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INSTRUCTIONS - Con.corteIres o mrouan 26 or en.s e an onorsat motocaten or on ovataloon tar rene..so or a o.'ense use suoorementao s eersn

emere necessary Irem 26 must se cornotered on att sootecarens aan soonest Retson one coor Sutwmr or+nas ana one ccer of encore
wooocatoon to : Dorscror. Ottoce of hucerar Matenaos Saterv and Satrouards U S hut orar Recu atorv Comomssoon nasnoneton O Cr

20$$5. Uoon soorovst of rnos aoodecaten, me sootecant west receove a Materoats L scense An h RC Maverosos L ocense os ossura m accord-
mce enen the poneral reovorements contamed m Torre 10. Code of federal Regulatoons, Part 30 and the L ocenser os subo ce no Torre tor

Code at f eorrat Recutaroons. Ports 19 20 and 3b and one keense ter orovosen at 7orie 10. Coar at f roers Rroutaroons Port 170 Theo

hCense tre category shound be stated or, tiers,2b and rthe soproorsale fee enCoobrir

1.a. NAME AND M AILING ADDRESS OF APPLICANT testitution. 1.tx STREET ADDRESStESI Al WHICH R ADIOACTIVE MATERIAL
term. clonoc.physocoan. etc.) INCLUDE ZIP CODE WILL BE USE D (11 dotterent trom 1.Al SNCLUDE ZIP CODE

M. Bruce Viechnicki, M.D.
College Heights Ob/Gyn Corp.

8 " "3 I"3131 College Heights Blvd
Allentoun, PA 18104

Tt LEPHONE NO.- ARE A CODEI A/6)
''

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

Stan A. Huber Consultants, Inc. ^ Q NEW LICENSE
tx 0 AMENOMENT TO LICENSE NO.200 North Cedar Road, New Lenox, IL 60151
c. O RENEWAL OF LICENSE NO.

TE LE PHONE NC, ARE A CODE I 815 4 8a, G1G1

| 4. INDIVIDUAL USE RS IName ondeveduals who wott use or dacctly 5.R ADIATION SAF ETY OFFICER 3RSOf (Name otperson oessprated
I supervose use of radroactive matenal. Complete Suppiements A and 8 as radraroon safety ottocer It orneo rn n ondovedualunre. compiere resu-a

for each mdovoouat.) me or troonmg and enceroence as on Supo*ement A I

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

I
6.a. RADIOACTIVE MATERIAL FOR MEDICAL USE

j MAXIMUM MARK | MAXIMUM
ITEMS POSSESSION ITEMS | POSSESSIONADDITIONAL ITEMS. DESI R E D LIMITSRADIOACTIVE MATERI AL DESIRED t:Msys

LISTED iN: .'X'' fin Irnottocurses) "X" (in mellocuroes)

10 CFR 31.11 FOR IN VITRO STUDIES F Y ER H O SM

10 CFR 35.100, SCHEDULE A, GROUP G AS NEEDE D PHOSPHORUS-32 AS SOLUBLE PHOSPHATE
FOR TREATMENT OF POLYCYTHEMIA
Veli A.LEUKEMI A AND BONE METASTASES

10 CFR 35.100. SCHEDULE A GROUP 11 AS NEE DED
PHOSPHORUS.32 AS COLLOID AL CHROMIC
PHOSPH ATE FOR INTRACAVITARY TREAT-

10 CF R 35.100. SCHEDU LE A. GROUP lli MENT OF MALIGN ANT E FFUSIONS.

GOLD-198 ASCOLLOID FOR INTRA.
CAVITARY TREATMENT OF MALIGNANT

10 CFR 35.100, SCHEDULE A. GROUP IV AS NEEDE D E F FUSIONS. j
IODINE.131 AS IODIDE,FOR TREMTMENT .

13 CFR 2.100 SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINQMA _

'

XENON 133 AS GAS OR GASIN SA FOR!
10 CFR 5.100, SCHEDULE A. GROUP V: i BLOOD FLOW STUDIES Ap0 PUL ARY~;;

| FUNCTION STUDIES Tr 1.

