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I
Siemens Analytical X-Ray Instruments 1

| ATTN: Mr. Brett.A. Yeager
L Quality Assurance Engineer
il 6300 Enterprise Lane

,

Madison,-Wisconsin 53719-1173 )
;

Dear Mr. Yeager: j
,

You 'are hereby notified that your request for a material license, dated i
September 15, 1992, with application, dated July 9, 1992, has been abandoned 1

as requested in your letter of November 16, 1993, without prejudice to the '

resubmission of the application.

If I can be of further assistance, please contact me at (301) 504-2686.
.

Sincerely,

Original signed byr

Susan L. Greene
Medical, Academic, and . Commercial j

Use Safety Branch
|Division of. Industrial and - o

Medical Nuclear Safety. -l
Office of Nuclear Material Safety' ;

and Safeguards

DJSTRIBUTION: ,
glicense, FileH
- 'IMNS Central File .

NHSS r/f J

CBoyle
SGreene. ,

PVacca *

.JPiccone .

JGlenn-
Region III

'

:0SP

..

OFC- ' IM/S INMSSb IMAB:NM$S b [M)$NhSS' U
CJNhe:cjb' SGk N[I:da >NAME

11h93 11/M3 11/7b3DATE

C = COVER -E = COVER & ENCLOSURE
'

N = NO COPY
0FFICIAL RECORD COPY'

C:\32-V010.CB
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SIEMENS

November 16, 1993
,

Ms. Susan Greene
Medical, Academic and
Commercial Use Safety Branch
Division of Industrial & Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
United State Nuclear Regulatory Commission
Washington, D.C. 20555-0001

Reference Control Number 021443

Dear Susan:

Thank you for your letter of October 13, 1993. On July 14, 1992 I
filed an application with your office for the re-distribution of an
exempt quantity and was given the Reference Control Number listed
above.

At this time, for n u,m Siemens Analytical X-Ray
Instruments kishesito ab,erous reasons,his,appli' cation? We have chosen toandon
pursue an alternate distrib6ti@on channel.

1

'In~"the near future, your
office will receive. an application from Isotope Products ;

Laboratories regarding this matter.

I understand that our abandonment of this application does.not !
constitute the full return of our application fee. I realize that
the application has been reviewed by your' office and~ considerable
time has been spent in trying to resolve this matter. I am sure it

,

will be reviewed and the appropriate consideration will be given to )

the partial return of our application fee. 1

Sincerely,

sth/$| -

Brett A. Yeager
Quality Assurance Engineer

BAY /sw

Siemens Industrial Automation . Analvtcal X-nay instruments

6300 Enterpose Lane ' Madson. Wisconsin 53719-1173 Tel (608) 276-3000 Fax (608) 276-3015/3006

D@N3,
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Mr. Brett A. Yeager -4- I O I!93

As this will be our third attempt (one deficiency phone call and two letters)
to obtain additional information concerning deficiencies in your application
package, it is strongly recommended that you review the questions carefully
and provide complete, detailed responses and contact me with any questions
you may have concerning your licensing request.

Our review of your request will continue upon receipt of the above
information. Please reply within 30 days, in duplicate, and reference Mail
Control No. 021443. If you have any questions, please feel free to contact me
at (301) 504-2686.

Sincerely,

Original cisned byr

Susan L. Greene
Medical, Academic, and Commercial

Use Safety Branch
Division of Industrial and

Medical Nuclear Safety
Office of Nuclear Material Safety

and Safeguards

Enclosure:
10 CFR Part 2

cc: Ms. Susan J. Engelhardt
2800 S. Fish Hatchery Road

-lison, WI 53711-5399*

DISTRIBUTION:
License File
IMNS Central File
NMSS r/f
SGreene
JPiccone
JEGlenn

h _ ISBg/iMSS t.0FC IMAB:NMSS

SLGrehcjb k!NP(c' coneNAME J

DATE 10/[h3 10// 3/93
C = COVER E = COVER & ENCLOSURE N = NO COPY

OFFICIAL RECORD COPY
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OCT ! 31993

Siemens Analytical X-Ray Instruments
,

1ATTN: Mr. Brett A. Yeager
6300 Enterprise Lane i

Madison, Wisconsin 53719-1173 .)
Dear Mr. Yeager:

This concerns the information and product sample delivered by Ms. Engelhardt
on August 10, 1993, in response to our letter dated July 14, 1993, informing
you that additional information was needed in order to continue our review of
your request for an exempt distribution license.

After reviewing the information and product sample provided, we find it
necessary to request the following additional clarification and information:

1. The brochure you provided entitled, "5.2 Fe-55 Source Calibration,"
states, " Attach the Fe-55 X-ray source onto the sample holder (Figure
15)." Figure 15 appears to indicate that the Fe-55 source is attached
to the source holder and covered with a protective cap to later be
installed onto the calibration device. However, from the product you
provided for review, it would seem that the source holder containing the
Fe-55 source is permanently attached to the calibration device prior---to
distribution. This incorporation of byproduct material into a device
for exempt distribution is clearly prohibited in 10 CFR 32.18(c) which
states that "The byproduct material is..., but is not incorporated into
any manufactured or assembled commodity, product,_ or device intended for
commercial distribution."

Please note that if our understanding of the device you provided is
correct, then the device is prohibited pursuant to 32.18 and cannot be
authorized for exempt distribution. If our understanding is incorrect,
you must more clearly define the product to be distributed. Is the
source attached to the source holder considered the product or is the
product the entire calibration device with the source holder and the
Fe-55 source? You should also completely describe how the device is
attached to the source holder and how the source holder is installed
into the device. Your description should indicate whether the customer
or the manufacturer of the device installs the source holder onto the
device.

