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WRC FORM 273 U.S NUCLEAR REGULATORY COMMISSION Aporoved by OMB l
31500041
e APPLICATION FOR MATERIALS LICENSE — MEDICAL b
10CFR 35
|~STRUCT|0~S = Complete itermns | heouoh 26 if 1hs B a0 1ruliai 3001 ATION OF a0 DO ANON T0r 1enewdi 0F 4 hiense  Use suppiementdl sheets

where necessary [tem 26 must e COMDISTES 00 3l ADDIKATXONS 8T SIgned  Retamn one cOpy  Submt 00N ang one copy of entire
awpicaton to  Dwector Othice of Nuctea Materiais Satety and Sateguaras U S Nuciear Reouiatory Commuwon Washington 0 C
20555  Upon approval of this 80pIcaion e appin ant will receve 3 Materials License An NRC Marerials License (5 153060 10 scord
ance with the general requirements contamed w Titte 10 Code of Federal Regulations Part 30 ang the Licensee i subvect to Titie 10
Code of Federai Reguiations Parrs 19 20 and 35 and the lcense fee orovision of Titie 10 Coae of Fedecal Reguiations Part 170 The
hcense fee category shoula be stated n | tem 26 a0 the appropviate lee enclosed

1.a. NAME AND MAILING ADDRESS OF APPLICANT mnsttunon, | V.o STREET AUDRESSIES) A1 WHICH RADIOACTIVE MATERIAL
tum_ clinic. physician, etc) INCLUDE 21P CODE | WILL BE USLD (1t autterent trom J.a) INCLUDE Z21P CODE

|
|
|
|
M. Bruce Viechnicki, M.D. .
College Heights Ob/Gyn Corp.
3131 College Heights Blvd
Allentown, PA 18104 ,
TELEPHONE NO. AREA CODE (. 2/5) 435 - 775 i
2. PERSON TO CONTACT REGARDING THIS APPLICATION | 3. THIS IS AN APPLICATION FOR  (Check appropriate irem) |
Stan A. Huber Consultants, Inc. ‘ a [ NEW LICENSE
}

|
i Same as la

. ‘ 2 T N NO.
200 North Cedar Road, New Lenox, IL 60451 5% UEHONEIY T LACENSE wO
TELEPHONE NC  AREA cooe ( 8151 _480 @187
|4 INDIVIDUAL USERS (Name individuais who wiil use or directly

| supervise use of radioactive matenal. Compiete Suppiements A ana B
tor each nawiOuadl |

. J RENEWAL OF LICENSE NO.

as radation safety officer I othes than individual user  comgplete resu
me Of (1 @aimng and expevience as i Suppiement A |

|
|
!

M.B. Viechnicki, M.D. l M.B. Viechnicki, M.D.

6.a RADIOACTIVE MATERIAL FOR MEDICAL USE

| MAXIMUM | MARK | MAXIMUM
ITEMS POSSESSION ITEMS POSSESSION
RADIOACTIVE MATERIAL DESIRED | LimiTs ADDITIONAL ITEMS l DESIRED : LIMITS
LISTED IN s il {ln mullicurres) i i i l {In nwilicuries)
IODINE - 131 AS IODIDE FOR TREATMENT
10CFR 31.11 FOR IN VITRO STUDIES OF HVPE:T:&RO|O‘SM
10 CFR 35.100, SCHEDULE A, GROUP | ASNEEDED PHOSPHORUS 32 AS SOLUBLE PHOSPHATE

FOR TREATMENT OF POLYCYTHEMIA
VERA LEUKEMIA AND BONE METASTASES

PHOSPHORUS 32 AS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT
10CFR 35.100, SCHEDULE A, GROUP 111 MENT OF MALIGNANT EFFUSIONS.