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (Saadatsourcas uo $imCiusatI
colobretoon and reference stannlaruts are authorised undersecoon 3S.14(dl.10 CFR Part 35, and NEED NO T B ISTEOJ

Y8510280019 850816 CHEMICAL MAXIMUM NUMBE R

REG 1 LIC30 PHyllCIL rORM OF gNEM gESCmO* Rm w m" " '" S

37-20887-01 PDR

Iodine-125 Scaled sourec4 Nominal 200 Nuclear Data Model ND1100A
AFfL Exlel nCi. per source Hone Density Scanner~

1.h_,g[/
-'// -2 C324 (+2S'6 to -10%)4

(Maximum of 04120' ' ' " " -

,

N two (2) sources) J1

.

WP %gy@1 * 6
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INF ORMATION REQUIRED f OR 11 EMS 7 T)iHOUGH 23

For items 7 thiough 23, check the oppropriate bom(es) and submit a detailed desoiption of all the a equefied information. Begin
each ite:m on a separate shret. Idmtif y the item number and the dair of the appI; cal;on in the lower right cuiner of each pege.11

you indicate that an eppendix to the medical licerning puide will bt f ollowed, do not submit the paces.QC1DhPr 1980;lajt specify t'he aedian
number and date of the rriesenced guide: Regulatory Guide 10.8 , R ev. 'I Date!.
NOTE: All appendices referenced on, this page are based on Regulatory Guide 10.!!.
Rev 1, and ar attached to this annliCati
modified to rebuCe the regulatory bbrden. on. Some appendices have been Slightlj

15. GENERAL RULES FOR T14E SAF E USE OF7. MEDICAL ISOTOPES COMMITTEE D ADIDACTIVE MATERIAL (Check One)
* '

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

,

Duties asin Appendix B;or Equivalent R'ules Attached
. (Check One)

Equ alent Duties Attached 16. EMERGENCY PROCEDURES (Check One)

8. TRAINING AND EXPERIENCE Apperdix H P,ocMurcs rollowed; eM/
piements A & B Attached for Each Individual User

Equivalent PsocMures Attached

Supplem:nt A Attached for RSO. 17. AREA SURVEY PROCEDURES (ChecA One)

9. INSTRUMENTATION (Check Onel Appendix ! Procrdures Followed
. ;

Appmdix C Form Attached;or Equivalent Procedures Attached
)

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

10. CAllBRATION OF INSTRUMENTS Appendix J Form Art. ached;or

Appendix D Procrdures Followed for Survey *
Instruments; or A Equ.ivalent Information Attached

(Check One)
Equivalent Procedures Attached;and tg* M W W E # @ N N A # # #

(Check One)
Appendix D Procadures Foflowed ior Dcne

M CaliWtor or [[$ Appendix K Procrdures Followed;or .
(Check One)

,
Equivsfent Procedures Attachsr! Equivalent Procedures Attached

11. FACILITIES AND EQUIPMENT. 20. THERAPEUTIC USE OF SEALEO,. SOURCES - -
. -

.- g Description and Diagram Attached g Detailed Information Attachid;ard

12. PERSONNELTRAINING PROGR AM Appendix L Procedures Foflowed;or .
,

(Check One)

'

y Description of Traintn'h Attached.
5

~

Equivalent Procrdures Attached.

PROCEDURES FOft ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF
. RADIOACTIVE MATERIAL 21. R ADIOACTIVE G ASES (e.g.| Xenon - 133) *

.y DetailedInformation Attached
..

-

g Detailed Information Attached

PROCEDURES FOR SAFELY OPENING PACKAGES ' PROCEDURES AND PRECAUTIONS FOR USE OF
14 CONTAINING RADIOACTIVE MATERIALS 22. RADIOACTIVE MATERIAL IN ANIMALS

* '
* (Check One) Detailed Information Attached

* *

,

Appendix F Procedures Followed;or P OCEDURES AND PRECAUTIONS FOR USE OF
3 RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.b

2

Equivalent Procedures Attached.
, g Detailed Information Attached-

rond unc-siwi-
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V24. PERSONNEL MON 110HING DEVICdM

_

SUPP LIE R EXCH ANGE F RECUENCY(Ctech.approproere boni

*"
fl 0 T REQUIRED

a. WHOLE
TLDBODY g

;

OTHE R ISortof )f

FILM

b. Ff NGER TLD *
.

.

OTHE R (Specifyl
.

4

FILM

C. WRIST TLD

OTHER (Specify

d. OTHER (Specify)

.

.

!