2. The exemption from licensing requirements in 10 CFR_30.18 to persons Eho
receive, possess, use, transfer, own, or acquire byproduct material in
individual quantities each of which does not exceed quantities listed in
30.71, Schedule B., prohibits the incorporation of byproduct material



- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ._ _
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Mr. Brett A. Yeager -2- OCT f 5 1993

l

into products intended for commercial distribution. In other words, you
cannot take a source obtained under an exempt distribution license and
incorporate it into another product and the again distribute as an
exempt distribution product. Therefore, if you receive Fe-55 sources

| from Isotope Products under their exempt-distribution license, you
! cannot modify and install these sources into Siemens devices for
| commercial transfer as exempt distribution products. In order to
| transfer products under exempt distribution, Siemens must obtain the

Fe-55 sources from a specifically licensed manufacturer under their
possession and use license. Please advise us as to how you plan to
rectify this situation. ;

. I
Concerning the sample device you provided, because the source mounted
onto the device has been altered from the original source distributed as
an exempt distribution product, it is no longer an exempt distribution
source and is now considered unauthorized radioactive material. As ,
such, we are returning the sample device (as well as the Fe-55 check l,

source) to you under separate cover. In lieu of an actual device, you
should instead provide detailed drawings or a " dummy" product or device
without the radioactive material.

1

If the information requested above is submitted and the product is found to
meet the initial requirements for exempt distribution; in order to approve
your application request, it will be necessary for you to also address the
following items concerning the final product:

1

3. Paragraph 32.19(c),'10 CFR Part 32, requires that the immediate I
'

container of each quantity be affixed with a durable and legible label i

identifying the radioisotope and the quantity of radioactivity and bear
i the words " Radioactive Material." Your proposed method of labelling the

protective cap is not acceptable for the following reasons:

A. The sample you provided contains the original label from the Isotope
Products source. This is not the product that was distributed by
Isotope Products and; therefore, should not contain their label or
name.

B. The specific activity on the label is not necessarily accurate since
you have " cut down" the Isotope Products source in order to make
your own source.

L C. The regulations specify that the immediate container must bear the
| appropriate label or marking. In this case, your labelling of the

protective cap does not meet this requirement because the sourceI

holder is the immediate container and should be labelled or marked.

Please provide a sample or copy of the label showing how you intend to
meet the above labelling requirements. You should also clearly indicate
where the label will be located on the source or source holder.

- ___-__- ___ _ _-_ _______ -_________ _ _ _ _ _ _ - _ _ _ _ - - _ _ _ _ - _ _ _ _ _ _ - _ _ _ _ - _-_ ______ _
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Mr. Brett A. Yeager -3-

4. We note that several attachments to your request, specifically the
drawings, are marked " confidential or proprietary." Please be aware
that license applications are available for review by the general public
in the NRC Public Document Room. Information of a proprietary or
confidential nature should not be submitted unless absolutely necessary
and then must be submitted in accordance w'.th the procedures outlined in
10 CFR 2.790 (copy enclosed). Failure to follow these procedures may
result in disclosure of the proprietary information to the public. If

you wish any of the information contained in your application to be
withheld from public disclosure, you must follow the above referenced
procedures. If you determine that the information is not " proprietary
or confidential," please resubmit the drawings with these statements
deleted. The new drawings will replace your original drawings which
will then be returned to you.

5. The " Warning" statement contained in your product brochure implies a
serious safety hazard which is excessive. The products authorized under
10 CFR 32.18 contain very small quantities of byproduct material that
have been evaluated and determined safe for distribution to persons
without a license. 10 CFR 32.19(d) requires that brochures should
provide appropriate additional' radiation safety precautions and +

instructions as to the handling, use, storage, and disposal of
radioactive material. The information should discuss basic radiation
safety and good laboratory practices, such as time, distance, and
shielding; use only as intended by authorized users;-storage security;
and disposal. Submit an example of the changes you propose to make to.
the product brochures to be provided to your customers.

1

6. As discussed previously, we are concerned about the method used to
attach the source to the source holder. It would seem from the sample
provided that it is not very difficult to separate the source from the
holder. Please provide the procedures and results of any prototype
testing performed to assure us of the durability and permanence of
" sticking" the source to the holder with tape. You should<also provide
any modifications you intend to use to make the attachment more
permanent.

.

7. We noted in our earlier letter that there appeared to be some confusion
concerning the difference between general and exempt distribution
licenses. Review your application package carefully to identify the
areas that do not pertain to your exempt distribution activities. You j.

should indicate the information to be deleted or resubmit your >

application package without information concerning general licenses.

8. Submit a' listing of all locations from which you will be distributing I
and provide a copy of the possession license for each location. !

'I
.

;
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Adjustments

i

5.2 Fe55 Source Calibration 4 Drive an angies io zero.

To correct the detector's response to a uniform field,it is 5, Whenyouarereadytoalignthe Fe55 source. carefully 4

necessary to perform a flood field correction. Since a remove the protective cap (Figure 16). >

uniform field is difficult to obtain, the program assumes a
point source at a finite distance and corrects for the Ai
uniformity of the image.

,

,

i i

A source calibration must be performed when the instru- ive [ '

ment is first instajied, and whenever the X ray optics have
iPro
,

1

been modified (i.e. by changing the source, by changing
the detector to sample distance, or by changing the V,
sample), i

fj ;

i

Note: Calibration stabilityis only guaranteed for 24 hours
ot use. To maintain accurate results, the system should be 7,sssource must '

recalibrated after 24 hours of use. face detector i SS1

i SC''*
1. Tom the PDC POWER switch OFF. O '/

_

2. Remove the existing sample from the sample holder
on the goniometer head.

3. Attach the Fe55 X-ray source onto the sample holder
(F10ure 15).

,

n
1

7
_-

-| |-

source inside/ Figure 16. Removing the Protective Cap
.