GOLD-198 AS COLLOUID FOR INTRA-
CAVITARY TREATMENT OF MALIGNANT

10 CFR 35.100, SCHEDULE A, GROUP |11 AS NEEDED

5 RADIATION SA+ETY OFFICER (RSO! (Name of person oesignated

\
10 CFR 35.100 SCHEDULE A, GROUP 1V AS NEEDED EFFUSIONS. J‘
IODINE-131 AS IODIDE FOR raﬁ\mem |
10 CFR 35 100, SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINOMA . (
XENON-133 AS GAS OR GAS IN SAGINE Fon.‘i ‘

10 CFR 36100, SCHEDULE A, GROUP Vi BLOOD FLOW STUDIES AND PULMQNARY $.
FUNCTION STUDIES - 'n . {
|

6b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.8. (Sesied sources up 10 3 mCi used
calibrat;on and reference standards are suthorized under Secoon 35 14(d), 10 CFR Part 35 , and Ng’p NOT aglsrtm

8510280019 850816 - MAXIMUM NUMBE R
REGLI LIC30 PR OF MILLICURIES ?oescmaeunouosusz
37-20887-01  PDR — OF EACH FOAM
Todine-125 Sealed source, Nominal 200 Nuclear Data Model ND1100A
ey oy U AECL Model m’i per source Bone Density Scanner
SHG 3 ] 324 (+25% to -10%) -
| < 1, (Maximm of ”‘114’.

’ # [t two (2) sources)
e QR BEORD capyr L D i e

g "
’ Ay

NARC FORM 3‘3&
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Revy, and ar
moStf}éd to reduce

7. MEDICAL ISOTOPES COMMITTEE

Fl& Names and Specialties Attached; and

Dunties 23 in Appendix B; or
. {Chreck One)

Fqunalent Duties Attached

8. TRAINING AND EXPERIENCE

S §

15

INFORMATION REQUIBED FOR ITEMS 7 THROUGH 23

pae: October 1980

o Rev. ___

GENERAL RULES FOR THE SAFE USE OF
__RADIOACTIVE MATERIAL (Check One)
Appendix G Rules Followed; or :

X_j Equivalent Rules Attached

-~ et et e tteras

16. EMERGENCY PROCEDURES (Check One)

Appendix H Procsdures Followed; et/

j Supplements A & B Attached for Each Individual User;
and

X Equivalent Procadinres Attached

Supplem-m A Attached for RSO,

R

17. AREA SURVEY PROCEDURES (Check One)

For hems 7 thiough 73, check the sppiopriate box{es) and submit » detailed deaoiption of all the tequesied information. Begin
cach ilem on & sepa ate sheel. Identidy the item numbe and the date of the application in the lower right cotner of each page. 11
you indicate that an appendix 1o the medica! licersing puide will be followed, do not subimit the paoes butl specily the reveion
number and date of the referenced guide: Regulmory Guide 10 B S -
NOTE: A1l appendices referenced on this page are based on Regulatory Guide -]0.8

attgﬁhed to t{uis aBB‘lécat ion. Some appendices have been slight
e requlatory blrden.

I ————

9. INSTRUMENTATION  (Check One) Appendix | Procedures Followed
Appendix C Form Attached; or X Equivalent Procedures Antached
)( List by Name and Model Number 18. WASTE DISPOSAL (Check One)
10. CALIBRATION OF INSTRUMENTS Appendix J Form Attached: or
X e S ey Falloruh tur Sy x_|Eavivalent Information Attached
- (Check One) - ==
IOPHARMACEUTICALS
Equivalent Procedures Attached: and 19, THERAPEUTIC USE OF RADIOPHA
{Check One) B
Appendix D Procedures Followed for Dose B
/b/ﬂ Calibratwr; or ///f, Appendix K Procedures Followed; or
{Check Ore) v — -
Equivalent Procedures Attached Equivalent Procedures Attachad

11. FACILITIES AND EQUIPMENT

20. THERAPEUTIC USE OF SEALEQ SOURCES .

Description and Diagram Attached

X

Detailed Information Artached; and

AR

12. PERSONNEL TRAINING PROGRAM

Appendix L Procedures Followed: or -
{Check One)

Desxiption of Trainlh; Attached

Equivalent Procedures Attached

13, PROCEDURES FOK ORDERING AND RECEIVING
RADIOACTIVE MATERIAL

PROCEDURES AND PRECAUTIONS FOR USE OF

21 RADIOACTIVE GASES fe.g., Xenon — 133)

X Detailed Information Attached j Detailed Information Artached
PROCE ECAUTIONS FOR USE OF
PROCEDURES FOR SAFELY OPENING PACKAGES 7 . A‘; . o:un;s:;z: l:L :J,: ARBSALE
14.  CONTAINING RADIOACTIVE MATERIALS 14 -——
L * (Check One) " Detailed Information Attached

