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C.P.U.P. SAME AS la and-

OB GYN Presbyterian Medical Office Building David A. Iddend'en,-M.D.
SuTte 220 Cherry Hill Medical Arts Bldg. -

51 North 39th Street
. Philadelphia PA 19104

. 7740 Maple Avenue
Pennsauken, New Jersey 08109

| TT t r Puour no.: Aata Coort 215 : 662-8798
.
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Stan A. Huber Consultants. Inc. - D "t w t'ct ust
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New Lenox. 11 60451 -

485-6161 O ne ut wAt or t icr uSL "o.
TIL L E PuoNE N O.: ARL A code 815 3

'
-
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David Iddenden, M.D. David Iddenden, M.D. -

|
Galen Rogers, M.D.
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, INFORMATION HtOUlHED T OR lif MS 7 THitollGH 23_

Tos items 7 through 73. dieck the appropriate tom {es) and submit a detailed douiption ot all the aquecid infumation. Eirgin
exhitem on a sepa ate sheet. IdmtHy the item numle and the date of the application in the lowct right coinct of a:h psyt. Il.

you indicate that an appendix to the medicallicereing puide will be f ollowed. do not submit the pays,OCLDhPr 1380 -tut spesify the reve. ion
number and date of the refevenced guide: Regulatory Guide 10.8 , R ev. 'I Date:. . _

NOTE: All appendices referenced on this page are based on Regulatory Guide 10.8,
Rev 1, and are attached to this annlication. Some appendices have been Slightlymodified to reduce the regulatory burden.

15. GENERAL RULES FOR TliE SAFE USE OF7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERIAL (Check One)
* *Apper x G Rules FoHowed;org Names and Specialties Attached;and .

Duties asin Appendim B;or Equivalent Rules Attached

Equivafent Duties Attached 1G. EMERGENCY PROCEDURES (Check Onel

8. TRAINING AND EXPERIENCE Appendix H Psocrdures Followed; <M/

Supplements A & B Attached ior Each Individual Use';
f Equivalent Psocediares Attachedard )(

Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (GetA Onel

9. INSTRUMENTATION (Check Onel Appendix ! Procedures Followed
.

Appmdix C Form Attached;or Equivalent Procrdures Attached

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

10. CALIBRATION OF INSTRUMENTS Appendix J Form Attached;or

Appendix D Procedures Followed f or Survey
Instruments;or g Equ.ivalent Information Attached

(Getk Onel
RME E M QMMANNEquivalent Proc =dures Attached;and tg-

(Check Onel
Appendix D Procadures Followed for Dose

M Cafitntor;or //4 Appendix K Proczdures Followed;or
(Check One)

Equintent Procedures Attached Equivalent Procedures Attached

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALEDJOURCES -

- g Descriptionand Diaram Attached
gr/g Detailed Information Attachedj and

12. PERSONNELTRAINING PROGRAM Appendix L Procedures Followed;or .
,

g Description of Traintrhr Attached. Equivalent ProYores Attached

PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAtJTIONS FOR USE OF
RADIOACTIVE MATERIAL 21' RADIOACTIVE GASES (e.g.| Xenon -133)-

.y Drtailed Information Attached j/g Detailed Information Attached

PROCEDURES FOR SAFELY OPENING PACKAGES PROCEDURES AND PRECAUTIONS FOR USE OF
22. RADIOACTIVE MATERIAL IN ANIMALS14. cONTAINING RADIOACTIVE MATERIALS

*
'

(Check Onef Detailed leiformation Attached
*

OCEDURES AND PRECAUTIONS mR W WAppmdix F Proc =dures Fonowed;or
73 RADIDACTIVE MATERIAL SPECIFIED IN ITEM Gb

y
.

Equivalmt Procedures Attached. DetaIIed Information Attached-g,

FORM NRC-313M
>

.