55Fe Vprotective cap

1
-

WARNING - Radiation Hazard: Do not remove the t

protective cap from the Fess X ray source until |

Goniometer you are ready to perform the calibration. Do not
.

head touch the fron source. Prolonged exposure can
Cause Serious damage to Skin and eyes.

|
|

6. Manually point the Fe5S source at the area detector. '

. To do this, you may have to loosen the set sclew I

located at the top of the sample holder (Figure 16).
N,( 7. Align the Fe 5 sample with the crosshairs in the mi-5

croscope eyepiece.
_ 8. Set the area detector DIAS control for Fess,

F@ure 15. Attaching the Fe SSource 15
'

|

,

53

1

__ __ _ _.
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Siemens Analytical X-Ray -2- ' M J 4 1993Instruments

!

As of the date of this letter, we have not received a response to our
questions; therefore, you are hereby notified that unless within 30 days from
the date of this notice we receive the information requested, we will consider .

your application as having been abandoned by you. This action is without
prejudice to the resubmission of an application.

If you have any questions, please feel free to contact me at (301) 504-2686.

Sincerely,

original signed byr

Susan L. Greene
Medical, Academic, and Commercial

Use Safety Branch
Division of Industrial and j

Medical Nuclear Safety ,

Office of Nuclear Material Safety I

and Safeguards

!.

-I
|

DISTRIBUTION:
License File
IMAB r/f
IMNS Central File
NMSS r/f )
SGreene '
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JPiccone

- JGlenn
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Siemens Analytical X-Ray Instruments
ATTN: Mr. Brett A. Yeager
6300 Enterprise Lane
Madison, Wisconsin 53719-1173

Dear Mr. Yeager:

This concerns your request for a material license dated September 15, 1992,
'with application dated July 9, 1992, and our phone conversation of

May 25, 1993, in which we notified you that your application is deficient and
that certain additional information is required. At that time, it was my
understanding that the additional information would soon be forthcoming.

During our discussion, it was also noted that there appears to be some
confusion concerning general versus exempt distribution licenses. Please
compare your license application package to the requirements as outlined in
10 CFR 32.18 for exempt distribution. While your application package should
not contain any information or references concerning general licenses, it
should specifically include the following information:

1. Provide a complete description of the process for ' sticking' the source
to the rod, specifically addressing our concerns about the durability of
this product.

2. Submit an example of the label to be used showing how the product meets |

the labelling requirements as outlined in 10 CFR 32.19. !

l

3. List all points of distribution and provide a copy of the possession
license for each location.

4. Section 32.19(d) specifies, in part, that a label, or brochure
accompanying the source, provide appropriate safety precautions and
instructions concerning handling, use, storage, and disposal. The l

information should discuss basic radiation safety and good laboratory
practices, such as no eating, drinking, or smoking; time, distance and
shielding; intended use; authorized users; waste disposal; and storage

,

security. Please submit a copy of the product brochure provided to your
customers showing how you meet the requirements as stated above.

|

&
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Telephone Record

1/22/93 - spoke with Sue Engelhardit, consultant for Siemens Analytical X-Ray,
concerning their request for a license

Ms. Engelhardt explained that they (Siemens) trim the check sources (mylar
sheath) from Isotope Products to fit on the post and then the sources are
attached to the posts with double-sided sticky tape. These sources or
calibration devices are stored in an aluminum source cover and placed back
into the original Isotope Products package with a product brochure for
shipping. (It is my understanding that the label is placed on the source
cover).

Ms. Engelhardt stated at one point that Siemens "...has been doing this for
awhile".

contact at Siemens: Brent Yeager (608) 276-3075

,

Note: Siemer.s possession license no. 48-26435-01 authorizes iron-55 to be
used for the licensee's instrument calibration only and was issued in 9/92.
Memo dated March 9,1993, from JEGlenn to RCaniano concerning Siemens
requesting inspectius of Siemens and other necessary actions. ,/

'!,/
=

I
i
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Engelhardt & Associates, Inc.
ATTN: Susan J. Engelhardt

President
2800 S. Fish Hatchery Road
-Madison, WI 53711-5399

Gentlemen:

This refers to your letter dated September 15, 1992, for a
Materials License for Siemens Analytical X-ray Instruments.

This request is subject to a fee of $2,800 as specified in fee
Category 3I of S170.31, 10 CFR 170, which went into effect'
August 24, 1992. A copy of the July 23, 1992, Federal Reaister
notice regarding the revisions to the Commission's license and
annual fee regulations (10 CFR 170 and 10 CFR 171) is enclosed.

Payment of the $2,800 fee should be made to the U.S. Nuclear
Regulatory Commission and mailed to the following address:

U.S. Nuclear Regulatory Commission
ATTN: Sandra Kimberley -

License Fee and Debt Collection Branch, OC/DAF
Mail Stop MNBB 4503
Washington, D.C. 20555

Your application will be.fowarded to the Licensing staff for
processing upon receipt of the fee. When submitting the fee,
please refer to CONTROL NUMBER 021443.

If we do not receive a reply from you within 30 calendar. days
from the date of this letter, we shall assume that you do not
wish to. pursue your application and will void this action.

Sincerely,

San ra Kimberley
License Fee and Debt Collection

Branch
iDivision of Accounting and Finance

Office of the Controller

Enclosure: July 23, 1992, Federal Reaister notice

cc: Susan Greene

EAIAPP.TXT

DISTRIBUTION
Pending Fee File, OC/DAF R/F, LFDCB R/F (2)

W
Q[dbFDCB OC/LFDCB OC/LFDCBOFFICE:

NAME: BBrown SKimberley MMessier
DATE: f/3 /yy N/4 /fL /)/ (, /5V

1
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:' ENGELHARDT& ASSOCIATES,Inc.
''

.