Appendix F Procedures Followed: or

PROCEDURES AND PRECAUTIONS FOR USE OF

2. RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6b

Equivalent Procedures Attached

X

W/”lomiled Information Attached” 7

FORM NAC-313M
(s-7m)

Pape 2

el

|
\
|
i
i



i 24 PERSONNEL MONITORING m\ha.

i o ————————— et e e et i — ST Sa——————— ——— — e ———
TYPE
IONoch apprapcism boul SUPPLIER FXCHANGE FRECUENCY
Fiim
| NOT REQUIRED | ) o
a. WhOLE
BODY ne ¢
OTHER [Soec 7
Fiiwm
b. FINGER 0o -
OTHER (Specify)
FILM
c. WRIST TLD
OTHER (Specity|

d. OTHER (Soecity)

2. FORPRIVATE PRACTICE APPLICANTS ONLY
8. HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATE RIAL |

NAME OF HOSPITAL b ATTACH A COPY OF THE AGREEMENT LETTER
NOT APPLICABLE “ SIGNED BY THE HOSPITAL ADMINISTRATOR.

MAILING ADDRESS

c. WHEN REQUESTING THENAPY PROCEDURES,
ATTACH A COPY OF RADIATION SAFETY PRECAU-
ciTy ]snnj 21P CODE TIONS TO BE TAKEN AND LIST AVAILABLE
RADIATION DETECTION INSTRUMENTS,

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

The spplicant and any official executing this certificate on “ehalf of the spphicant named in ltem 1@ certify that this spplication is prepared in
conformity with Title 10, Code of Federal Regulations, Pe ts 30 and 35, and that all informetion contained herein, including any supplements
stiached hereto, is true and correct 10 the best of our knowledge and belief.

$ b APPLI m,}son cumrym/avncu ISarunml
s LICENSE FEE REQUIRED % PYTIRL L

{See Section 170.31, 10 CFR 170) (1) NAME (Type of Print)
M. Bruce Viechnicki, M.D.

1) LICENSE FEE CATEGORY . (2) TITLE
C - President
¢. DATE
(2) LICENSE FEE ENCLOSED: 8 580.00 July 15, 1985

FORM NRC-313M (8-78)

Page 3




PRIVACY ACT STATEMENT

~Pursuant 10 5 USC. 552a(e)(3), enacted ino law by secrion 3 of the Piivacy Act of 1874 [Public | aw ©3 5179), the {ollowing
starement is fuiaished 10 individuals who supply information 10 the Nuciear Regulatory Commission on Form NRC 313M,
This information s maintained in 2 sysiem ©f records designated as NRC 3 and described a1t 40 Federal Register 453248

(Ocrober 1, 1975)

1. AUTHORITY Sections Bi and 161(b) 6?‘4)’0 Atomic Energy At of 1954, as amended (42 V.S C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant 10 the criteria set forth in 10 CFR
Pans 30 36 10 determine ‘wheiher the application meets the requitements of the Atomic Eneigy Actof 1954, as amended,
and the Commission’s regulations, for the issuance of a radioaciive material license or amendment thereol,

3. ROUTINE USES The information may be used: (a) 10 provide records 10 Siate health depariments for their information
and use; and (b) 10 provide information 10 Federal, S1ate, and local heal h officials and other persons in the even’ of ina
denl o1 exposure, for their information, investigation, and protection of the public health and safety, The information
may also be disclosed 10 appropriate Federal, State, and local agencies in the event that the information indicates a
violation or poiential violation of law and in the course of an administrative or judicial proceeding  In addition, this in-
formation may be transferied 10 an appiopriate Federal, State, or local agency 10 the extent relevant and necessary for
a NRC decision or 10 an appropriate Federal agency 10 the extent relevant and necessary for 1hat agency’s decision sbout
you. A copy of the license issued will routinely be placed in the NRC’s Public Docu.nent Room, 1717 H Sueet, NW.,

Washington, D.C.

4 WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosute of the requested information is voluntary. If the requesied information is not furnished,
however, the application for radicactive material license, or amendment thereof, will not be processed.

5. SYSTEM MANAGER(S) AND ADDRESS Duecior, Division of Fuel Cycle and Materia! Safety, Office of Nuclear Mate
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washingion, D.C. 20555.

