September 28, 1998

NOTE TO: NR-112-D-807-B
FROM: John W. Lubinski
CAL & CONVERTING THE REGISTRATION CERTIFICATE TO INACTIVE

NRC has evaluated the responses to the CAL and has determined that all issues are closed.
Specifically, Apgee has indicated that no sources over 100 cm were distributed (except one
use' in a custom device registered by LA) and has indicated that the spec.fications for the ANSI
flanges are identical to the DIN flanges. In addition, since the certificate is being converted to
inactive, NRC has disregarded the Apgee's request to use longer sources in the devices.
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE : PAGE 1 OF 7

DEVICE TYPE: Level Measuring Device

LB 300 IRL Series (Drawing 21257.000-000)

Apgee Corporation

Hopewell Business & Industrial Park
103 Corporation Drive

Aliquipva, PA 15001

EG&G Berthold
Postfach 160
Calmbacher Strasse 22
D-7547 Wildbad I
Germany

SEALED SOURCE MODEL DESIGNATION:
" EG&G Berthold Model, Drawing. No~ P-2608-100 5492

‘”Mﬁ the. o . (Cobalt-60) o.b P-2608 - \O\
Ko et 44 Py ve-287 .
Amersham Buchler Medei(/Berthold Drawing No.SK 1208
(Cesium-137) Fuce
1SOTOFE: MAXIMUM ACTIVITY:
Cobalt-60 8 millicuries (0.296 GBq)
Cesium-137 50 millicuries (1.85 GBq)

LEAK TEST FREQUENCY: 36 months

PRINCIPAL USE: (D) Gamma Gauges

CUSTOM DEVICE: YES il




- REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE
NO.: NR-0112-D-807-8 DATE : PAGE 2 OF 7
DEVICE TYPE: Level Measuring Device
DESCRIPTION:

A Model LB 300 IRL Series device is used to measure the level of
content of large vessels or pipes. Figure (a) of Attachment 1 of

this safety evaluation shows a typical i allation for an
LB 300 IRL Series Device. Under the m@@ggéﬁggs scheme of model

nu 8, the "LB 300 IRL Series" identifies a series of
electronic pystems; the "I" indicates that the source is mounted
7 in a ip tube"; i.e., immersed in a vessel but not in contact

with the vessel’s contents; the "R" indicates a rod source of
radiation; that "L" identifies use for level measurements.

The device uses eit“er a cobalt-60 rod source or a cesium-137 rod
source. When the a. ce is in its "off” position, the rod source
is contained in a steel encased, lead shielded housing. The
housing is mounted on a "dip tube" that extends into the vessel.
When the device is in its "on" position, the rod source is in the
"dip tube." The dip tube is sealed so that the source does not
come in contact with the contents of the vessel. The dip tube
may enter the vessel from any direction; i.e., top, bottom, or
sides.

For some installations, the housing is used to transfer the rod
source into or out of the dip tube but does not remain mounted on
the dip tube. For these installations, a plug or cover plate
closes the dip tube and protects the rod source during use.

When the device is in its "on" position, radiation exits the dip
tube and is reduced in intensity by the contents of the vessel
before reaching a scintillation detector probe that is mounted on
the external surface of the vessel.

The design of construction of the dip tube are performed by the
manufacturer of the vessel or pipe. To insure the integrity of
the dip tube, Apgee will review and approve its design to
determine that adequate protection will be provided to the source
at all times.




- REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE : PAGE 3 OF 7
DEVICE TYPE: Level Measuring Device
DESCRIPTION (cont.):

The housing serves as transport cont-iner, source transfer
container, and storage container. Several housings are used in
the LB 300 IRL Series of devices. Each cylindrical in shape, has
lead shielding encased by steel, can accommodate a single rod
source, has a means of positioning the rod source without
exposing the operator to an unshielded source, and has a means of
closing (lead plug or shutter) and securing the source storage
tube. The housing uses either stiff wire or a steel rod to
position the rod source as discussed below.

In some housings, the rod source is positioned by manipulating a
stiff wire that is attached to the rod source. This wire is
accessible upon removal of the locked cover (cap showed at the
top of Figure (b) of Attachment 1). The stiff wire is connected
to the rod source by use of a link that is crimped to the wire.
The wire’s link is attached to the rod source’s link by a screw,
lock washer, and nut.

A yellow marking band on the stiff wire is visible when the rod
source is in its "off" position. This mark is made at the.tim &
of installation of the device by Berthold Systems, Inc.{ P other
specific licensee. Safety instructions supplied by Apgee advise
persons to determine that the source rod is in its storage
position by both (a) visual check for the yellow marking band and
(b) verification by the electronics of the system.

In some housings the rod source is manipulated by a handling rod
which can be screwed into an internally treaded hole in the top
of the rod source. The top of the rod source has a short steel
pin which protrudes at 90° into a slot and prevents rotation of
the source while the handling rod is being attached to, or
removed from, the rod source. When the handling rod is not in
use, it is stored on the side of the housing

The manufacturer provides a cover plate for a closure of the end
of the source dip tube when the housing is not mounted on a
vessel. This plate is attached to the housing by fasteners.

The cobalt-60 rod-shaped source has a stainless steel capsule
with external dimensions of approximately 7 millimeters (0.28")
in diameter and ranging from a few centimeters to 100 centimeters
(39.4") in length. The capsule has a minimum wall thickness of

1 millimeter (0.04") and is sealed by argon gas arc welding. The
cobalt-€0 is in the form of wire made of a cobalt-nickel alloy.



. . REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES |
SAFETY EVALUATION OF DEVICE |
NO.: NR-0112-D-807-8 DATE: PAGE 4 OF 7
DEVICE TYPE: Level Measuring Device
DESCRIPTION (Cont.):

The cesium-137 rod-shaped source has an outer stainless steel
capsule and a minimum wall thickness of 1 mm (0.04") and is
sealed by argon gas arc welding. The cesium-137 is in the form
of cesium glass or ceramic bead within welded stainless steel
inner capsules. Spacers may be used in the rod source to
distribute the inner capsule throughout the length of the source.
The source is approximately 7 millimeters (0.28") in diameter and
ranges in length from a few to 100 centimeters (39.4").

LABELING:

The manufacturer/distributor states that each source housing will
be labeled in accordance with the requirements of 10 CFR 20.1901.

These labels are made of aluminum or stainless steel and are
riveted in place or are made of mylar and secured in place witn
an adhesive.

Additionally, with regard to installation on vessels or tanks
where there is accessibility into the vessel or tank, a caution
sign with the statement "Radiation Area - Check to insure that
the shutter is closed before entering" to be placed at any
logical access point.

DIAGRAMS :

fee Attachment 1: (a) Sketch of installed device;
(b) Drawing of housing Drawing 21257.000-000.

CONDITIONS OF NORMAL USE:

The system is designed for the measurement of the level of the
contents of large vessels or pipes.