Radiation Consultants

15 September,1992

Mr. John Lubinski
United States Nuclear Regulatory Commission
Commercial Section
Medical, Academic, and Commercial Use Safety Branch
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards

Washington, DC,20555

Dear John:

Enclosed is an application for an exempt distribution license. We need to register these
sources for exempt distribution. I had initially sent the application to Mr. John Madera
in Region III. He spoke with Mr. Tom Rich of your office and it was decided that this
needed to be processed through Washington.

The license for possession and use of the sources for calibration is already completed . , .
'

and that number is 48-26435-01. Please assign a control number to this application and
let me know what the fees are so that we may remit them promptly. I appreciate your
expeditious review of this application. If you have any questions, please feel free to call
me. Thanks.

Sincerely,

|w _. u. egita.mLc
Susan J. Engelhardt

_..

President g 5
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uts SEP 18 G92 en gf/..i

800 S. Fish Hatchery Road Madison, WI 53711-5399- Ph. (608) 274-4227 ' Fax (608) 273-6989
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5. RADIOiCTIVE MATERIAL

Sa. Radionuclide: Fe-55

5b. Physical Form: Solid (Sealed Source)

Sc. Manufacturer: Isotope Products
Model Number: Type-M Series
Max. Act/ Source 0.100 millicuries / source

6. PURPOSES FOR WHICH LICENSED MATERIAL WILL BE USED
,

The sealed sources shall be contained in Siemens Analytical X-ray equipment for
purposes on producing soft X radiation, that will be used to calibrate .the equipment.
The source is used to flood an area, so as to calibrate a grid and correct out an
image. Once this is accomplished, the source is removed from the unit.

7. INDIVIDUAL (S) RESPONSIBLE FOR THE RADIATION SAFETY PROGRAM
AND THEIR TRAINING AND EXPERIENCE

This is not applicable for this application in that we are requesting only to distribute .
the materialin our equipment.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQ.UENTING
RESTRICTED AREAS

This is not applicable in that this application is for distribution only.

9. FACILITIES AND EQUIPMENT

This is not applicable in that this application is for distribution only.
~

10. RADIATION SAFETY PROGRAM

A. 32.51 Safety Design Features

:(1) The device registration is included for the source

. Attachment One)(

(2) Leak tests - ,.

- Frequency: Each six months

Procedure Shall be done as specified in directions provided by''a-

company certified to process leak tests. The leak test kits provided by-
the company that will process the leak tests.

'
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In addition, as part of the new user training, provided for Siemens
Analytical X Ray equipment,-the customer shall be instructed in proper.
: leak test procedures.

Wipe tests will be done by a lab certified by the NRC/ Agreement State
to do so. If the customer wishes to count their own leak tests, they must
demonstrate that the NRC or an Agreement State has issued said
customer a license to do so.

'

(3) The diagram of the source as it is configured by Isotope Products is
included in the device registration. The source, as configured by Siemens
Analytical is included. The following changes have been made in order for ;

the source to be utilized in the calibration of Siemens Analytical X-Ray
'

equipment.

A72 018700 SOURCE / SOURCE HOLDER (Attachment Two) - This is
the diagram of the source configuration as Siemens distributes it.

(a) 268-003300: Shows the outline of the_ source holder as configured by. |
'

Isotope Products. This demarcated area is removed and the-
remaining capsule and source are affixed to the source holder (058 . !

001700 with sticky tape, manufactured by 3M Company. [
]

(b) SOURCE COVER (058-001800) - Attachment Two
When the source is not in use, the source / source holder are stored
in the source cover. The source cover is made out of aluminum. .

(4) Conditions of Use I

.|
No adverse conditions of use are anticipated.

(a) Uses The source will be used . in Siemens Analytical X-Ray |
'

Equipment to flood an area, in order to calibrate a grid. Attachment -
Three shows the location of the source in the x-ray system. Once the.

,

grid is calil- i the source is removed from the x-ray system and '

stored in i inum housing. j
!

(b) HANDLING / INTEGRITY OF SOURCE: The construction of the
source is as described in the device registration and as modified per
attachment two drawing. ]

Siemens has some sources in-house that are used in the configuration .
requested in this application. The sources are rugged an'd they hold !

up under conditions of use.

I
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RADIATION EXPOSURE: No person can be expected to exceed
the limits set forth below.

Whole body; head and trunk; active blood-forming organs;
gonads; or lens of eye ................................ 0.5 rem

Hands and forearms, feet and ankles; localized areas of
skin averaged over areas no longer than 1 square
ce n ti m e te r .............. .. ......... ........... . ....... 7.5 rems

Oth e r o r gans ............ ......... ... ..... .... ......... 3.0 rems

Siemens staff have used these sources extensively and have' not
received exposures attributable to the Fe-55 sources.

(5) Protorvoe Testing

As stated earlier, there is a device registration for this source.

(6) Drawings

See attachments

(7) Radiation Levels

See device registration j

(8) Ouality Assurance and Control Plan

OA OF SOURCE MANUFACTURER - See the device registration.-

QA OF UNIT ASSEMBLY: The sources, in the configuration used for-

distribution to Siemens customers, does not alter the QA performed by

the manufacturer. However, a leak test shall be performed, and
processed by a lab licensed to do so, prior to shipment to customers.

If a source is found to be leaking, it will be sealed in plastic and put
into a leak proof container. The source shall be returned to Isotope
Products, for proper disposal.

Prior to shipment, each source shall be visually inspected for integrity
of seals and source placement.

'

Each source shall be provided with a certificate to verify that'a leak test
has been performed and within six months of date for transfer. 'A copy
of this leak test record shall accompany the source.