FORM NRC-313M
(8-78)

» -

. ' Page 4



FoAm NRC-313M- SUPPLEMENT A
®-78)

TRAINING AND EXPERIENCE
AUTHORIZEU USER OR RADIATICN SAFETY OFFICER

US NUCLEAR REGULATORY COMMISSION

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER

M. Bruce Viechnicki, M.D.

2 STATE OR TERRITORY iN
WHICH LICENSED TO
PRACTICE Mt DICINE

Pennsylvania

3 CERTIFICATION

SPECIALTY BOARD CAfi.GOlV

MONTH AND YEAR CENTILED
c

—

S S—

|
i
|
L

|
!
|
1
|

!
|
L

=

November 1973

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

Schaumburg, IL

- —y
‘ | LECTURE/ | SUPERVISED
FIELD OF TRAINING ' LOCATION AND DATE (S) OF TRAINING | LABORATORY LABDRATORY
A ! 8 | COURSES EXPYRIENCE
| (Mours) #ours!
| C (8]
|
s RADIATION PHYSICS AND Nuclear Data, Inc. 3
INSTRUMENTATION
b. RADIATION PROTECTION " = " - I 2
<
€. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY
d. RADIATION BIOLOGY 1" ' " " 3
¢. RADIOPHARMACEUTICAL + e
CHEMISTRY (See Attached Training Certiflicate)
6. EXPERIENCE WITH RADIATION. (Actua/ use of Radioisotopes or Equivalert Experience)
ISOTOPE | MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENCE TYPE OF USE
[-125 200 mCi Nuclear Data, Inc. 4 Hours Machine Demo.

Dperator
Training

FORM NRC~J13M Supplement A

(8-78) Page &




=
S ‘ :‘ Consuitants to Nuclear Medicine « Radiology « Nuclear Industry

STAN A. HUBER CONSULTANTS, INC 200 NORTH CEDAR RCAD NEW LENOX, IL 60451 [ (815) 485-6161

CERTIFICATE OF TRAINING

This is to certify that M. Bruce Viechnicki, M.D. has successfully completed
training in accordance with the Nuclear Requlatory Commission's (NRC) Policy and
Guidance Directive FC83-24, “Licensing the Human Use of the Lixiscope and Bone
Mineral Analyzer", dated November 10, 1983.

The training included all topics listed in the enclosure with that Directive,
entitled “Recommended Medical Users Training for Lixiscope and Bone Mineral
Analyzer Uiagnostic Devices", specified as Group A - Basic Radiation Physics and
Instrumentation (three (3) hours); Group B - Radiation Biology (three (3) hours);
and Group C - Radiation Protection (two (2) hours).

This training was completed on July 10, 1985.

In addition, the above certified individual participated in a demonstration of
the proper loading and unloading of the shielded source holder (source exchange
procedure) of the bone mineral analyzer device which will be wused by the
licensee. This demonstration was conducted by Stan Huber, wusing a dummy
(non-radioactive) source holder, at Nuclear Data, Incorporated facilities in
Schaumburg, I1linois. This training was completed on July 10, 1985.

A copy of this certificate 1is to be provided to the NRC or Agreement State as
proof the trainee has the necessary training and experience to make a specific
application for a Byproduct (Radioactive) Material License to possess and use a
bone mineral analyzer.

This document was prepared in conformity with Title 10, Code of Federal

Regulations, and the NRC Policy and Guidance Directive F(C83-24. All information
contained herein is true and correct to the best of our knowledge and belief.

Certified by: Stan A. Huber Consultants, Inc. Instructor: Stan A. Huber

Under License : NRC License #12-17503-01 Signature:_::22;;%ZLt742£;4&t=,
/ 4

Date: July 10, 1985
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3131 Colieage Heights Blvd
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. REF: NRC 313M - 1TEM 9 .

Instrumentation

One (1) Nuclear Data Hodel.ND1100 " Bone Density Scanner

A survey meter is considered unnecessary, since the supplier performs a
radiation survey and performs leak testing on the sealed source at time
of shipment. These shipping and leak test certificates are filed at our
facility. o

In the event of a damaged shipment, loss or theft, we would arrange to
have appropriate survey and monitoring as defined in Item 14 "Receiving
and Opening Procedures" of this application.

.
.