The device might encounter a variety of industrial environments;
however, because of characteristics inherent to scintillation
detector systems, particularly with respect to temperature and
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE : PAGE 5 OF 7
DEVICE TYPE: Level Measuring Device

CONDITIONS OF NORMAL USE (cont.):

vibration, environmental stresses on radiological protection
features of the device should be well within the protective
capabilities of those features. The manufacturer’s coperating
instructions that accompany the device state -20° to 50°C (-4 to
122°F) for the scintillation counter.

Multiple barriers (seals) between the radiocactive material and
the exterior of the device housing and dip tube provide
protection against corrosive abrasive airborne material.

As related by the manufacturer, European experience has shown
that the design of the Bertholi equipment has been such as to be
unaffected by normal use in industrial environments.

Written radiation safety instructions are provided to users.

PROTOTYPE TESTING:

Apgee Corporation did not supply prototype test results regarding
mechanical operation (e.g., no specific data on life cycle
testing of the shutter mechanism). 1In lieu of such submission,
Apgee Corporation states "the continued use »f these devices in
Europe over a 10 year period in industrial environments without
operational problems causing radiation exposures in excess of
acceptable levels indicates to us that prototype testing at this
time is not necessary - units are considered field tested."

The rod sources have been evaluated and each has achieved

classification of ISO/C65444 (same as ANSI N542-1977). e ) "

hpusings-satisfy the standards set forth in IAEA and Gefman )i "4
ranspgzt'pfanﬂziﬂé for Type A packaging én?/are used in the

/U.8. under thé provisions of 49 CFR173.415/(d) v

EXTERNAL RADIATION LEVELS:

The manufacturer states that radiation levels at 30 centimeters
(11.8") and at 1 meter (39.4") from accessible surfaces of
vessels containing installed devices with the source inserted in
its dip tube would not exceed 5.0 mR/hr (50uSv/hr) and 1.0 mR/hr
(10 uSv/hr), respectively.



REGISTRY OF RADIOACTIVE SEALED SOUKCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE : PAGE 6 OF 7

DEVICE TYPE: Level Measuring Device

EXTERNAL RADIATION LEVELS (cont.):

Apgee Corporation states that with the source inserted in its
housing maximum radiation levels would be: 100 mR/hr (1 mSv/hr)
at the surface of the housing, 5 mR/hr (50uSv/hr) at 30 cm
(11.8"), 2.5 mR/hr (25 uSv/hr) at 60 centimeters (23.6"), and
1 mR/hr (10 uSv/hr) at 1 meter (39.4").

QUALITY ASSURANCE AND CONTROL:

The manufacturer/distributor performs inspection and testing on
each device to assure that labeling and other radiation
protection features are in accordance with specifications and
drawings. Each source prior to installation is also tested for
leakage/contamination and assayed for source strength. A copy of
the "Quality Assurance and Control Program" is on file with the
NRC.

L1MlIAIlQNE_ANDLQB_QIBBR:jQESIQEBAIIQHS_QE_QSE;
T
. This device sha 1:83 used by persons specifically licensed

by the NRC cr an Agreement State.

| 4 o € Mf""

. The device shall be leak tested at/3 years intervals using
techniques capable of detecting 0.005 microcurie (185 Bqg) of
removable contamination.

. Handling, storage, use, transfer and disposal: To be
determined by the licensing authority.

. This registration sheet and the information contained within
the references shall not be changed without written consent
of the NRC.

SAFETY ANALYSIS SUMMARY:

Since the effective date of this document, the Bertheld Model

LB 300 IRL ggries gauges are not current products distributed by
Apgee or However, Apgee has indicated that Berthoivsi
will handle repairs, servicing, and disposals of these devices.

Based on our review of the information and test data contained in
the references cited below, we continue “o conclude that the
Model LB 300 IRL Series device is acceptable for licensing



v REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S DATE : PAGE 7 OF 7
DEVICE TYPE: Level Measuring Device
SAFETY ANALYSIS SUMMARY (Cont.):

purposes. Furthermore, we continue to conclude that the device
would be expected to maintain its containment integrity for
normal conditions of use and for accident conditions which might
occur during the uses specified in this certificate.

REFERENCE:

The following supporting documents for the Model LB 300 IRL
Series Level Measuring Device are hereby incorporated by
reference and are made a part of this registration document :

. Berthold Systems, Inc. application dated May 24, 1984, as
revised June 20, 1984.

. Berthcld Systems, Inc. letters dated September 27, 1984,
October 29, 1984, November 15, 1984, November 23, 1984,
February 13, 1985, February 28, 1985, March 20, 1985,

April 9, 1985, April 25, 1985, May 2, 1985, May 9, 1985, and
August 29, 1988, with attachments thereto.

. Berthold Systems, Inc., letters dated March 4, 1985, with
transmittal letter dated March 22, 1985.

. Apgee letters dated August 8, 1991, September 28, 1991,
October 2, 91, Auguoe—&%7~&990,«Nevembypﬁyh—1$95, I 4
December 20° 1996, May 13, 1997,J}une 4, 1997, June 16&,
1997, June 17,71997, December 5,“1997, and December 18Y% (f&¥)

1997, with enclosures thereto.

U. S. NUCLEAR REGULATORY COMMISSION

DATE: REVIEWER:

ubinski

DATE: CONCURRENCE:

Douglas A. Broaddus



April 14, 1999
G.M. Smith, Jr.
Apgee Corporation
103 Corporation Drive
Aliquippa, PA 15001

Dear Mr. Smith:
Based on the information submitted in your letter dated December 5, 1997, and subsequent

letters, with enclosures thereto, we have transferred the following registration certificates to
inactive status. The registration numbers of the certificates have been changed as indicated in

the table.
Old Certificate Number New Certificate Number Model Number
NR-112-D-104-B NR-112-D-804-B LB 378
NR-112-D-112-B NR-112-D-805-B LB-BW Series
NR-112-D-106-B NR-112-D-806-B LB 300 L and LP Series
NR-112-D-107-8 NR-112-D-807-S LB 300 IRL Series
NR-112-D-101-B NR-112-D-808-B LB 379

Please review the registration certificates (copies enclosed) in their entirety and notify us
immediately if there are any errors or omissions.

If you have any questions, please contact me at (301) 415-7868 or Mr. Douglas Broaddus at
(301) 415-5847.

Sincerely, ,
//S
John W/ Lubinski, Mechanical Engineer
Materials Safety and Inspection Branch
Division of Industrial and
Medical Nuciear Safety
Office of Nuclear Material Safety

And Safeguards
Enclosure: As stated
cc w/encl: Skimberiey, LFDCB
Distribution:
IMNS r/f NEO1
97-44 97-76 97-43 97-77 97-42

(NR-112-D-807-S) (NR-112-D-805-B) (NR-112-D-806-B) (NR-112-D-804-B) (NR-112-D-808-B)

DOCUMENT NAME: P:\NR112CMP.WP2

To receive & of this document, in the box: “C* = Copy without attachment/enclosure “E" = Copy with attachment/enciosure  “N" = No ¢
OFFICE [MSIB
NAME | JLubinski’
DATE |04/ /1 /99

OFFICIAL RECORD COPY

Qag4rettl .




