her designee will place all orders
for radioactive material and will. ensure that the recuested
materials and. quantities.are authori:ed-by the license..and~that
,the possession limits are.not'ei:ceeded. The receiot-~ area is- ,

designed such that~ radiation levels ~in unrestricted areas do not
e::ceed the limi ts specified, in 10CFR 20.105.

During normal working hours, carriers will be instructed to
deliver' radioactive packages directly to the facility listed in
Item # 1, on Form NRC 31;M.

During off duty hours, radioactive packages will not be delive' red.

Personnel not trained in the proper handling of radioactive
materials are not to personally accept packages containing
radioactive materials.

If the package is wet or appears to be damaged, IMMEDIATELY
contact.the Radiation Safety Officer. Ask the carrier tc remain
until it can be determined that neither he nor the delivery
vehicle is contaminated.

. .

Item #.10
1 of 1 page
Prepared: 12/16/95,
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Appendix F

Procedures For Safely Opening Packages
Containing Radioactive Material

1. Special requirements will be followed for packages containing
quantities of radioactive material in excess of the Type A
quantity limits as specified in paragraphs 20.205 (a) (1) and

| (c) (1) of 10 CFR Part 20 (more than 20 Ci for Mo-99 and Tc-99m) .
They will be monitored for surface contamination and externalI

radiation levels within 3 hours after receipt if received
during working hours or within 18 hours if received after
working hours, in accordance with the requirements of para-
graphs 20.205(a) through (c). All shipments of liquids greater
than exempt quantities will be tested for leakage. The NRC
Regional Office will be notified in accordance with the regg
ulations if removable contamination exceeds 0.01 uCi/100 cm
or if external radiation levels exceed 200 mR/hr at the package
surface or 10 mR/hr at 3 feet (or 1 m).

2. For all packages, the following additional procedures for
! opening packages will be carried out:

a. Put on gloves to prevent hand contamination.

b. Visually inspect package for sign of damage (e.g.,
wetness, crushed). If damage is noted, stop procedure
and notify Radiation Safety Officer.

c. Measure exposure rate at 3 feet (or 1m) from package
| surface and record. If > 10 mr/hr, stop procedure and

notify Radiation Safety Officer.

d. Measure surface exposure rate and record. If > 200mR/hr,
'

stop procedure and notify Radiation Safety Officer,

e. Open the package with the following precautionary steps:

(1) Open the outer package (following manufacturer's
directions if supplied) and remove packing slip.

(2) Open inner package and verify that contents agree
with thcse on packing slip. Compare requisition, t
packing slip, and label on bottle.

(3) Check integrity of final source container (i.e.,
inspect for breakage of seals or vials, loss of
liquid, and discoloration of packaging material) .

(4) Check also that shipment does not exceed possession
limits.

Item #14
1 of 2 pages
Prepared:12/16/85tin the case of special order (e.g., therapy doses)

also compare with physician's written request.

.

. . - - _ . . . . , _ _ . .-, - _ - - .-



_. _

.
* *

|',,1 .

*
* -. .

,

|- t .

I ( -

f. Wipe external surface of final source container shield
and remove wipe to low background area. Check wipes
with a thin-end window G-M survey meter, and take
precaution against the spread of contamination as
necessary._

g. Monitor the packing material and packages for contam-
ination before discarding.

(1) If contaminated, treat as radioactive waste.

(2) If not contaminated, obliterate radiation labels
before discarding in regular trash.

3. Maintain records of the results of checking each package.

.

i

e

.

i

.

1

|

Item #14*

2 of 2 pacJes
! Prepared: 12/16/85
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GENERAL RULES FOR THE SAFE HANDLING OF RADIOACTIVE MATERIAL

Wear disposable gloves at all times while handling radioactive
mater:al.

Wear p er sor.n el dosimeters whenever handling.the Bone
. Densitometer Source. Finger ring-type dosimeters will te worn.

Do not touch the area where the source is contained.

Do not remove any inserts from the Manufacturer-supplied Densitameter.

Do not eat, drink, smoke or apply cosmetics in any area where
radioactive material is stored or used.

All repairs will be performed by the Manufacturer.

The Manufacturer's Operating Procedure Manual will be followed
for source e:: changes.

.

Item # 15
1 of 1 page
Prepared: 12/16/85
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EMERGENCY FROCEDURES

If an emergency arises pertaining to the source,
the following procedures will be implemented.

The Radiation Safety Officer will be notified immediately.

The Manufacturer will be notified.

Restrict access to the area.

Notify Universal Consultants. Inc.

If licensed material is last er stolen, repcrts will be submitted
to the NRC in accordance w:tr the regulations.

ITEM # 16
*

1 of 1 page
Prepared: 12/16/85
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WASTE DISPOSAL

1. Liquid waste will be disposed of (check as appropriate) .
In the sanitary sewer system in accordance with 20.303 of
10 CFR,Part 20.

Held for decay until radiation levels, as measured in a low
background area with a low-level survey meter and with all
shielding removed, have reached background levels. All radi-
ation labels will be removed or obliterated, and the genera-
tors will be disposed of as normal trash.

By commercial waste disposal service (see alIso Item 4 below).
Other (specify) :

2. Mo-99/Tc-99m generators will be (check as appropriate).

Returned to the manufacturer for disposal.

Held for decay until radiation levels, as measured in a low
background area with a low-level survey meter and with all
shielding removed, have reached background levels. All radi-
ation labels will be remo,ved or obliterated, and the genera-
tors will be disposed of'as normal trash.

Disposed of by commercial waste disposal service (see also
Item 4 below).

Other (specify) :

3. Other solid waste will be (check as appropriate).
Held for decay until radiation levels, as measured in a low
background area with a low-level survey meter and with all
shielding removed, have reached background levels. All radi-ation labels will be removed or obliterated, and the waste
will be disposed of in normal trash.

Disposed of by commercial waste disposal service (see also
Item 4 below).

X Other (specif y) : Returned to |tanufacturer, in original shipping
contiLner.-

4. The commercial waste disposal service used will be:

(Name) (City, State)3
NRC/ Agreement State License No.

Item 418
1 of 1 page_ ,

Prepared: 12/16/85
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