REF: HNRC 313 M - ITEM 10

Calibration of Instruments

We will perform the calibration of *he Nuclear Data Bone Density Scanner in
accordance with the method and frequency indicated in the supplier operating
and user manuals.

Any survey meters or other radiation detection instruments that would be

brought into our facility for special projects, such as evaluating a damaged
shipment, would be checked as having proper calibration and operation certification
as defined in NRC Regulatory Guide 10.8, October 1980, Appendix D.

Item 9 & 10
Page 8



@ e vrco3im - ten 11 .

Facilities and Storsge (Security) Description

A detailed facility sketch is attached to this application.

a)

b)

Personnel

Only 1 and my office staff have keys to the rooms shown on the facility
sketch submitted with my license application.

Doors to our office suite, or at least to the bone scanner room, will be

.kept locked when not in use, to prevent unauthorized access.

’
An @lternate security procedure we may use is to lTock the bone scanner or,
any source exchange shipments, awaiting pick-up or installation, in a
secure storage cabinet or closet in our office suite.

REF: NRC 313M - 1TEM 12

Training Program

a)

b)

Training documentation and certification is attached to this application
for each user.

Further description of our Personnel Training Program is outlined in:

Item 14
Item 15 (d)

Item 23 (a) (b) (c) (d)

included in this application.

REF: NRC 313M - 17EM 13

Procedures for Ordering and Receiving Radioactive Material

a)

A copy of the appropriate NRC license must accompany the order to the supplier
for a new source. Upon receipt of the new source, the old source will :nmedia
be returned to the AECL, per DOT CFR 173.422, per supplier shipping instructio
AECL is the supplier of the 1-125 sealed sources loaded into the Nuclear Data

shielded source holders.

" Source will be shipped in a iype A container, along with the fcllowing

statement on the packing slip inside the package:

“This package conforms to conditions and limitations sb?cified in .
49.CFR 173.422 for Radioactive Material, Instruction and Articles, UN 2911".

Shipiont receipt and handiing procedures are outlined in Ttems 14 and 15

of this application. Items 11, 12, 13
Page 9
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Shipment Receiving and Opening Procedures

a)

b)

c)

d)

e)

Only a Ticensed user, or technologist we have treined, will receive and/or
open bone scanner source shipments.

The person opening the package will check that the packing list agrees
with the standard source order and that the supplier has provided a leak
test certificate. 1f not, the Radiation Safety Officer (R.S.0.) on our
license will be notified to contact the supplier. The shipment receiving
and return records --d leak test certificates are to be maintained on file

for inspections.

In the event any damage is noted on the interior container of the shipment,
or any unusual condition exists, the person opening the package will
immediately notify the R.S.0.

Actions the R.S.0. would likely take with damaged shipments include

isolation of the package to a secured storage cabinet, shielding the source
with lead containers, and .instructing personnel to remain out of the storage
area until the situation is resolved. Resolving the problem of any exposure
potential would include calling the manufacturer, supplier, or nuclear
consultant for counsel, supplying appropriate monitoring devices and/or

Teak test analysis before the source is turther handled or put into use. An
incident of this type would be extremely rare, and the reculatory agencies
would only need to be notified if an exposure problem is indeed found to exis

See attached "Procedures for Safely Opening Packages Containing Shielded 1-125%
Sources fur Bone Densitometers" for detailed package opening procedures

Item 14
Page 10
Ttem 14 -~



REF: NRC 313M - ITEM 14 (continued)

Procedures for Safely Opening Packages Comtaining
Shielded 1-125 Saurces for Bore Densitaieters

Visually inspect package for any sign of damage. If damage is noted, stop procedure and
mtify Radiation Safety Officer (R.S.0.)

The exposure rate at package surface was checked by the supplier as being less than
10nr/hr at three feet and less than 200mr/hr at package surface or the package could not
have legally been shipped. Since only one low energy sealed source, contained in a lead
shielded source holder is received at one time, the usual precautions for a variety of
different radionuclide shipments are not applicable unless the package is damaged. The
fact that the shipment (source holder) does indeed contain no more than 200 mCi of 1-125
is confirmed by loading the source holder into the bone scanner source holder head and
obtaining a read-out of the activity. If the activity read-out would vary from the order
and supplier specifications, the R.S.0. would call the supplier for instructions.