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE: APR 14 1988 PAGE 1 OF 8
DEVICE TYPE: Level Measuring Device
MODEL: LB 300 IRL Series (Drawing 21257.000-000)
DISTRIBUTOR: Apgee Corporation

Hopewell Business & Industrial Park

103 Corporation Drive

Aliquippa, PA 15001
MANUFACTURER : EG&G Berthold

Postfach 160

Calmbacher Strasse 22

D-7547 Wildbad I

Germany
SEALED SOURCE MODEL DESIGNATION:

EG&G Berthold Model, Drawing. Nos. P-2608-100-101 and

CUSTOM DEVICE:

P-2608-101 (Cobalt-60)
Amersham Buchler Model, Berthold Drawing No. SK 1208
(Cesium-137)
1SOTOPE: MAXIMUM ACTIVITY:
Cobalt-60 8 millicuries (0.296 GBQ)
Cesium-137 50 millicuries (1.85 GBq,
LEAK TEST FREQUENCY: 36 months
PRINCIPAL USE: (D) Gamma Gauges

YES X NO

Aa3FHHG— A




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S  DATE: APA 141908 PAGE 2 OF 8
DEVICE TYPE: Level Measurir Device
DESCRIPTION:

A Model LB 300 IRL Series device is used to measure the level of
content of large vessels or pipes. Figure (a) of Attachment 1 of
this safety evaluation shows a typical installation for an

LB 300 IRL Series Device. Under the manufacturer’s scheme of
model numbers, the "LB 300 IRL Series" identifies a series of
electronic systems: the "I" indicates that the source is mounted
in a dip tube, i.e., immersed in a vessel but not in contact with
the vessel’s contents; the "R" indicates a rod source of
radiation; that "L" identifies use for level measurements.

The device uses either a cobalt-60 rod source or a cesium-137 rod
source. When the device is in its "off” position, the rod source
is contained in a steel encased, lead shielded housing. The
housing is mounted on a dip tube that extends into the vessel.
When the device is in its "on" position, the rod source is in the
dip tube. The dip tube is sealed so that the source does not
come in contact with the contents of the vessel. The dip tube
may enter the vessel from any direction, i.e., top, bottom, or
sides.

For some installations, the housing is used to transfer the rod
source into or out of the dip tube but does not remain mounted on
the dip tube. For these installations, a plug or cover plate
closes the dip tube and protects the rod source during use.

When the device is in its "on" position, radiation exits the dip
tube and is reduced in intensity by the contents of the vessel
before reaching a scintillation detector probe that is mounted on
the external surface of the vessel.

The design of construction of the dip tube were performed by the
manufacturer of the vessel or pipe. To insure the integrity of
the dip tube, Apgee reviewed and approved its design, prior to
initial distribution, to determine that adequate protection is
provided to the source at all times.

The housing serves as a transport container, source transfer
container, and storage container. Several housings are used in
the LB 300 IRL Series of devices. Each cylindrical in shape, has



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVAL' ATION OF DEVIZTE

NO.: NR-0112-D-807-§ DATE: APR 141088 PAGE 3 OF 8
DEVICE TYPE: Level Measuring Device
DESCRIPTION (Cont.):

lead shielding encased by steel, can accommodate a single rod
source, has a means of positioning the rod source without
exposing the operator to an unshielded source, and has a means of
closing (lead plug or shutter) and securing the source storage
tube. The housing uses either stiff wire or a steel rod to
position the rod source as discussed below.

In some housings, the rod source is positioned by manipulating a
stiff wire that is attached to the rod source. This wire is
accessible upon removal of the locked cover (cap shown at the top
of Figure (b) of Attachment 1). The stiff wire is connected to
the rod source by use of a link that is crimped to the wire. The
wire’'s link is attached to the rod source’'s link by a screw, lock
washer, and nut.

A yellow marking band on the stiff wire is visible when the rod
source is in its "off" position. This mark is made at the time
of installation of the device by Berthold Systems, Inc., or other
specific licensee. Safety instructions supplied by Apgee advise
persons to determine that the source rod is in its storage
position by both (a) visual check for the yellow marking band and
(b) verification by the electronics of the system.

In some housings the rod source is manipulated by a handling rod
which can be screwed into an internally treaded hole in the top
of the rod source. The top of the rod source has a short steel
pin which protrudes at 90° into a slot and prevents rotation of
the source while the handling rod is being attached to, or
removed from, the rod source. When the handling rod is not in
use, it is stored on the side of the housing.

The manufacturer provides a cover plate for a closure of the end
of the source dip tube when the housing is not mounted on a
vessel. This plate is attached to the housing by fasteners.

The cobalt-60 rod-shaped source has a stainless steel capsule
with external dimensions of approximately 7 millimeters (0.28")
in diameter and ranging from a few centimeters to 100 centimeters
(39.4") in length. The capsule has a minimum wall thickness of



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

. - e © o - :
NO.: NR-0112-D-807-8 DATE 4p8 14 1999 PAGE 4 OF 8
DEVICE TYPE: Level Measuring Device
DESCRIPTION (Cont.):

1 millimeter (0.04") and is sealed by argon gas arc welding. The
cobalt-60 is in the form of wire made of a cobalt-nickel alloy.

The cesium-137 rod-shaped source has an outer stainless steel
capsule and a minimum wall thickness of 1 mm (0.04") and is
sealed by argon gas arc welding. The cesium-137 is in the form
of cesium glass or ceramic bead within welded stainless steel
inner capsules. Spacers may be used in the rod source to
distribute the inner capsule throughout the length of the source.
The source is approximately 7 millimeters (0.28") in diameter and
ranges in length from a few to 100 centimeters (39.4").

LABELING:

Apgee states that each source housing is labeled in accordance
with the requirements of 10 CFR 20.1901. These labels are made
of aluminum or stainless steel and are riveted in place or are
made of mylar and secured in place with an adhesive.

Additionally, with regard to installation on vessels or tanks
where there is accessibility into the vessel or tank, a caution
sign with the statement "Radiation Area - Check to insure that
the shutter is closed before entering" is placed at any logical
access point.

DIAGRAMS:

See Attachment 1: (a) Sketch of installed device
(b) Housing Drawing 21257.000-000

CONDITIONS OF NORMAL USE:

The system is designed for the measurement of the level of the
contents of large vessels or pipes.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE: APR 14 1888 PAGE 5 OF 8

DEVICE TYPE: Level Measuring Device

CONDITIONS OF NORMAL USE (Cont.):

The device might encounter a variety of industrial environments;
however, because of characteristics inherent to scintillation
detector systems, particularly with respect to temperature and
vibration, environmental stresses on radiological protection
features of the device should be well within the protective
capabilities of those features. The manufacturer’'s operating
instructions that accompany the device state -20° to 50°C (-4 to
122°F) for the scintillation counter.

Multiple barriers (seals) between the radiocactive material and
the exterior of the device housing and dip tube provide
protection against corrosive abrasive airborne material.

As related by the manufacturer, European experience has shown
that the design of the equipment has been such as to be
unaffected by normal use in industrial environments.

Written radiation safety instructions are provided to users.