25. FOR PRIVATE PRACTICE APPLICANTS ONLY. ~
o. HOSPITAL AGREEING TO ACCEPT PATf ENTS CONT AINING RADIOACTIVE M ATERI AL

N AME OF HOSPITAL h ATTACH A COPY OF THE AGREEMENT LETTER -
N0T APP-LICABLE SIGNED BY TH'E HOSPITAL ADMINISTRATOR.*

MAILING ADDRESS
.

c. WHEN REQUESTING THEf1 APY PROCEDURES,
ATTACH A COPY OF R ADIATION SAFETY PRECAU-

| STATE | 24P CODE TIONS TO BE TAKEN AND LIST AVAIL ABLECITY
8 8 R ADI ATION DETECTION INST RUMENTS.

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

The applicant and any official executing this certificate on Nhalf of the applicant named in item la certify that this application is prepared in
conformity with Title 10, Code of Federal Regulations. Pa.ts 30 and 35,and that allinfortnation contained herein, including any supplements,

attached hereto,is true and correct to the best of our knowledge and belief.

h APPLICAN 10R CERTI ING FICI / Signature)

a. LICENSE FEE REQUIRED X / (lld U* l.UU St
(Ser Section 170.11,10 CFR 110)

(1) N AME (Typr of Print)
M. Bruce Viochnicki, M.D.. -

11) LICENSE FEE CATEGORY:
. 7C -

f 2) TIT LE

. President
c. DATE

(2) UCENSE FEE ENCLOSED: 5 580.00 July 15, 1985
FORM NRC-313M (8 78)

Page 3
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PRIVACY ACT ST AT Er.*.EtJT

, Pursuant io 5 U.S C. 557 ale)(3), enacted into law by section 3 of the Psivacy Act of 1974 (Public 1 aw 93 579), the 1ollowing
statement is furnished to individuals who suf> ply information to the Nuc1 car Regulatory Commission on Foim NRC 313M.

'This information is maintained in a system *of setords designated as NRC-3 and desuibed at 40 Tederal Register 453344* -

(October 1,1975T.

1. AUTHORITY, Sections 81 and 1G1(b) of 4he 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,

Paris 30 3G to determine *whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,.

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

.

3. ROUTINE U,SES The information may be used: (a) to provide records to State health departments for their information .*
and use; and (b) 1o provide information 1o Federal, State, and local heal.h of ficials and other persons in the even. of inci-
dent or exposure, for their information. Investigation, and protection of the public health and safety. The information
may also be disclosed to appropriate Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial proceeding. In addition, this in-
formation may be transfensed to an appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC d. cision or to an appropriate Federal agency to the ex1ent eclevant and necessary for that agency's decision about
you. .A copy of the license issued will routinely be placed in the NRC's Public Doco.nent Room,1717 H Sucet, N.W.,
Washington D.C.

i

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND ETTECT ON INDIVIDUAL Of NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested information is not furnished,
hovvever, the application for radioactive materiallicense, or amendment thereof, will not be p'ocessed.

'

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.

.
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Fonu NRC 313M SUPPLEMENT A U.S. NUCLE AR REGULATORY COMMISSION

' ' * TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZEO USER O8t R ADIATION SAFETY OFFICER 2. STATE OR TE RRITORY n#4
WHICH LICENSED TO
PR ACTICE Mt DiCINE

M. Bruce Viechnicki, M.D. Pennsvlvania
3. CERTIFICATION

SPECIALTY SOARD CATE GOR Y MONTH AND VE AR CE ftftf ED
B CA

.

OB-GYN November 1973

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE RVISE D

FIE LD OF TRAINING LOCATION AND DATE tSI OF TR AINING LABORATORY LA80RATORY
A B COU RSE S E XPE RIE NC E

IHours! 6Nourse
C D

Nuclear Data, Inc. 3.. PADI ATION PHYSICS AND
INSTRUMENTATION

" " " "
b. RADIATION PROTECTION 2

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

d. RADIATION BIOLOGY u n n u
3

e. RADIOPHARMACEUTICAL
(See Attached Training Certif icate)

.

CHEuiSTRY

6. EXPERIENCE WITH R ADtATION. (Actualust af Radioisotopos or Equivaleet Experience)
j

ISOTOPE MAxlMUM AMOUNT WHERE EXPERIENCE WAS CAINED DURATION OF EXPERIENCE TYPE OF LEE

I-125 200 mci Nuclear Data, Inc. 4 Hours 1achine Demo..