The source holder is to be routinely handled by use of remote handling devices such as
tongs or forceps. Gloves would be wormn if necessary for any reason to handle the
shielded source holder with one's fingers, for as brief a period as absolutely necessary,
even though the lead shield results in minimal exposure.

Open the outer package (following manufacturer directions, if supplied) and remove
packing slip. Open inner package to verify contents (campare order, packing slip, and
label on shipment container), and check integrity of final source container (inspecting
for any damage or breakage of seals). Check also that the shipment does not exceed
possession Timits by loading the shielded source holder into the bone scanner source
holder head and obtaining a read-out of the activity, after step 5 has been campleted.

Before loading the shielded source holder into the bone scanner source holder head, check
that the supplier has provided a current leak test certificate for the sealed source
assarbly in the shipment. If the certificate is not with the shipment, call the supplier
immediately to verify they have tested the specific sealed source assambly and that they
will mail the certificate. The sealed source assambly must not be handled further until
this verification is made. )

After the bone scan source activity has been confirmed and the leak test certification
has been verified, the empty package, including packing materials (other than documents),
are to be taken to a locked and secure storage cabinet for later use in making the returmn
shiprent to the supplier after the source has decayed to an uru=able level, in accordance
with supplier instructions.

In the event a danaged package would be received, the R.S.0. is to be inmediately
mtlﬁeq. The package will not be opened until the R.S.0. notifies Nuclear Data and AECL
of the irCident and arrangements are made to immediately deliver an appropriate thin-end
window G.M. survey meter (such as a Ludlum model 14-C survey meter or Victoreen Thyac 111
meter, or equivalent, with thin-window probes), as well as providing appropriately
Ticensed personnel, such as S.A. Huber Consultants, Inc. of New Lenox, 111inois, to
hardle such a case and provide consultation and documentation assistance.

Item 14
rage 11




. . ‘ not . nne 3]3-. = J4E1% 1.

General Rules for Safe Use of Radiocsctive Material

a) Only a licensed user, or appropriately trained and qualified technologist
under the supervision of a licensed user, will have access to the source
shipments or to operate the bone scanner.

b)  The users will follow the supplier instructions for return shipments; .
the conditions in this license for receiving and opening shipments,
and will follow the manufacturer's operating marual for safely using

the bone scanner.

c) Access to allen wrenches for the source holder, keys, and other security
measures or source installation devices will be restricted only to
personnel who have been specifically trained in the safe handling of
radioaciive.material and the bone scanner device.

d) The Radiatibn Safety Officer (R.S.0.) of the licensee has the ultimate
responsiblity and authority to assure that all personnel who could
have any involvement with radicactive shipments or the bone scanner
have been appropriately trained for their tasks. This includes the
possibility of any shipment receiving personnel outside the immediate
office area, who would be instructed to have the courier immediately
take shipments to the licensed office area, as well as instructions to
any housekeeping staff not to discard any boxes marked "Caution -
Radioactive Materials". Office personnel are instructed to save, 1in
a secured area, empty supplier boxés and labels for later source exchange

return shipments to the supplier.

e) The licensee will not permit anyone, except for patients for medical
purposes, to be exposed to the radiation beam of the diagnostic

instrument.

f) The shielded source will be installed in the bone scanner shielded
source holder as soon as practical upon receipt of shipment. The
shielded source and holder will be left attached to the instrument
except for source exchange, to provide maximum security and shielding
and minimal potential for any accountability problems.

g) It is confirmed that 1-125 sealed sources will not be handled outside the
source holder. The I-125 sealed source will arrive within its lead or brass
shielded source holder, which is also called a collimator. The lead (brass)
shielded source holder is removed from its shipping container with a forceps
or other remote handling device and slipped into the sour.e holder recess in
the source holder head of the device. The 1-125 sour-e itself is never

directly handled.

" h)  Nuclear Data, Inc. or other persons specifically authorized to service the
bone mineral analyzer will perform all maintenance and repair on the device.

i) Only individuals who have successfully completed the manufacturer s training
course or an approved training course may remove and install sources. The
licensed user or staff who have successfully completed the supplier (Nuclear
Data) or equivalent licensed training course and supplier demonstration, may

operate the bone density device in accordance with the operatin? instructions,
tem 15

Page 12

under the supervision of the licensed user(s).




o REF: NRC 313 M - 1TEM 16 ®

Emeraency Procedures

In the event of sv-pected damage, theft, or loss of a sealed source, the
R.S.0. will be iumediately notified. The contact points (manufacturer,
supplier, nuclear consultant) for the R.S.0. have been previously identified
in the "Shipment Receiving and Opening Procedures" herein, as are the
appropriate actions in event.of damage. In the event theft or loss is
confirmed, the NRC would be notified as required by Title 10 Code of

Federal Regulations (10 CFR), Part 20.402 and 20.403 regarding notifications

of incidents.