PROTOTYPE TESTING:

Apgee Corporation did rot supply prototype test results regarding
mechanical operation (e.g., no specific data on life cycle
testing of the shutter mechanism). In lieu of such submission,
Apgee Corporation states "the continued use of these devices in
Europe over a 10 year period in industrial environments without
operational problems causing radiation exposures in excess of
acceptable levels indicates to us that prototype testing at this
time is not necessary - units are considered field tested."

The rod sources have been evaluated and each has achieved an
ISO classification of C65444.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S DATE:  aPR 14 1898 PAGE 6 OF 8
DEVICE TYPE: Level Measuring Device
EXTERNAL RADIATION LEVELS:

The manufacturer states that radiation levels at 30 centimeters
(11.8") and at 1 meter (39.4") from accessible surfaces of
vessels containing installed devices with the source inserted in
its dip tube would not exceed 5.0 mR/hr (50uSv/hr) and 1.0 mR/hr
(10 uSv/hr), respectively.

Apgee Corporation states that with the source inserted in its
housing maximum radiation levels would be: 100 mR/hr (1 mSv/hr)
at the surface of the housing, 5 mR/I'r (50uSv/hr) at 30 cm
(11.8"), 2.5 mR/hr (25 uSv/hr) at 60 centineters (23.6"), and
1 mR/hr (10 uSv/hr) at 1 meter (39.4").

QUALITY ASSURANCE AND CONTROL:

The manufacturer/distributor performed inspection and testing on
each device to assure that labeling and other radiation
protection features are in accordance with specifications and
drawings. Each source, prior to installation, was also tested
for leakage/contamination and assayed for source strength. A
copy of the quality assurance and control program is on file with
the NRC.

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:

* The device may be used by specific licensees of NRC or an
Agreement State.

» Handling, storage, use, transfer, and disposal: To be
determined by the licensing authority.

» The device shall be leak tested at intervals not to exceed
36 months using techniques capable of detecting
0.005 microcurie (185 Bg) of removable contamination.

* This registration sheet and the information contained within
the references shall not be changed without the written
consent of the NRC.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVTCE

NO.: NR-0112-D-807-8 DATE: APH 141848 PAGE 7 OF 8
DEVICE TYPE: Level Measuring Device
SAFETY ANALYSIS SUMMARY :

Since the effective date of this document, the Apgee Model

LB 300 IRL Series gauges are not current products distributed by
Apgee or Berthold System, Inc. However, Apgee has indicated that
Berthold System, Inc. will handle repairs, servicing, and
disposals of these devices.

Based on our review of the information and test data contained in
the references cited below, we continue to conclude that the
Model LB 3C0 IRL Series device is ccceptable for licensing
purposes. Furthermore, we continue to conclude that the device
would be expected to maintain its containment integrity for
normal conditions of use and for accident conditions which might
occur during the uses specified in this certificate.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE:  ppg 14 18088 PACGE 8 OF 8
DEVICE TYPE: Level Measuring Device
REFERENCE :

The {ollowing supporting documents for the Model LB 300 IRL
Series Level Measuring Device are hereby incorporated by
reference and are made a part of this registration document:

. Berthold Systems, Inc. applicatior dated May 24, 1984, as
revised June 20, 1984.

. Berthold Systems, Inc. letters dated September 27, 1984,
October 29, 1984, November 15, 1984, November 23, 1984,
February 13, 1985, February 28, 1985, March 20, 1985,

April 9, 1985, April 25, 1985, May 2, 1985, May 9, 1985, and
August 29, 1988, with attachments thereto.

. Berthold Systems, Inc., letters dated March 4, 1985, with
transmittal letter dated March 22, 1985.

. Apgee letters dated August 8, 1991, September 28, 1991,
October 2, 1991, December 20, 1996, May 13, 1997, June 4,

1997, June 16, 1997, June 17, 1997, December 5, 1997, and
December 18, 1997, with enclosures thereto.

ASSUING AGENCY:

U. S. NUCLEAR REGULATORY COMMISSION

DATE: APR 1 4 00 REVIEWER: Lﬁ,._//

/ John W. Lubinski

A . ~~ 77
pATE; MR 141088 concunawcs:'%mnﬁ
Dotiglas A. Broaddus
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SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE: APR 14 1889 ATTACHMENT 1
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April 14, 1999

G.M. Smith, Jr.

Apgee Corporation
103 Corporation Drive
Aliquippa, PA 15001

Dear Mr. Smith:

Based on the information submitted in your letter dated December 5, 1997, and subsequent
letters, with enclosures thereto, we have transferred the following regist-ation certificates 10
inactive status. The registration numbers of the certificates have beeri changed as indicated in
the table.

Old Certificate Number New Certificate Number Model Number
NR-112-D-104-B NR-112-D-804-B LB 378
NR-112-D-112-B NR-112-D-805-B LB-BW Series
NR-112-D-106-B NR - 12-D-806-B LB 300 L and LP Series
NR-112-D-107-S NR-112-D-807-S LB 300 IRL Series
NR-112-D-101-B NR-112-D-808-B LB 379

Please review the registration certificates (copies enclosed) in their entirety and notify us
immediately if there are any errors or omissions.

If you have any questions, please contact me at (301) 415-7868 or Mr. Douglas Broaddus at
(301) 415-5847 .

Sincerely, /,”
/%
John W/ Lubinski, Mechanical Engineer
Materials Safety and Inspection Branch
Division of Industrial and
Medical Nuclear Safety
Office of Nuclear Material Safety

And Safeguards
Enclosure: As stated
cc w/encl: Skimberley, LFDCB
DRistribution:
IMNS r/f NEO1
97-44 97-76 97-43 97-77 97-42

(NR-112-D-807-S) (NR~112-D-805-B) (NR-112-D-806-B) (NR-112-D-804-B) (NR-112-D-808-B)

DOCUMENT NAME: P:\NR112CMP.WP2

To receive » of this document in the box: “C" = Copy without attachment/enclosure  “E" = Copy with attachment/enclosure "N = No o
OFFICE [MSIB
NAME | JLubinski
DATE 04/ (1 /99
CFFICIAL RECORD COPY

Ohu39643 0




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S DATE: APR 14 1888 PAGE 1 OF 8
DEVICE TYPE: Level Measuring Device

MODEL : LB 300 IRL Series (Drawing 21257.000-000)
DISTRIBUTOR: Apgee Corporation

Hopewell Business & Industrial Park
103 Corporation Drive
Aliquippa, PA 15001

MANUFACTURER : EG&G Berthold
Postfach 160

Calmbacher Strasse 22
D-7547 Wildbad 1I
Germany

SEALED SOURCE MODEL DESIGNATION:

EG&G Berthold Model, Drawing. Nos. P-2608-100-101 and
P -2608-101 (Cobalt-60)

Amersham Buchler Model, Berthold Drawing No. SK 1208
(Cesium-137)

JS0TOPE: MAXIMUM ACTIVITY:
Cobalt-60 8 millicuries (0.296 GBq)
Cesium-137 50 millicuries (1.85 GBq)

LEAK TEST FREQUENCY: 36 months

PRINCIPAL USE: (D) Gamma Gauges

CUSTOM DEVICE: YES X NO




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S  DATE: PR 141588 PAGE 2 OF B
DEVICE TYPE: Level Measuring Device
DESCRIPTION:

A Model LB 300 IRL Series device is used to measure the level of
content of large vessels or pipes. Figure (a) of Attachment 1 of
this safety evaluation shows a typical installation for an

LB 300 IRL Series Device. Under the manufacturer’'s scheme of
model numbers, the "LB 300 IRL Series" identifies a series of
electronic systems: the "I" indicates that the source is mounted
in a dip tube, i.e., immersed in a vessel but not in contact with
the vessel’‘s contents; the "R" indicates a rod source of
radiation; that "L" identifies use for level measurements.