>
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A certificate of assay will be provided by Iso. tope Products for each'

batch of sources ordered by Siemens. Siemens shall pass along a copy

of this certificate to the customers.
'

(9) Labelling

Because the sources are so small, a caution radioactive materiallabel shall
be affixed to the source holder rather than the source. The source, source
strength and caution radioactive material sign shall be affixed to the plastic
box that is used for storage of the source.

In addition, each customer shall receive a copy of the following:

The receipt, possession, use, and transfer of this device Model
Serial No. . are subject to a general license or the equivalent and
the regulations of the U.S. NRC or of a State with which the NRC has
entered into an agreement for the exercise of regulatory authority. This
label shall be maintained on the device in a legible condition. Removal''
of this labelis prohibited.

Each customer shall receive an instruction sheet on how to install / remove
the source from Siemens Analytical X Ray equipment.

Each customer shall be instructed as to the six month leak test
requirements. Siemens field service personnel or a Siemens engineer shall
review installation procedures, leak test requirements and emergency
procedures.

B. Information Furnished to General Licensees

(a) Each customer shall receive a copy of the general license contained in 10
CFR 31.5, in NRC regulated States.

(b) Each customer in an Agreement State shall receive a copy of the general -{

license contained in the Agreement State's regulation equivalent to 10 CFR |

31.5.

C. Transfer Reoorts

(a) A report shall be provided to the Director of Nuclear Material Safety and
Safeguards USNRC, Washington, DC 20555 on a quarterly basis (within 30
days after the end of each calendar quarter); a copy shall be sent to the
appropriate regional office.

OThis report shall contain the following information.

"
- - _ _ , _ _ _ - _-
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(1) Licensee Name,

(2)' Address
(3) Individual Contacts
(4) Type and model number of device transferred
(5) Quantity and type of byproduct material contained in each device

(b) The' information named in (a) _ above shall be sent to appropriate
Agreement State agencies to comply with the agreement state equivalent -
of 10 CFR 31.5. ,

Records shall be kept of each licensee (name, address and point of contact)
who receives a source unoer generallicense.

11. WASTE DISPOSAL ,

The generallicences shall return sources to Siemens Analytical. Siemens will then
return sources to Isotope Products. The general licensee shall be informed as to
whom he/she can transfer their general licensed items, as per 10 CFR 31.5 (8).

'

:
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ph',\ ATU G M'NT ONE

RECISTRY OF RADI0 ACTIVE SEALED SOURCES AND DEVICES
SAFETY F7ALUAT:0N OF SEALED SCURCE

(Amended in its antiracy November 27, 1989)
,

1

1: CA406S111S E: April 02, 1973 FAGE: 1 of 6

SEALED SOURCE m E: Ga::::a Calibra: Con Source

M0QEL: XXXX Series (see description)

4 g'qEAQTJRER/ DIS""4I3U*0R: Isotope Produe:s Laboratories,,g

1800 North Keystene Street
,

,

Burbank, CA 91504 !

ISOTOPE: Any gamma emitter

:

MAXIMUM ACTIVTrt: 100 microcuries

LEAX TEST FFIGUENC_Y: Six months

?RINCI?AL USI: Call *3 ration Sources (I)

CUSICM SOUFCE: YIS X NO

.

m

_
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RECISTRY OF RADICACTIVE SEALED SOURCES AND DEVICES '*

SAFETY EVALUATION OF SEALED SOURCE ~]
*

,,

(Amended in its entirety November 27, 1989).
.

H2 : CA4065111S E: April 02,1973 FAfd:' 2 of 6
1
j

SEALED SOURCE TYPE: Ga=ma Calibration Source ;

DESCRIPTION:

The' type M source consists of a deposited metal salt onto a mylar or kapton =
'

.- j

disc. This is dried and sealed with a sels adhesive kapton disc, or d

altarnatively the scurce 'is made by sandwichin5 a Instal foil between tso - self .
adhesive kapton discs. ,

,

Source dimensions are l' in diameter and 1/8" in height. The.alumini:ed nylar
and kapton discs are encased in an aluminum support ring to maintain source ;

dintegrity,

' IABE' ING : :)

The source is labeled in accordance with section 30278 of the California- ,

iRadiation Control Regulations (equivalent to 10 CFR 20.203),

DJArdwi:

See Drawins No.175 1, P*58 3- -i
;j
.|

-

: 1
J

CONDITIONS OF NORMAL USE:

Thesa ' gan:ma . sources are designed for use in a ; laboratory environnent for
calibration of instruments.

PROT 0Tver TisT'NC:

Prototype ~ tests have 'shown the cype "M" sources pass. che ' critaria; for l
calibracten sources (greater than 30 microcurias) and have been assigned .a.- ;

classification of ANSI 77C22212 in accordance vich ANSI N.542.1977. 1

i
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REGISTRY OF RADICACTIVE SEALED SOURCES AND DEVlCES
'

SAFE *Y EVALUATION OF SEALED SOURCE

(Mended in its entirety November 27, 1989)

ML: CA406S111S 26II: April 02, 1973 FAGE: 4 of 6

SEALD SOURCE ITUE: Canma Calibration Source

EX""17FAL 3ADIATION LEVELS:

Actual radiation levels will vary vich isotope and activity level. As an
example, a cypical radiation laval for 100 uci of Co-60 is 5.7 mR/hr ac a
discance of 6*. This was determined from the Radiologic Heal:h Handbook,1970,
Page 131. .