(8-73) ' *
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25. FOR PRIVATE PRACTICE APPLICANTS ONLY
c. HOSPIT AL AGREEING TO ACCEPT PATIENTS CONT AINING RADIOACTIVE M ATERI AL

N AME OF HOSPITAL t1 ATTACH A COPY OF THE AGREEMENT LETTER
H0T APPLICABLE SIGNED BY THE HOSPITAL ADMINISTRATOR. |
M AILING ADDRESS

c. WHEN REQUESTING THERAPY PROCEDURES, g

ATTACH A COPY OF RADIATION SAFETY PRECAU. I
clTY STATE ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE

R ADIATION DETECTION INSTRUMENTS.

26. CERTIFICATE
(This item must be completed by applican t)

The applicant and any official executing this certificate on behalf of the applicant named iriltem la certify that this application is prepared in
conformity mth Title 10, Code of Federal Regulations. Parts 30 and 35, and that allinformation contained herein, including any supplements L
attached hereto,is true and correct to the best of our knowledge and belief.

tx AP LICANT O CE RTIFYING OF FICI AL (Sqnerure) e-,

a. LICENSE FEE REQUIRED
(See Section 110.11,10 CFR 170) '1| N AME (Type of Print)

_

i
David Iddenden, M.D.

fil LICENSE FEE CATEGORY: (2) TITL E
7C Director

c. DATE
(2) LICENSE FEE ENCLOSED: s 580.00 May 20, 1985

F_ RM NRC-313M (8-78)
Page 3
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* PRIVACY ACT ST AT EMENT

'

, Pursuant to 5 U.S C. 557 ale)(3), enacted into law by section 3 of the Psivacy Act of 1974 (Public Law 93 579], the iollowing
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on Foim NHC 313M.
This information is maintained in a system 'of secords designated as NRC 3 and described at 4D Federal Register 453344
(October 1,1975)*.

1. AUTHORITY, Sections B1 and 161(b) I.f1hr Atomic Energy Act of 1954, as amended (47 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 in 10 CFR
Parts 33 36 to determine *whether the application meets the seguirements of the Atomic Energy Aciof 1954,es amended,-

and the Commission's regulations, for the issuance of a radioactive materiallicense or amendment thereof.
.

3. ROUTINE USES The intormation may be used: (a) to provide secords 1o State health departments for their information *
and use; and (b) to provide information to Federal, Siate, and local health of ficials and other persons in the event of inci-
dent or exposure, for their information, ir vestication, and protection of the public health and saf ety. The information
may also be disclosed to 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 transferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC decision or to an dppropriate Federal agency to the extent relevant and necessary for that agency's decision abott'.
you. . A copy of the license issued will routinely be ptaced in the NRC's Public Document Room,1717 H Sucet, N.W.,
Washing 1on, 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 infortnation is not furnished,
hovvever, the application for radioactive materiallicense, or amendment thereof, will not be processed.

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

.
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FORM NRC313M-SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
'"*'

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 TODaviii A. Iddenden', M.D. PRACTICE MEDICINE
PA and NJ

3. CERTIFICATION
SPECIALTY SOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

l
0B-GYN 08-GYN June 1981, England

Decemtier 1983 USA |

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERVISED
FIE LD OF TRAINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORY ;

A B COURSES EXPERIENCE.

CHyrst | Hows)

Nuclear Data, Inc.

s. RADIATION PHYSICS AND Schaumburg, IL 3
INSTRUMENTATION May 8, 1985

b. RADIATION PROTECTION

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY-

" " "d. RADIATION tlOLOGY 3

.

e. RADIOPHARMkCEUTICAL
CHEMISTRY (See attached Training Certif 'cate)

,

d

5. EXPER|ENCE WITH RADIATION. (Actuelver of Radiolectoper or Equivalent Experien:o)

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

I-125 200 mci Nuclear Data, Inc 4 hours Machine Demo
Operator Trainilg

!
.