The device uses either a cobalt-60 rod source or a cesium-137 rod
source. When the device is in its "off” position, the rod source
is contained in a steel encased, lead shielded housing. The
housing is mounted on a dip tube that extends into the vessel.
When the device is in its "on" position, the rod source is in the
dip tube. The dip tube is sealed so that the source does not
come in ccntact with the contents of the vessel. The dip tube
may enter the vessel from any direction, i.e., top, bottom, or
sides.

For some installations, the housing is used to transfer the rod
source into or out of the dip tube but does not remain mounted on
the dip tube. For these installations, a plug or cover plate
closes the dip tube and protects the rod source during use.

When the device is in its "on" position, radiation exits the dip
tube and is reduced in intensity by the contents of the vessel
before reaching a scintillation detector prcbe that is mounted on
the external surface of the vessel.

The design of construction of the dip tube were performed by the
manufacturer of the vessel or pipe. To insure the integrity of
the dip tube, Apgee reviewed and approved its design, prior to
initial distribution, to determine that adeqguate protection is
provided to the source at all times.

The housing serves as a transport container, source transfer
container, and storage container. Several housings are used in
the LB 300 IRL Series of devices. Each cylindrical in shape, has



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NQ.: NR-0112-D-807-8 DATE: APK 14 1888 PAGE 3 OF 8
DEVICE TYPE: Level Measuring Device
DESCRIPTION (Cont.):

lead shielding encased by steel, can accommodate a single rod
source, has a means of positioning the rod source without
exposing the operator to an unshielded source, and has a means of
closing (lead plug or shutter) and securing the source storage
tube. The housing uses either stiff wire or a steel rod to
position the rod source as discussed below.

In some housings, the rod source is positioned oy manipulating a
stiff wire that is attached to the rod source. This wire is
accessible upon removal of the locked cover (cap shown at the top
of Figure (b) of Attachment 1). The stiff wire is connected to
the rod source by use of a link that is crimped to the wire. The
wire’'s link is attached to the rod source’'s link by a screw, lock
washer, and nut.

A yellow marking band on the stiff wire is visible when the rod
source is in its "off" position. This mark is made at the time
of installation of the device by Berthold Systems, Inc., or other
specific licensee. Safety instructions supplied by Apgee advise
persons to determine that the source rod is in its storage
position by both (a) visual check for the yellow marking band and
(b) verification by the electronics of the system.

In some housings the rod source is manipulated by a handling rod
which can be screwed into an internally treaded hole in the top
of the rod source. The top of the rod source has a short steel
pin which protrudes at 90° into a slot and prevents rotation of
the source while the handling rod is being attached to, or
removed from, the rod source. When the handling rod is not in
use, it is stored on the side of the housing.

The manufacturer provides a cover plate for a closure of the end
of the source dip tube when the housing is not mounted on a
vessel. This plate is attached to the housing by fasteners.

The coba’t-60 rod-shaped source has a stainless steel capsule
with external dimensions of approximately 7 millimeters (0.28")
in diameter and ranging from a few centimeters to 100 centimeters
(39.4") in length. The capsule has a minimum wall thickness of



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DRVICES
SAFETY EVALUATION OF DEVICE

: - ' ' dad ad :
NO.: NR-0112-D-807-8 DATE 4PR 14 1688 PAGE 4 OF 8
DEVICE TYPE: Level Measuring Device

1 millimeter (0.04") and is sealed by argon gas arc welding. The
cobalt-60 is in the form of wire made of a cobalt-nickel alloy.

The cesium-137 rod-shaped source has an outer stainless steel
capsule and a minimum wall thickness of 1 mm (0.04") and is
sealed by argon gas arc welding. The cesium-137 is in the form
of cesium glass or ceramic bead within welded stainless steel
inner capsules. Spacers may be used in the rod source to
distribute the inner capsule throughout the length of the source.
The source is approximately 7 millimeters (0.28") in diameter and
ranges in length from a few to 100 centimeters (39.4").

LABELING:

Apgee states that each source housing is labeled in accordance
with the requirements of 10 CFR 20.1901. These labels are made
of aluminum or stainless steel and are riveted in place or are
made of mylar and secured in rlace with an adhesive.

Additionally, with regard to installation on vessels or tanks
where there is accessibility into the vessel or tank, a caution
sign with the statement "Radiation Area - Check to insure that
the shutter is closed before entering" is placed at any logical
access point.

DIAGRAMS ;

See AiLiacnment 1: (a) Sketch of installed device
(b) Housing Drawing 21257.000-000

CONDITIONS OF NOKRMAL USE:

The system is designed for the measurement of the level of the
contents of large vessels or pipes.




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE:  APR 14 1838 PAGE 5 OF 8

DEVICE TYPE: Level Measuring Device

CONDITIONS OF NORMAL USE (Cont.):

The device might encounter a variety of industrial environments;
however, because of characteristics inherent to scintillation
detector systems, particularly with respect to temperature and
vibration, environmental stresses on radiological protection
features of the device should be well within the protective
capabilities of those features. The manufacturer'’'s operating
instructions that accompany the device state -20° to 50°C (-4 to
122°F) for the scintillation counter.

Multiple barriers (seals) between the radicactive material and
the exterior of the device housing and dip tube provide
protection against corrosive abrasive airborne material.

As related by the manufacturer, Europcan experience has shown
that the design of the equipment has been such as to be
unaffected by normal use in industrial environments.

Written radiation safety instructions are provided to users.

PROTOTYPE TESTING:

Apgee Corporation did not supply prototype test results regarding
mechanical operation (e.g., no specific data on life cycle
testing of the shutter mechanism). In lieu of such submission,
Apgee Corporation states "the continued use of these devices in
Europe over a 10 year period in industrial environments without
operational problems causing radiation exposures in excess of
acceptable levels indicates to us that prototype testing at this
time is not necessary - units are considered field tested."

The rod sources have been evaluated and each has achieved an
ISO classification of C65444.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE:  APR 14 1888 PAGE 6 OF 8
DEVICE TYPE: Level Measuring Device
EXTERNAL RADIATION LEVELS:

The manufacturer states that radiation levels at 30 centimeters
(11.8") and at 1 meter (39.4") from accessible surfaces of
vessels containing installed devices with the source inserted in
its dip tube would not exceed 5.0 mR/hr (50uSv/hr) and 1.0 mR/hr
(10 uSv/hr), respectively.