QUALITY ASSITRANCE AFD CONTROL:

The general QA/QC program for sealed source nanufacturing is incorporated in
the specific license of the manufactursr. It contains all p rocedures for
verification of incoming materials of construction and thel: asse=bly. Each
source is tested for activity and integrity as specified below:

A. Activiev: Held to 15% of nominal value. Decernined by assay of finished
source.

3. Radierurttv- Greater than 993 excluding daur.;hter activity determined by
gm.ma spectroscopy of original batch and finished source.

C. Ciaaniiness: Each source is svabbed over its entire surface with a
moistened fil:e: paper which is dried and than assayed in a vindowless
proportional counter. The acceptance crice:ia is < 2220 DPM.

LIMITA"' IONS AND/OR_0THER CCNSIDERATIONS OF USE:

A. These sources shall be distributed to specific licensees of the NRC or
Agres=ent Scaces .

3. Scenra: Store in cool, dry area in the original shielded container.

C . 'Ji n a Ta n t : Thesa sourcas shall be tested for leakage and/or concamination

ar intervals not to exceed six(6) monchs. Such :cs:s shall be able to
decoce 0.005 microcuric.s of ' radioac:ive material, and be performed by

specific licensees of the NRC or Agreement State.

.
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REGISTRY OF RADI0 ACTIVE SEALID SOURCES AND DEVICES
SATEIT EVALUATION OF SEALED SOURCE

(Amended in its en:irecy Nove=ber 27, 1989)

E: CA406silis 2E3: April 02,1973 '/ AGE : 5 of 6

SEAilD SOURCE M E: Gamma Calibracion Source

LIM *TATIONS AND/CR ATHER CONSIDE?ATTCNS OF USE: (Cont.)

D. Clasniv.: Una a tissue moistened with water and a little decergent.
Rubbing alcohol may be used, if necessary, but avoid acetone and similar
strong solvents.

E. Discosal: Dett mined by licensin5 authority; decayed sources =*.is : be
disposed of in according :o licensee's disposal procedures.

F. These sources should noe be subjec:ed to conditions exceeding those
specified in ANSI 77C22212.

C. This regist stion sheo: and the information contained within the references
shall not be chan6ed vi:hout the vrt::en consen: of :he california
Departmene of Health Services.

SATE ~'Y_ ANALYSTS SUW.ARY:

3ased on our reviev of the information and est data cited below, we cenclude
the Model :CCet Series sources are acceptable for licensing purposes. They have
passed the tests for calibration sources in accordance with ANSI N.542 (1977).
Furthor= ore, this source design has been in use for several years withouc any
known problems,
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REGISTF.Y OF BAD!0 ACTIVE SEALED SCilRCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(Amended in its entirecy November 27, 1989)

EL.: CA4065111S ggi: April 02, 1973 PAQE: 6 of 6

SEAT.ED SOURCE TOE: Ga==a Calibra:Lon Source

REFERn!.QII:

The following supporting documents for the Model XXXM Series are hereby
incorporated by reference and made part of this re5 scry docunent;1

A. Inotepe Products Laboratories application dated Septenber 6, 1989
.

(including QA/QC su:=ary) .

3. Isotope ?:oducts Laboratories lec:e dated December 6, 1989.

C. NSS Handbook No. 125, " ANSI N.562, Sealed Radioaccive Sources,Classification *, 1977.

D. Radiolocie Health _Mandbook, 1970, page 131.

CATE: / // d
MA. M

'
'

R evIrJED_3Y:_

Trisha Edgtti E
.

DAII: / / f# CCNC*JRRENCE :
/ 7 _

San Kapgy

ISSUING ACDICY: California Departnen: of Health Services

cp #/3
.

m
T& T & P S NP



;

: . : 1+ n ] 3- W-
,

c:2 4 y- .

-.

y: i:
NOTE.5- 11. ;4 ,Pp Tape (t?.t-oo2.3xx) on ;To : souace act.oen (oss- c

. .

3 .; ,s,.

c

2) PEEK :j Ft.usn To iSouate. Rot _ DER. WiTR Si&B.P X-KC,TOTram~:4-

Ev tuMG.: Fv.oM %PE !(12.2.- 0023YX). CENTER. 5 WT| *|,
'

Y ~| AkEA 'oF TBE 9.AO}NUoM Sou0tE: (2.toB- 0033%%) ON TRd
;; SPprj cnvau oM TRE' SOURCE Rot. DER.(05B-oonY.v). Th

TCi 5007t E 6. OLDER wit A ~ SRM9 :y - Acro # %.t4 i F E . .

'

*'; 3) T.N SERT. O-Rta 6-(OiB- 0035x%)! IKTO S00RC.E COVEkt.(O
'

. .,
-

i'
.;,. ,

'

:B . i !'''
,

I i ,

t'

,.;
..

;
. ., .

4

.

|, (248 003300h
' *:i'! SEE 140TEj 2.
,, .

! '.

NJ
.

J -g-
- ,,; , , - -

.t,

, _, [i i

b \ i
,

'+ )i ( -q)'~ l 1
. , ,

i '! ,

1
'

,!
~

\ / 1
'

<

(058-pod 00 [
, uN '

s- i

j,

j (12 Loo 230\ @s-oossoo j;
,

i '' ! SEE NOTE .1 SEE NOTE 3 i"
'

-

,,
-

;;.

| ! ..; *

!- ''
,

'

A
'

,

,it. >i

,i 3 i -i
'

f ;>a

.; ; 3 ii.,
<

!,
. .

, , ,

I

! ! !

'i 4
'- 4

's L, .

j,.o ., '

.)
_

J

u9m /637 ' N E W D W 6-'----.

g | i
l Rev Date ECN Description of Change

,
,

,

Revisions''
2 i

3

" , * -3 A
i

J~ p- -

- 687500 " m-

-| , l. . . .. j .j 4 ;- ,

4
.

.
>

. a .; # .

.

- .. - .C 1._ ..- . ,. -- --.~_4-

L L...;
'

. . _ .. .