Schaumburg, IL 3perator
'

Training

|

FORM NRC-.383M SuppWt A
s-7e> Page5

. - - ._ - - . , _ - - - . . - . - - , - --_-
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Consultants to Nuclear Medicine Radiology * Nuclear Industry

STAN A. HUBER CONSULTANTS, INC. O 200 NORTH CEDAR ROAD G NEW LENOX, IL 60451 O (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 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 included 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 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 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 July 10, 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 conformity with Title 10, Code of Federal
Regulations, and the NRC Policy and Guidance Directive FC83-24. All infomation
contained herein is true and corrcct 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: N _ /I M,
si ng - c -

Date: July 10, 1985

. }
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REF: NRC 313M - ITEM 9

( )

Instrumentation
C

.

One (1) Nuclear Data Model.ND1100* Bone Density Scanner
'

4

'

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 thef t, 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 operating3

and user manuals.j

i
i
! Any survey meters or other radiation detection instruments that would be

brought into 6ur 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.
-

.

!

.

!

! ,

!

..

i

*e .

'
,

.

Item 9 & 10
Page 8
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C) REF: NRC 313M - Item 11 O
facilities and Storage (Security) Description *

A detailed facility sketch is attached to this application.

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

'

b) Doors to ocr office suite, or at least to the bone scanner room, will be
. Lept locked when not in use, to prevent unauthorized access.

c) An[diternate security procedure we may use is to lock the bone scanner or. .
anf source exchange shipments, awaiting pick-up or installation, in a
secure storage cabinet or closet in our office suite.

.

REF: NRC 313M - ] TEM 32.

.-

Personnel Training Program

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

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

Jtem 15 (d)
i

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

included in this application.
_

.

~ REF: NRC 313M - ITEM 13

Procedures for Ordering and Receiving Radioactive Material
.

a) c
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 hnmedia
be returned to the AECL, per DOT CFR 173.422, per' supplier shipping instructio
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 skecified in
49.CFR .173.422 for Radioactive Material, Instruction and Articles, UN 2911".

..' C) Ship.mnt receipt and handlin{ procedures. are outlined in Items 14 and 15
of this application.-

Items 11, 12, 13
Page 9

L-
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() RLf: MRC313M-llEM14()
~

4
-

jgaipment Receiving and Opening Procedures
I,

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

I.

a .
.

b) The person opening the package will check that the packing list agrees1

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

1 license will be notified to contact the, supplier. The shipment receiving
,

and return records :r.d 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.0.

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
j' 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 exis

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

Sources for Bone Densitometers" for detailed package opening procedures
,

!
I

i

: -

- -

c
I

-
.. .

i

j i:
-

-
.

.
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.

.
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,

.~.

%

.
-*
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. Item 14 . .
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REF: NRC313M-ITEM 14(continued)

-
. -

Pmced;ms for Safely Opening Packages Containing
Shielded I-125 Smrtes for ikme Dmsitmeters

'

1. Visually inspect package for any sign of damge. If dage is noted, stop pmcedure and
notify Radiation Safety Officer (R.S.O.)

2. The exposum rate at package surface ws checked by the supplier as being less than
10nr/hr at three feet and less than 200nr/hr at package surface or the package cwld not

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

shielded scurre holder is received at one time, the usual pmcautions for a variety of
different radionuclide shipmnts am not applicable unless the package'is damged. The
fact that the shipmnt (swrte holder) does indeed contain no more than 200 mci of I-125 .

is confimed by loading the sourte holder into the bone scanner swrre holder head and
obtaining a mad-out of the activity. If the activity read-out muld vary frun the order
and supplier specifications, the R.S.0. muld call the supplier for instructions.

3. The source holder is to be mutinely handled by use of runote handling devices such as
tongs or forteps. tiloves muld be mm if necessary for any reason to handle the
shielded swrte holder with one's fingers, for as brief a period as absolutely necessary,
even though the lead shield results in minimal exposure.

4. Open the outer package (following mrufacturer dimctions, if supplied) and rumve
packing slip. Open inner package to verify contents (cmpare order, packing slip, and
label on shipnent container), and check integrity of final scurre container (inspecting
for any darage or breakage of seals). Check also that the shipmnt does not exceed
possession limits by loading the shielded source holder into the bone scanner sourte
holder head and obtaining a read-out of the activity, after step 5 has been caipleted.