Apgee Corporation states that with ti1'e source inserted in its
housing maximum radiation levels would be: 100 mR/hr (1 mSv/hr)
at the surface of the housing, 5 mR/hr (50uSv/hr) at 30 cm
(11.8"), 2.5 mR/hr (25 uSv/hr) at 60 centimeters (23.6"), and
1 mR/hr (10 uSv/hr) at 1 meter (39.4").

QUALITY ASSURANCE AND CONTROL:

The manufacturer/distributor performed inspection and testing on
each device to assure that labeling and other radiation
protection features are in accordance with specifications and
drawings. Each source, prior to installation, was also tested
for leakage/contamination and assayed for source strength. A
copy of the guality assurance and control program is on file with
the NRC.

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:

« The device may be used by specific licensees of NRC or an
Agreement State.

» Handling, storage, use, transfer, and disposal: To be
determined by the licensing authority.

« The device shall be leak tested at intervals not to exceed
36 months using techniques capable of detecting
0.005 microcurie (185 Bg) of removable contamination.

» This registration sheet and the information contained within
the references shall not be changed without the written
consent of the NRC.




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-8 DATE: APH 14 184§ PAGE 7 OF 8
DEVICE TYPE: Level Measuring Device
SAFETY ANALYSIS SUMMARY:

Since the effective date of this document, the Apgee Model

LB 300 IRL Series gauges are not current products distributed by
Apgee or Berthold System, Inc. However, Apgee has indicated that
Berthold System, Inc. will handle repairs, servicing, and
disposals of these devices.

Based on our review of the information and test data contained in
the references cited below, we continue to conclude that the
Model LB 300 IRL Series device is acceptable for licensing
purposes. Furthermore, we continue to conclude that the device
would be expected to maintain its containment integrity for
normal conditions of use and for accident conditions which might
occur during the uses specified in this certificate.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

NO.: NR-0112-D-807-S DATE:  ppg 141988 PAGE 8 OF 8
DEVICE TYPE: Level Measuring Device

REFERENCE:

The following supporting documents for the Model LB 300 IRL
Series Level Measuring Device are hereby incorporated by
reference and are made a part of this registration document:

. Berthold Systems, Inc. application dated May 24, 1984, as
revised June 20, 1984.

Berthold Systems, Inc. letters dated September 27, 1984,
October 29, 1984, November 15, 1984, November 23, 1984,
February 13, 1985, February 28, 1285, March 20, 1985,

April 9, 1985, April 25, 1985, May 2, 1985, May 9, 1985, and
August 29, 1988, with attachments thereto.

Berthold Systems, Inc., letters dated March 4, 1985, with
transmittal letter dated March 22, 1985.

Apgee letters dated August 8, 1991, September 28, 1991,
October 2, 1991, December 20, 1996, May 13, 1997, June 4,
1997, June 16, 1997, June 17, 1997, December 5, 1997, and
December 18, 1997, with enclosures thereto.

LISSUING AGENCY:

U. S. NUCLEAR REGULATORY COMMISSION ///

pATE:_APR 14 1988 REVIEWER: lﬁj/;" ‘Z/

/ John W. Lubinski

CONCURRENCE: /

DATE : APR 14 1998

<

Douglas A.

Broaddus
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S otember 28, 1998
NOTETO: NR-112-D-807-B

FROM: John W. Lubinski 4
CAL & CONVERTING THE REGISTRATION CERTIFICATE TO INACTIVE

NRC has evaluated the responses to the CAL and has determined that all issues are closed.
Specifically, Apgee has indicated that no sources over 100 cm were distribuied (except one
used in a custom device registered by LA) and has indicated that the specifications for the ANSI
flanges are identical to the DIN flanges. In addition, since the certificate is being converted to
inactive, NRC has disregarded the Apgee's request to use longer sources in the devices.

Applicatior. dated June 4, 1997, requested increased source lengths and activities. The request
for increased activities was withdrawn on June 17, 1997. As indicated above, since the
registration was requested to be made inactive, and no sources at increase length were
distributed, the application date June 4, 1997, is considered withdrawn. However, since this
document provided updated drawings of source components, a copy of the document is being
maintained in the file.

Aew39¢-32 10



Apgee Corporation 7 7~y ¥

Hopewell Business & Industrial Park « 103 Corporation Drive * Aliquippa, Pennsyivania 15001 » Telephone: (412) 378-7877 « Fax: (412) 378-1926

June 17, 1997

Mr. Doug Broaddus

Mechanical Engineer

Sealed Source Safety Section
Nuclear Safety, NMSS

US Nuclear Regulatory Commission
Washington, D.C. 20555

Dear Mr. Broaddus:

We had requested in our application for amendments dated June 4, 1997, that the following registration
certificates have added the P-2608-100/101 source with longer lengths and higher actlvmes We have
decided not to add the higher activity levels for these devices:

1. NR-112-D-106-B
2. NR-112-D-111-8
3. NR-112-D-107-S

Therefore, we are requesting only the longer lengths for these sources with the activity levels
as per the current registration certificate.

If you have any questions, please cali Mary Dqgo(n at 412-378-1900 x3006.

Sincerely, i
_,

G.M. (Bud) Smith, Jr. -

President

Apgee Corporation/

Berthoid Systems, Inc.

cc: Mary Dedola
Gus Norton
John McGrath, NRC Region |

QL 035 1)



Apgee Corporation

Hopewell Business & Industrial Park « 103 Corporation Drive » Aliquippa, Pennsylvania 15001 Telephone: (412) 378-7877 « Fax: (412) 378-1926

June 16, 1897

Mr Douglas Broaddus |
US Nuclear Regulatory Commission |
Office of Nuclear Material Safety and Safeguards |
Two White Flint North |
11555 Rockville Pike |
Rockville, MD 20852-2738 1
|
|
\

Dear Mr. Broaddus:

Please be advised that all technical questions regarding the license amendments and clarifications
submitted to your office on May 13, 1997, June 4, 1997 and June 5, 1997, should be directed to Mr Martin
(Gug) Norton at (423)483-2228 or fax (423) 481-2432 M- " 'oiton will ensure that Berthold Systems,

inc /Apgee Corporation receives copies of all information submitted to the NRC and summaries of all
phone conversations

Questions or requests for additional information concerning licensing 1ssues should be directed to Mary
Dedola at Berthold Systems, Inc. at 412-378-1900 or fax 412-378-1926

If you have any question« please contact me or Mary Dedola.