.

-|22- .i '1

NE%T WY : - l.ll?-2.03tCO . I'.
'~ - *

st~l%X)e 882.-20o100
-

rswtsc.
..i
i bD t O N,,TW 6 ,

L R.E.F69.E.N CA -

WFwsn

p 60tByy).

. .

B-

w
4

ANSTEd', y

APERTURE i
-

CARDp g - - -- - - *.
-P
/-

( Also Available on-
Aperturo Card }-~* >~

,i

oss-00i805) ]|/

..

t

i

I .!-

Ibl '4
.

AL.

Scale: d.b. * * -

Break sharp corners, edges and remove burrs

Drang conforms to ANSI Y14 bu IMaterial Finish
LISTED ASxE NONE.

..

;
.

-

o noi .. .< .. esc .. u d. p., u=, sand,o - , ,

Abbrevadhor'.s pel Mdetary Staridard 12 -

f
Woldeng SymtJota per Amercan Nidnig 6[ancard A2 0 - Tide

:

/454[/ DETECXOR CAuBRtsTson FWXUR.E '

: 1. ,.nc. on .. om.... . e,. . ;a
. . . . . . in n..

. X t .8 .XX2.03
XX t 13 XXX .005 ,
,XXX t 013 AXXX1.0005 Dra*n Daiv Chua Date

+ ANG 11;2* ANG 1 f.'2" 1 , bd k =D - M *g(f) Q Q&f d)AM., k | kkM ;
~'

y -
Qg, b. .,/ f Part No. 472,-Q{g]Qg sneet

h{
Rev

.\ ' ** \ -
,

s,, ~~~

m.--,.-~,-.,-s.,~,
py Chkd .,mo a n., m .. ni., u w . in,. .x,. i ,,o, u,.

Size - Siemens Analytical X-Ray Instruments, Inc.-weermases sem is so n espem o.seewee e er auxneo.

i- , ,$ *$*[ **
Madison,Wiscondn $3719-1173* ' * * ' " ' ""'

,
'

-1 i .i
.

'
'

2 a
, .

; 3
.

J.- 'j j' i,

'
g

.

s

t. , n . ,.A



. - -- _w

=-. _- ..

q i

PART NO.i 2 -M33dODESCRIPTION: bOURC E /RAciATIONIDDOC oVANnY: E A.I

"

~~
" '

/

Source / RAo1 AT10NFe f5
100 MicRocuRiES

,

"
NOTE.
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R1201021 LICENSING TRACKING SiSTEM DATE: 920918
PAGE: 1

LTS WORKSHEET

DOCKET NO 03032933 LICENSE NO STATUS: 3

MAIL CONTROL: 021443 RECEIPT DATE 920918 ACTION TYPE: 1
DUE DATE 921217

FED. GOVT N INST. CODE 26435 LICENSE REGION: 0

ISSUE DA'L: _ _ _ . _ _ ORIGINAL DATE: EXPIRATION DATE:

NAME SIEMENS ANALYTICAL X-RAY DECOM FIN ASSUR REQD: -
1SUBM:

DEPT / BUREAU: INSTRUMENTS CONT PLAN REOD: _ APPRV: _
BUILDING

_ _ _ _ _ _ _

STREET f>300 ENTERPRISE LANE

CITY MADISDN STATE: WI ZIP: 537191173

CONTACT PERSON- BRETT A. YEAGER PHONE:

PRIMARY PGM CCCC SECONDARY PGM CODES:

INSPECTION R f. C I C N : 3 PRIORITY CODE: INSPECTION CATEGORY:

RADIATION SAFETY OFFICEP:

STATES WHLRE USE IS AUTHORIZED: ~ 0 - ALL LISTED STATES
1 - SAME AS STATE IN ADDRESS
2 - ALL STATES
3 - NON-AGREEMENT STATES

AU"HORIZED STATES: _ (USE ONLY IF ABOVE IS ZERO)

REP 3kTING IDENTIFICATION SYMBOL:

APPR'h AL FOR . REDISTRIBUTION STORAGE ONLY:
TEMPCdARY JOB SITES. INCINERATION:

BURIAL:

EXEMFTIONS: (1) (2)
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POSSESSION LIMIT INFORMATION PAGE: 2

MATERIAL TYPE FORM CODE: AGGREGATE CODE: |
MODEL NUMBER
DESCRIPTION
TOTAL QUANTITY UMIT; ~~~
O Te t' R I SOURCES:

MATERIAL TYPE FORM CODE: AGGREGATE CODE:
MODLL NUMOER

~~~--

DESCRIPTION
- ~~

IINIT: -TOTAL QUANTITY
0;iER 5 SOURCES:

elit1ber xxx__ - ^ "'"^'' ' ' - I' "" '

DESCRIPTION
-~

UNIT: -TOTAL QUANTITY
OTHER

~"~~--

# SOURCES:

MATERIAL TYPE FORM CODE: AGGREGATE CODE:
MODEL NUMBER
DESCRIPTION
TOTAL QUANTITY UNIT:
OTHER 8 SOURCES: __,.

MATERIAL TYPE FORM CODE: AGGREGATE CODE:
MODEL NUMBER
DESCRIPTION -~~~

TOTAL QUANTITY UNIT:
OTHER

_ I SOURCES: Z
MATERIAL TYPE FORM CODE: - AGGREGATE CODE: -
MODEL NUMBER
DESCRIPTION
TOTAL QUANTITY UNIT'
OTHER

_ # SOURCES: Z
MATERIAL TYPE FORM CODE: ~-- AGGREGATE CODE: -
MODEL NUMBER

'

DESCRIPTION
4

TOTAL QUANTITY 'UMIT: --
DTHER I SOURCES:

|

l

|

|
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w

INDIVIDUAL USERS , PAGE: 3

NAME AUTHORIZATION

ADDRESS WHERE MATERIAL IS USED OR POSSESSED

BUILDING.
~~

ROOM-
STREET- ~ . . ~ ~ - . - . . j

y

STAl'. ;~ ' i

BUI'E NG.
~

RCnN
STELP. _ ,_ ;i_
CITY

~ ~ ~ ~

STATE.

l DINO'
. _ . _ _

STREET:
CITY
STATE-.

_ __

BUILDING:
R00M:
STREET:
CITY:
STATE:

_ __

BUILDING:
ROOM:
STREET:
CITY:
STATE:

_ _

BUILDING:
ROOM:
STREET:
CITY:
STATE: 1 _

BUILDING:
ROOM: 1
STREET: !

CITY:
STATE:

_ _

BUILDING:
ROOM:
STREET:
CITY:
STATE: ,_ _

4,

,

G

. . . . .
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DECOMMISSIGNING FINANC'il ASSURANCE INFORMATION PAGE: 4
..................................___..........__..............................

DOCKET: 03032933 LIC: NAME: SIEMENS ANALYTICAL X-RAY
...............................................................................

PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D=DFP)
NAME . MECH TYPE ,-
ADDR1; MECH AMOUNT: --
ADDR2: APPROVED? UATE:

EXPIRES ? -CITY .
TIP: - DATE:

STATE:
.._....::___..._ .........._.._........_........_......................._...._.,

I PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D=DFP)'

NAME . MECH TYPE .-
ADDR1: MECH AMOUNT: --
ADDR2: APPROVED 7 DATE:

EXPIRES ? -CITY ,
ZIP:

- DATE:
STATE: __
.................___...._ .. .........._......._. ___............... .._ ._____

PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D=DFP)
NAME . MECH TYPE .-
ADDR1: MECH AMOUNT: ~~
ADDR2. APPROVED 7 DATE:

EXPIRES ? -CITY .
IIP:

- DATE:
STATE: __
............................ ............... ................. __._..._ .......

PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D=DFP)

ADDR1: ~ ~ ~
MECH TYPE .---NAME .
MECH AMOUNT:

ADDR2: APPROVED 7 DATE:
EXPIRES ? -CITY .

ZIF: - DATE:
STATE:
................._... __..... _..........____...._ ...................._ ......

PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D DFP)

ADDR1:.
MECH TYPE ,---NAME
MECH AMOUNT:

ADDR2: APPROVED 7 UATE:
EXPIRES ? - DATE:CITY .

ZIP:STATE: __
.........................................._.................................._.

PARTY ISSUING MECHANISM: ASSUR TYPE (C. CERT D=DFP)
NAME . MECH TYPE .-
ADDR1: MECH AMOUNT: --
ADDR2: APPROVED 7 DATE:

EXPIRES ? -CITY .
IIP:

- DATE:
STATE: _
........ .........___ _.._................_......_........................._...

PARTY ISSUING MECHANISM: ASSUR TYPE (C= CERT D=DFP)

ADDR1:.
MECH TYPE ,-~~NAME
MECH AMOUNT:

ADDR2: APPROVED 7 DATE:
EXPIRES ? ~CITY .

ZIP:
- DATE:

STATE:
....._.::......______.... ..............................._........._....._.....

. . . - - . - . - - - .
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LICENSE DATA, CONTINUED . PAGE: 5
EEEEEEEEEEEEEEEEAEEEEEEEEEaEEEEEEEEEEEEEEEEEEEEESEEEEEEEEEESEEEEEEEEEEEEEEEEEEE

DOCKET NO: 03032933 LICENSE NUMBER:
NAME SIEMENS ANALYTICAL X-RAY
......______ . ...._...___ .._.........__. __......_...__..__......_ ....___....

MEDICAL QUALITY MANAGEMENT PROGRAM REQUIRED: N RECEIVED: _ AFPROVED: _

DECOMMISSIONING FINANCIAL ASSURANCE REQUIRED: _ SUBMITTED: _

CONTINGENCY PLAN REQUIRED: __ APPROVED: _
....____________ . ..____......_..______......................_________. __....

DECAY-IN-STORAGE APPROVED: N HOLDING FOR < 10 HALF-LIVES APPROVED: _
T 1/2 > 65 DAYS, ISOTOPE (S):

INTERIM STORAGE UP TO 1996: N
SEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE EEEEEEEEEEEEEEEEEEEEE
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[FOR LFMS USE)
INFORMATION FROM LTS

BEU. TEN- --------------------

License fee Management Branch, ARM Program Code:
and Status Code: 3

Regional L4 censing Sections Fee Category:
Exp. Date: 0
Fee Comments:
Decom Fin Assurlegd:

LICENSE FEE TRANSMITTAL

A. REGION I
1 APPLICATION A1TACHED

Applicant / Licensee: SIEMENS ANALYTICAL A-RAY
Received Date: 323918
Doc ='' No. 303293?
Cc' No. 021443
Ls. '>c No
Ac: t 1 lype: New License

.

2. FLL ATTACHED ,

An..mt: . __ 4_
Chcck No _/ _ _

/
3 COMMENTS ,

* 4 c,s.ed ) ?Y Ik; .n&LLA 1 Y?6. I
'7 . g ,2. .e

B. LICENSE FEE MANAG NT 89tNCH (Check when milestone 03 1s entered / f)
1 (c Catego y and A ount

_

I ' ' '"

2 cor 3ct Fee Pald. Application may be processed for:
A na ment
De r. ,. w a l ~~~~~7
.icense __ [-~ T -~l

3. OTHER
__

_._

#$ /Signed PM ''
Date 'i r/v/90'
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