REF: NRC 313 M - ITEM 17

Area Survey Procedures

As indicated in Item 9 "Instrumentation” and Item 10 “Calibration of Instruments”
in this application, only @ limited number of sealed sources, of relatively

low activity and low energy, are involved with this application (no liquids,
etc.). Supplier survey data and leak test certification are maintained on

file. The time involved for source exchange handling is minimel, at generally
less that five (5) minutes ~tout every five (5) months. The sealed source in
use is maintained in the shielded bone scanner device, which has a "day-of-use"
display of the activity remaining in the sealed source. With all these
considerations, the area survey procedures are considered either not applicable
or these controls and methods represent the equivalent of area surveys.

REF: NRC 313 M - ITEM 18

Waste Disposal .

A1l used sources will be returned to the supplier for disposal or transferred
to any appropriately licensed recipient, in accordance with all applicable
regulatory agency license, regulation and documentation requirements.

Item 16, 17, and 18
Page 13



‘ REF: NRC 313 M - 1TEM 23 .

Leak Testing

A leak test certificate must be provided by the supplier with each sealed
source shipment we receive. 1f the certification 1s not provided, we w11]

notify the supplier to provide this data.

In the event we keep any seated source for a period which will exceed

six (6) months from the date on the initial leak test certificate provided
with the source, we will hive a leak test performed on the source before

we return the source to the supplier. In the event we need to periodically
perform these required semi-annual leak tests of sealed sources, we would
use the Stan A. Huber Consultants, Inc. Model LT-2 leak Test Kit, which is
product certified with the NRC under license #12-17503-01.

Procedures and Precautions for Use of Radioactive Materials Specified in

NRC 313M, Item 6b .

a) Each person involved with the handling of source shipments, source
installation or exchange, or bone scanner usage will be trained in
the basic radiation safety principles of time, distance, and shielding,
as well as the applicable regulations and conditions of this license.
These instructions will be delivered by the supplier or persons
specifically authorized to provide such training, or by the Radiation
Safety Officer of this license.

b) Any perscn involved with source installation or exchenge on the
bone scanner will have had specific training in this task by the supplier
or other persons specificclly authorized to give such training, demon-
stration, and supervision. Alternately, the device supplier or their
trained and authorized representatives may provide this source exchange
service.

c¢) The radioactive source is to be maintained in its shielded source
holder at all times. Prior practice with inserting and removing a
dummy (non- radloactive) source holder is necessary to reduce handling
time to a minimum when handling an actual source. The source holder
installation and exchange can easily be done in less than five (5)
minutes. With a useful source life of about five (5) months, it is
2xpected there will typically be about two (2) source exchanges for
a bone scanner in any year.

d) A1l persons invoived with the licensed radioactive material at this
facility are to be instructed and supervised by the R.S5.0. in the
previpusly described safety and emergency procedures contained in
this license application, as well as the supplier instructions for
source exchanges and users manual for the bone scanner, as applicable
to each person's duties.
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LICENSE FEE TRANSMITTAL
A. REGION

1.  APPLICATION ATTACHED

Rpplicant/Licensee: (|| G gqy,;¢3k;é g‘k;[(?-¥,3 Cerp

Application Dated: A‘Jiki! S
Control No.: 04120
License No.: N/

.#.  FEE ATTACHED

Amount: 7 RN ((

Check No.: LICH

3.  COMMENTS

)
Signed J‘) L\.._ ATAVS \) \\AM\(:

Date 71 %155
<

B.  LICENSE FEE MANAGEMENT BRANCH

&) )
1. Fee Category and Amount: # 5 J )

2. Correct Fee Paid. Application may be processed for:

§ Amendment

Renewa)

Licerse

.

Signed A7 oA

Date 5/

REGION 1 FORM 213
(MARCH 1983)