Sincerely,

G M (Bud) Smith, Ji
President
Berthold Systems, Inc /

Apgee Corporation

cc. Mr Charlie Amot' (Tennessee Division of Radiological Health)
Ms. Mary Dedola (Berthold Systems, Inc )
Mr Charles Ferrin (Apgee Corporation)
Ms. Jami Holbert (EG&G Berthold)
Mr. Juergen Muthmann (EG&G Berthold)
Mr. Martin Norton (EG&G Berthold)

Q305056323 1P
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. Apgee Corporation |

lopewell Business & Industrial Park « 1U3 Corporation Drive * Aliquippa, Pennsylvania 15001 « Telephone: (412) 378-7877 » Fax: (412) 378-1926

Decernber 5, 1997

Mr. Doug Broaddus

Division of Industrial and Medical
Nuclear Safety

Office of Nuclear Material

Safety and Safeguards

U S Nuciear Regulatory Commission
: Washington, D.C. 20555-0001

Dear Mr. Broaddus
Apgee requests the transfer of the following Registration Certificates to “In-Active” Status

»1 NR-112-D-101-B - In4ine Density Measuring Device (LB 379)
Number of Devices Sold - 56
Estimate of Number of Devices still in use - 37

2. NR-112-D-104-B - Continuous Sulphur Analyzer (LB 375)
Number of Devices Sold - €3

Subject Transfer of various registration certificates to “In-Active” Status
|
Estimate of Number of Devicas still in use - 52 ‘

#3. NR-112-D-106-B - Level Measuring Device (LB 300 L)
Number of Devices Sold - 266
Estimate of Number of Devices still in use - 243

/4 NR-112-D-107-S - Level Measuring Device (LB 300 IRL)
Number of Devices Sold - 156
Estimate of Number of Devices still in use - 138

5 NR-112-D-108-B - Density/Level Measuring Device (LB 300 IPD/L)
Number >f Devices Sold - 87
Estimate of Number of Devices sti' in use - 85

/8 NR-112-D-109-B - Density/Level Measuring Device (LB 330)
Number of Devices Soid - 134
Estimate of Number of Devices still in use - 25

7. NR-112-D-112-B - Basis Weight Gauge (LB BW)
Number of Devices Soid - 5
Estimate of Number of Devices still in use - 3

Berthold Systems, Inc. plans to continue to repair, service, wipe test, prepare for shipment for disposal
and return for repair, survey, and retrieve, store and transfer these devices for return to EG&G Berthoid or
an authorized disposal site as per Berthold Systems, Inc. License # 37-21226-01  Apgee Corporation will
only transfer these devices back to EG&G Berthold or Berthold Systems, Inc. for the above referenced
services

Apgee will no longer transfer the abo: e devices to Berthold Systems, Inc. for commercial distribution




Apgee Corporation

Hopewell Business & Industrial Park « 103 Corporation Drive » Aliquippa, Pennsylvarua 15001 « Telephone: (412) 378-7877 « Fax: (412) 378-1926

within the US.

In Regulatory guide NUREG-1550, entitied “Standard Review Plan for Applications for Sealed Source and
Device Evaluations and Registrations” | Section 8 3 it states that the reviewer of this application must
ersure that the background files for these registrations are complete and up-to-date with information
pertaining to any changes made to these devices. In Apgee's responses to the Confirmatory Action letter
dated June 19, 1996, Supplement dated July 22, 1996, and Pre-decisional Enforcement Conference
compiete documentation was submitted to the NRC for each of these devices As it stands, Apgee is not
aware of any further documentation needed to complete the NRC fiies.

Please note, due to the request for “In-Active” Status of the devices listed on the attached invoices that
amount due will not be paid. Apgee requests that no fees be assessed after October 1, 1987, since no
shipments of these devices have been made.

If there are any questions, please contact Mary Dedola @ 412-378-1900

Sincerely.

. ,.o .
G.M. (Bud) Smith, Jr

President
Apgee/Berthold Systems Inc

Attachments

Invoices for renewal of registration Cenrtificates - NR 112- D 101 B

- NR 112- D 1
. NR-112-D-10
- NR-112-D-11

N@O\l

cc. Mary Dedola
Darlene Williamsor;
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U. 8. NUCLEAR REGULATORY COMMISSION
. FY 98 Annual Materials Fee lnvoice
Period 10/1/1997 - 9/30/1998
10 CFR 171.186

Invoice Date License Anniversary Month Invoice Numier
EssrssssEzes SESrzrINssEssssSSzsos 2 2 3 T 2 5 & 2 % 3 % 3 8
10/25/1997 October AM0110-98
APGEE CORPORATION arE. &
ATTENTION: RADIATION SAFETY OFFICER s PR
103 CORPORATION DRIVE .
HOPEWELL BUSINESS & IND PARK e
ALIQUIPPE PA 15001 vy M

-’

- i
-

LA AR Mark THIS COPY with any billing address changes ###w+

License/Approval/
Registration/ Code Annual Fee
Certificate Number AR905 Category(s) Fee Amount
Tz =E==== TEEEEzassazsx L2 3 -3 5 B 5 3 S B 8 B B
NRO112D101B ANN 9A $ 7,200.00
TOTAL: $ 7,200.00
TOTAL INVOICE: $ 7,200.00

If paid by Fedwire see attached Terms and Conditions. 1If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

U.S. Nuclear Regulatory Commission ¢=== This PO Box address is
License Fee & Accounts Receivable Branch <=== for receipt of payments
P.O. Box 954514 <=== Only.

St. Louis, MO 63195-4514

For terms and conditions see attached.

Payment must be received within 30 days of the
date of this invoice to avoid late charges.
Questions: call 301/415-7554

LA AR R R R R R R R R

* .
. PAYMENT o B ) *
* *

LA AR R R A A R R R R R R A R R A R R R R R R

===> TO ensure accurate credit, return this copy of the <===
===> invoice with your payment. Processing may be c===
===> delayed if the invoice is not included. <===

1)-18-97
TracT /€
pre W



S — —
\' : U. §. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice
Period 10/1/1997 - 9/30/1998
20 CFR 173.14

Invoice Date License Anniversary Month Invoice Number
L 2 3 2 T S F 2 5 % % 3 L2 2 2 3 L 2 2 2 3 2 F F F 5 F FE S EEFE L B 5 5 3 5 5 & 5 & 3 F FJ
10/25/1997 October AM0112-98

APGEE CORPORATION

ATTENTION: RADIATION SAFETY OFFICER

HOPEWELL BUSINESS & IND. PARK L
103 CORPORATE DRIVE gy
ALIQUIDPPE PA 15001

-y

LA LA L Mark THIS COPY with any billing address changes #w##+

License/Approval/
Registration/ Code Annual Fee
Certificate Number ARAS05 Category(s) Fee Amount
EEEEEErIzsssss==ar E=zsE= Exzszzzossss L 2 2 2 3 5 5 2 5 5 % 2
NRO0112D104B ANN 9A $ 7,200.00
TOTAL: s 7,200.00
TOTAL INVOICE: $ 7,200.00

1f paid by Fedwire see attached Terms and Conditions. If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

B R T R R A R Y

U.S8. Nuclear Regulatory Commission <=== This PO Box address is
License Fee & Accounts Receivable Branch <=== for receipt of payments
P.O. Box 954514 <cz== only.

St. Louis, MO 63195-4514

For terms and conditions see attached.