FORM NRC413M Suppiament A
(S-7s) Page 5 [
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L NRC .FORY 313M SUPPLEMENT A U.S NUCLE AR REGULAIORY COMMISSION
"" **

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1 NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2 STATE OR TE RRITORY IN
WHiCH LICE NSE D TO

Galen Rogers PR ACTICE MEDtCINE

PA and NJ
3. CERTIFICATION ,

SPECIALTY BOARD CATEGORY $ MONTH AND YE AR t'E R TIFIE D
A B i C

i

I
,

i

08-GYN (eligible) ! OB-GYN Written exam passed'

| | June 1983
i
i t

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

i TYPE AND LENGTH OF TRAINING
.~.

LECTURE SUPE RVISE D
FIE LD OF TRAINING LOCATION AND D ATE ($1 OF TR AINING LABORATORY L ABO 8t ATORY

A B COURSES E X PE RIE NCE

(Houtsi (Hau*s t

__ _

Nuclear Data, Inc.
. R ADI ATION PHYSICS AND Schaumburg, IL 3

INSTR UVE NT ATION gay g, 198$
i

" " " " i 2b R ADI ATION PROTECTION

c. MAT'HEMATICS PERTAINING TO
THE USE AND ME ASUREMENT
OF R ADIOACTIVITY

rt R ADI ATION BIOLOGY n n n n
3

R ADIOPH A R MACE UTICALe

CHEMiSTRv (See attached Training Certific ate)

S. EXPERIENCE WITH R ADI ATION. (Actualuse of Radioisotopes ar Equivalent Experience)

ISOTOPE - M AXIMUM AMOUNT - WHERE EXPERIENCE WAS GAINED DUR ATION OF EXPERIENCE TYPE OF USE

I-125- 200 mci Nuclear Data, Inc 4 hours iachine Demo
'

Schaumburg,.IL 3perator Training

.

NRC FORM 313M Supplement A
19 81, Page 5 s



. .. . .- -- - -- - .

.

: O O.

. , .

I
-

,,. , - ,,

b[D- )[ Consultants to Nuclear Medicine * Radiology * fJuclear Industry
i

7 7d' Q.k # Q f.v - __ _ _r -g
,

= - -~ . - . .

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

.

'

CERTIFICATE OF TRAINING

,

'

This is to certi fy that David Iddenden, M.D. , M.R.C.O.G. has successfully
completed training in accordance with the Nuclear Regulatory Commission's (NRC)
Policy and Guidance-Directive FC83-24, " Licensing the Human Use of the lixiscopei

and Bone Mineral Analyzer", dated November 10, 1983.

The training included all topics listed in the enclosure with that Directive,

1 entitled " Recommended Medical Users Training for Lixiscope and Bone Mineral
Analyzer Diagnostic Devices", specified as Group A - Basic Radiation Physics and:

4 Instrumentation (three (3) hours); Group B - Radiation Biology (three (3) hours);
and Group C - Radiation Protection (two (2) hours).

j. This training was completed on May 8, 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 used by the
licensee. This demonstration was conducted by Stan -Huber, using a dummy
(non-radioactive) source holder, at Nuclear Data, Incorporated facilities in

j Schaumburg, Illinois. This training was completed on May 8, 1985.
.

| A copy of this certificate is 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 ar

bone mineral analyzer.
,

!

This document was prepared in confomity with Title 10, Code of Federal
' Regulations, and the NRC Policy and Guidance Directive FC83-24 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: $$~//M$w:

' Date: May 8,1985
.

,

!

Page 6
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- Consultants to Nuclear Medicine * Radiology * Nuclear Industry
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STAN A. HUBER CONSULTANTS. INC. ~~ 200 NORTH CEDAR ROAD _ NEW LENOX, IL 60451 _ (815) 485-6161

CERTIFICATE OF TRAINING

This' is to certify that Galen Rogers, M.D. has successfully completed training
in accordance with the Nuclear Regulatory 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 inc.1Med all topics listed in the enclosure with that Directive,.
entitled " Recommended Medical Users Training for Lixiscope and Bone Mineral
Analyzer Diagnostic 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 May 8,1985.