5. Before loading the shielded sourte holder into the bone scanner swrre holder head, check
that the supplier has pmvided a current leak test certificate for the sealed sourte
assably in the shipnent. If the certificate is not with the shipTent, call the supplier
immdiately to verify they have tested the specific sealed sourte assably and that they
will mil the certificate. The sealed sourte assably nust rot be handled further until
this verification is made.

.

6. After the bone scan source activity has been confirmed and the leak test certification
has been verified, the apty package, including packing materials (other than docments),
am to be taken to a locked and secure storage cabinet for later use in sking'the retum
shipnent to the supplier after the sourte has decayed to an unumble level, in accordance
with supplier instructions.

7. In the event a draged package muld be received, the R.S.0. is to be inmediately
notified. The package will not be opened until the R.S.0. mtifies ibclear Data and AEO.
of the iraident and arrangenents am made to immdiately deliver an appropriate thin-endi

' windw G.M. survey meter (such as a Ludits model 14-C survey meter or Victoreen Thyac III
meter, or ecpivalent, with thirwindw probes), as well as pmviding appropriately
licensed personnel, such as S.A. H;ber Consultants, Inc. of New Lenox, Illinois, to
handle such a case,and provide consultati,on and docmentation assistance.

.

9

Item 14
Page 11
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General Rules for Safe Use of Radioactive Material

a) Only a licensed user, or appropriately trained and qualified technologist
-

under the supervision of a licens'ed 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 safety using
the bone scanner.

.

c) Acbess 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 inmediate
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 b6ne 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 I-125 sealed s'ources 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 source holder recess in
the source holder head of the device. The I-125 sour.ce itself is neverdirectly handled.

.

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

,

i) Only individuals who have successfully completed the man'ufacturer 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 operating instructions,
under the supervision of the licensed user (s). Item 15

*
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REF: NRC 313 M - ITEM 16. .

.

Er5eroency Procedures
,

In the event of s"epected damage, theft, or loss of a sealed source, the.

R.S.0. will .be iunediately 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 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.

.

j REF: NRC.313 M - ITEM 18

; Waste Disposal
__

All used sources will be returned to the supplier for disposal ,o,r transferred1

I to any appropriately licensed recipient, in accordance with all . applicable
regulatory agency license, regulation and documentation requirements.

.

.

,

- .

-
,

-

.!

Item 16, 17, and 18'
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o. NRC 313 M - llEM 23 o
.

.

REF:

.

L'eak Testing

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

source shipment we receive. If the certification is not provided, we wilr

notify the supplier to provide this data. *

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 provided
with the source, we will hcve 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 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 person involved with source installation or exchange on the
bone scanner will have had specific training in this task by the supplier
or other persons specifictlly authorized to give such training, demon-
stration, and supervision. Alternately, the device supplier or their

tr,ained and authorized representatives may provide this source exchangea
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-radioactive) 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
expected there will typically be about two (2) source exchanges for-

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.0. in the
previously described safety and emergency procedures contained in
this license application, as well as the supplier instructions for
source exchanges and users manuhl for the bone scanner, as applicable
to each person's duties.

..

.

Item 23

.
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-i'icense Fee Mar.3gement Branch

-

Of fice of Administration -

John E. Glenn, Chief
Nac1 car Materials Section B.

Division of Engineering and
Technical Programs

LICENSE FEE TRANSMITTAL

REGION [A.

1. APPLICATION ATTACHED

Applicant / Licensee: Co\\cco b\etohh ChfG vn cup
J J l '

Application Dated: 7 / |5 f 99
6 I

Control No.: 041'dO

License No.: Mesd
2 FEE ATTACHED

Amount: 3 &n(T. Cf'
Check No.: MCFI

.

3. COMMENTS

Signed M(10rnkin @,nh [

Date 7! \% Vi$
I i

B. LICENSE FEE MANAGEMENT BRANCH

1. Fee Category and knount: 5 d ' ') O
-

.

2. Correct Fee Paid. Application nuy be processed for:
,

g Amendment
&

Renewal
/

Licer:se ,/

|,c-

Signed . /isI :rc ~
V8h/f?~'

oate
/ /

) REGION I FORM 213
(MARCH 1983)