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 anclyzer device which will be used by the
licensee. This demonstration was conducted by Stan Huber, using a dummy
(non-radioactive) source holder, at Nuclear Data, Incorporated facilities in
Schaumburg, Illinois. This training was completed on May 8, 1985.

A copy of this certificate is 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 confomity with Title 10, Code of Federal
Regulations, and the NRC Policy and Guidance Directive FC83-24. All infonnation
contained herein is true and correct to the best of our knowledge and belief.

T

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

: Under License : NRC License #12-17503-01 Signature: Q g gM,s .;
t

Date: May 8, 1985 j

;

.
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Page 7
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STAN A. HUBER CONSULTANTS. INC. Z 200 NORTH CEDAR ROAD NEW LENOX. IL 60451 (815) 485-6161

CERTIFICATE OF TRAINING

This is -to certify that Mary Ann Saxman, R.N. has successfully completed
training in accordance with the Nuclear Regulatory Commission's (NRC) Policy and
Guidance Directive FC83-24, "Licensino 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 "Recomended Medical Users Training for Lixiscope and Bone Mineral
Analyzer Diagnostic 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). i

!

This training was comoleted on May 8,1985. |
T

In addition, the above certified individual participated in a demonstration of i

the procer loading and unloading of the shielded source holder (source exchange |
'

procedure) of the bone mineral analyzer device which will be used by the
licensee. This demonstration was conducted by Stan lluber, using a dummy
(non-radioactive) source holder, at Nuclear Data, Incorporated facilities in

,

Schaumburg, Illinois. This training was completed on May 8, 1985. i
!

A copy of this certificate is to be provided to the NRC or Agreement State as !
proof the trainee has the necessary training and experience to make a specific i

application for a Byproduct (Radioactive) Material License to possess and use a i
*

bone mineral analyzer.

This document was prepared in conformity with Title 10, Code of Federal
Regulations, and the NRC Policy and Guidance Directive FC83-24. All information
contained herein is true and correct to the best of our knowledge and belief.

Certified by: Stan A. Huber Consultants, Inc. Instructor: T7, .. /A L -

bnder License : NRC License #12-17503-01 Signature: *%. /di-
,

Date: Of , jyO ' ' .

,
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Pennsylvania Medical Center gob
|
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SUPPLEMENTAL INFORMATION REGARDING B0NE DENSIT0 METER TRANSPORT

1. David Iddenden, M.D.; Galen Rogers, M.D.; or Mary Saxman, R.N. whose
training certificates are enclosed with this application, may transport the
bone density scanner by personal car or van from their Philadelphia, PA
office to their Pennsauken, NJ office and return. The distance between
these offices is about twenty miles.

'2. The DOT shipping papers received from the supplier will be carried (on
the drivers seat).with the bone density scanner during such
transport,-to identify the shipment. We will also carry a transport
paper indicating the origin and destination of the shipment.

3. The bone density scanner will be secured (braced and tied) in the
vehicle to prevent any shifting of the scanner during transport.

4. The scanner will be attended at all times during transport and will be
removed upon arrival at destination, to prevent loss or theft.

5. The facility sketches of the bone density scanner room to be used at
each of the two office locations are shown in this application.
These rooms are either attended by our personnel or locked when not
in use, to prevent unauthorized access.

Page 11
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REF: NRC 313M' - ITEM 9' '-
.

.

,

Instrumentation

'

One (1) Nuclear Data Model.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.

'

.

.

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: NRC 313 M - ITEM 10

Calibration of' Instruments

We will perform the calibration of the 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.

.

-

.;

-
,

.

. .
,

|
:!

l-

.

.

' Items 9 and 10-
Page 12

'

L



o

REF: HRC 313M - ltem 11

Iacilities and Storage (Security) Description*

A cetailed facility' sketch is attached to this application.
.

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

'

b) Doors to our office suite, or at least to the bone s. canner rc'oc, will be
kept locked when not in use, to prevent unauthorized access. .

:,

c) An alternate security procedure we may use is to lock the bane scenn'.~* or ,

any source exchange shipments, awaiting pick-up or installation, in a
secure storage cabinet or closet in our office suite.

,.' REF: NRC 313M - ITEM 12

Personnel Training Procram

a) -Training documentation and certification is attached to this aplication
for each user.

b) Further description of our Personnel Training Program is outlined in:
Item 14

Item 25(d) '

.

Item 23 (a) (b) (c) (d)
. included in this application.

___

'REF: NRC 313M - ITEM 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 immediatel{
be returned to the AECL, per DOT CFR 173.422, per supplier shipping instructions.
AECL is the supplier of the I-125 sealed sources loaded into the Nuclear Data
shielded source holders.

b) * Source will be shipped in a Type A container, along with the following
statement on the packing slip'inside the package:

,

'

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

C) Shipment receipt and handiinfprocedures.are outlined in items 14 and 15-
.

of this application. ~~

Items 11, 12, 13
Page 13
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*REF: fiRC 313M - IlEM 14-

Shipment Receiving and Opening Procedures
.

a) Only a licensed user, or technologist we have trained, will receive and/or
. . . open bone scanner source . shipments.
~

: b') The person opening the package will check that the packing list agrees
with the standard sourc,e order and that the supplier has provided a leak
test certificate. If not, the Radiation Safety Officer (R.S.O.) on our .

license will be notified to contact the supplier. The shipment receiving
and return. records and leak test certificates are to be maintained on file
for inspections.

c) 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.O.

'

d) 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
leak test analysis before the source is further handled or put into use. An
incident of this type would be extremely rare, and the regulatory agencies
would only need to be notified if an exposure problem is indeed found to exist.;

e) See attached " Procedures for Safely Opening Packages Containing Shielded 1-125 !

Sources for Bone Densitometers" for detailed package opening procedures

. --

.

i .

'

. . . ..

. .

-
.

.

~ '

Item 14
Page 14.
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REF: tRC 313M - ITD114 (continued)

Proce&ms for Safely Opening Packages Containing
Shielded I-125 Sourtes for Bone Dersiteeters

If damage is noted, stop procedure and
Visually inspect package for any(sign of damage.1.
notify Radiation Safety Officer R.S.0.)

i 2. The exposum rate at package surface was checked by the supplier as being less than
10nr/hr at thme feet and less than 200r.r/hr at package surface or the package cmld not'

have legally been shipped. Since only one low energy sealed sourte, contained in a lead
i

shielded sourte holder is mceived at one time, the usual pmcautions for a variety of'

|
diffemnt radionuclide shipnents am not applicable unless the package is damaged. The
fact that the shipnent (sourte holder) does indeed contain no nore than 200 nCi of I-125l

is confirmed by loadiry the source holder into the bone scanner sourte holder head and
obtainirs a read-out of the activity. If the activity read-out would vary fran the order
and supplier specifications, the R.S.0. would call the supplier for instmctions.

3. The smrce holder is to be rmtinely handled by use of runote handling devices such as
tongs or forceps. Gloves vould be wom if necessary for any reason to handle the

I shielded source holder with one's fingers, for as brief a period as absolutely necessary,
even though the lead shield results in minimal exposum.

4. Open the outer package (following mamfacturer directions, if suoplied) and mncve
packirs slip. 0[en inner package to verify contents (comam order, packing slip, and
label on shipnent container), and check integrity of final scurre contairer (inspecting
for any damage or breakage of seals). Check also that the shiptent does not exceed
possession limits by loading the shielded sourte holder into the bone scanner scurce
holder head and obtaining a read-out of the activity, after step 5 has been corpleted.

5. Before loading the shielded source holder into the bore scanner sourte holder head, check
that the supplier has pmvided a cuntnt leak test certificate for the sealed scurte
assably in the shipnent. If the certificate is not with the ship'ent, call the supplier
inrediately to verify they have tested the specific sealed source assably and that they
will trail the certificate. The sealed sourte asserbly nust not be handled further until
this verificaticn is trade.

6. After the bone scan source activity has been confirmed and the leak test certification
has been verified, the mpty package, including packing raterials (other than docments),
am to be taken to a locked and secure storage cabinet for later use in rakirg the mtum
shipnent to the supplier after the source has decayed to an unusable level, in accort'ance
with supplier instmcticns.

7. In the event a draged package vould be rrceived, the R.S.0. is to be invedfately
rotified. The package will not be opened until the R.S.0, notifies Wclear Data and AECL
of the incident and arrangsmnts are trade to innediately deliver an apprtpriate thin-end
wirdu G.M. survey meter (such as a Ludlun nodel 14-C survey neter or Victoreen Th)oc III

.

meter, or ecpivalent, with thin-window probes), as vell as pmviding apprtpriately
licensed personnel, such as S.A. Rber Consultants, Inc. of fk.w Lemx, Illinois, to
handle such a case and provide contultation and docunentation assistance.

.

Item 14
Page 15
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REF: fiRC 313M - 11EM 15, ,
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Genbral Rules for Safe Use of Radioactive 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 manual 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
radioactive. material and the bone scanner device.

d) The Radiation 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 radioactive shipments or the bone scanner
have been appropriately trained for their tasks. This includes the
possibility of any shipment receiving personnel outside the ir. mediate
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, in.

a secured area, empty supplier boxes 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 strielded
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'I-125 sealed s' urces will not be handled outside theo
source holder. The I-125 sealed source will arrive within its lead or trass
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 source holder recess in
the source holder head of the device. The I-125 source 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 re, pair on the device.

1) Only individuals who have successfully completed the man'ufacturer's training
course or an approved training course may remove and install sourcesi. 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 operating instruc tions,
under the supervision of the licensed user (s). Item 15

,

Page 16
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RIF: NRC 313 M - ITEM 16
~ '

Emeroency Procedures
.

(
In the event of suspected damage, theft, or loss of a sealed source,'the
R.S.0, will be immediately 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 Regula,tions (10 CFR), Part 20.402 and 20.403 regarding notifications-

of incidents.
'

1
*

.

REF: NRC 313 M - ITEM 17
i
!

( Area Survey Procedures .

I As indicated in Item 9 " Instrumentation" and Item 10 " Calibration of Instruments"
in this application, only a 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 minimal, at generally
less that five (5) minutes about 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 _ _.

,

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

>

|

.

Item 16, 17, and 18'

Page 17
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REF: f4RC 313 M - ITEM 23
.

Leak Testing

A leak test certificate must be provided by. the supplier with each sealed
3

source shipment we receive. If the certification is not provided, we will'
*notify the supplier to provide this data.

1 In the event we keep any sealed source for a period which will exceed
six (6) months from the date on the initial leak test certificate providedi

with the source, we will have a, leak test perfo'rmed 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 t4RC under license #12-17503-01.t

Procedures and Precautions for Use of Radioactive Materials Specified in'

i#fC 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, er by the Radiation
Safety Of ficer of this license.

b) A7y person involved with source installation or exchange on the

f
bone scanner will have had specific training in this task by the supplier
or other persons specifically authorized to give such training, demon-

I

stration, and supervision. Alternately, the device supplier or their
trained and authorized representatives may prov de this source exchange
service. .,

i

! c) Th'e radioactive source is to be maintained in its shielded source
~

holder at all times. Prior practice with inserting and removing a
dummy (non-radioactive) source holder is necessary to reduce handling
time to a minimum when handli'ng an actual source. The source holder

| ir.stallation and exchange can casily be done in less than five (5)
minutes. With a useful source life"of tabout five-(5) months, it is !

expected there will typically be about two (2) source' exchanges for I

a bone scanner in any year.

d) All persons involved with the licensed radioactive material at this |
facility are to be instructed and supervised by the R.S.O. in the |

previously described safety and emergency procedures contained in I

this license application, as well as the supplier instructions for
sourte exchanges and users manual for the bone scanner, as applicable ,

to each person's duties..

.

Item 23
Page 18
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