Payment must be received within 30 days of the
date of this invoice to avoid late charges.
Questions: call 301/415-7554

LA AR R R R R R R R R R R R R

* .
¢ PAYMENT of - 55 B .
- *

LA AR R R R A R A R R A R AR AR AR R R R R R AR R R R

===> TO ensure accurate credit, return this copy of the <===

===> invoice with your payment. Processing may be <z==

===> delayed if the invoice is not included. c===
1)iefen
:~?;C:K;Af_



U. S. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice

Period 10/1/199%7 - 9/30/1998
10 CFR 171.16

Invoice Date

10/25/1997 October

APGEE CORPORATION

ATTENTION: RADIATION SAFETY OFFICER
HOPEWELL BUSINESS & IND. PARK

103 CORPORATE DRIVE

License Anniversary Month

SUESESESSSSSEEISERSEEESSRESTR

Invoice Number

AM0114-98

ALIQUIPPE PA 15001 -
LA AR Mark THIS COPY with any billing address changes *#*#++
License/Approval/
Regietration/ Coce Annual Fee
Certificate Number ARS0S5 Category(s) Fee Amount
EE 3 2 2 3 5 3 5 % B B & B 5 33 ZzS== Tz === tE ¥ T T T+ % 2 2 3% & 2
NRO112D106B ANN SA S 7,200.00
TOTAL: $ 7,200.00
TOTAL INVOICE: $ 7,200.00

1f paid by Fedwire see attached Terms and Conditions.

I1f paid by check,

make check payable to the NRC (reference Invoice no.) and mail to:

T T T 1ttt it i3t it it 2 T 2 2 2 2 2 2 3 3 O}
U.S. Nuclear, Regulatory Commission c===
License Fee & Accounts Receivable Branch <===
P.O. Box 954514 <===
St. Louis, MO 63195-4514

For terms and conditions see attached.

Payment must be received within 30 days of the

date of this invoice to avoid late charges.
Questions: call 301/415-7554

This PO Box address is
for receipt of payments
only.

FRRRRER AR R AR AR R R R R R R R R R R R R

*

i PAYNENT

*

*

cCO0OPY *

*
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===> To ensure accurate credit, return this copy of the c<===
===> invoice with your payment. Processing may be c===
===> delayed if the invoice is not included.
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U. 8. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice
Period 10/1/1897 - 9/30/1998
10 CFR 171.186

Invoice Date License Anniversary Month Invoice Number
LR B & 2 3 3 3 3 & 5§ 3 EESSESSSSTISETSSZSEZESSSESSSS EEEsszosszs=Esss
10/25/1997 October AM0120-98
APGEE CORPORATION e -
ATTENTION: RADIATION SAFETY OFFICER TR RNV BN
HOPEWELL BUSINESS & IND. PARK -
103 CORPORATE DRIVE f
ALIQUIPPE PA 15011 louts B

taeee Mark THIS COPY with any billing address changes ###++

License/Approval/
Registration/ Code Annual Fee
Certificate Number ARS0S Category(s) Fee Amount
EEISESSssszzssEsz==x ==s=s= Erzssszzszszs TESEEsSzTEszzsmasx
NRO112D1078 ANN 9A $ 7,200.00
TOTAL: $ 7,200.00
TOTAL INVOICE: $ 7,200.00

If paid by Fedwire see attached Terms and Conditions. If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

U.S. Nuclear.Regulatory Commission <=== This PO Box address is
License Fee & Accounts Receivable Branch <=== for receipt of payments
P.O. Box 954514 <=== only.

St. Louis, MO 63195-4514
For terms an  conditions see attached.

Payment must .. received within 30 days of the
date of this .nvoice to aveid late charges.
Questions: call 301/415-7554
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===> TO ensure accurate credit, return this copy of the <===
===> invoice with your payment. Processing may be c===
===> delayed if the invoice is not included. c===




U. §. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice
Period 10/1/1997 - 9/30/1998
30 SFR 171.18

Invoice Date License Anniversary Month Invoice Number
EZsssszraszssx TS TSTEEISTELSZTSESSZISESTZISESSR L2 2 & 25 5 5 & & & & & %
10/25/1997 October AM0115-98

APGEE CORPORATION R B T

ATTENTION: RADIATION SAFETY OFFICER ey it &

HOPEWELL BUSINESS & IND. PARK .

103 CORPORATE DRIVE bl

ALIQUIPPE PA 15001

LAA A Mark THIS COPY with any billing address changes ####«

License/Approval/
Registration/ Code Annual Fee
Certificate Number ARS05 Category (s) Fee Amount
FEEEEIsssssssEzuzas =E=z== S 22 2 2 23 LS 2 2 2 2 & & 2 5 3 & 3 5 3
NR0112D108B ANN SA $ 7,200.00
TOTAL: $ 7,200.00
TOTAL INVOICE: $ 7,200.00

If paid by Fedwire see attached Terms and Conditions. 1If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

LR 2 2 2 B S R R 2 R 2 R R )

U.S. Nuclear.Regulatory Commission <=== This PO Box address is
License Fee & Accounts Receivable Branch «<=== for receipt of payments
P.O. Box 954514 c=== only.

8t. Louis, MO 63195-4514

For terms and conditions see attached.

Payment must be received within 30 days of the
date of this invoice to avoid late charges.
Questions: call 301/415-7554

LA AR AR R R R RS R R AR AR R R R R R R AR R
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===> TO ensure accurate credit, return this copy of the <===

===> invoice with your payment. Processing may be <===
===> delayed if the invoice is not included. c===
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e
U. 8. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice
Period 10/1/19%7 - 9/30/1998
10 CFR 171.16
Invoice Date License Anniversary Month Invoice Number
PR B 3 B 3 & 5 3 3 5 3 i * 3 2 3 2 3 2 2 2 F &+ 2 & 2 3 2 3 & & & & & & 3§ TTTTTETTT=T====
10/25/1997 October AM0116-98

APGEE CORPORATION
ATTENTION: RADIATION SAFETY OFFICER

HOPEWELL BUSINESS & IND. PARK L 4
103 CORPORATE DRIVE

ALIQUIPPE PA 15001 .

whkE Mark THIS COPY with any billing address changes ####«

License/Approval/
Registration/ Code Annual Fee
Certificate Number ARS05 Category(s) Fee Amount
TESsssnssssssan ===m== FEzssozosss EFEsSEsESTTssssEmES
NRO112D109B ANN SA $ 7,200.00
TOTAL : $ 7,200.00
TOTAL INVOICE: $ 7,200.00

If paid by Fedwire see attached Terms and Conditions. If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

U.8. Nuclear,Regulatory Commission <=== This PO Box address is
License Fee & Accounts Receivable Branch «=== for receipt of payments
P.O. Box 954514 <=== Only.

St. Louis, MO €3195-4514

For terms and conditions see attached.

Payment must be received within 30 days of the
date of this invoice to avoid late charges.
Questions: call 301/415-7554

LA AR R AR RS R AR R R AR AR R R R R R RIS AR

* *
¢ PAYMENT CoOPy *
. .

AR R S R SRR R R AR R R R R R R R R R R

===> To ensure accurate credit, return this copy of the <===
===> invoice with your payme:ut. Processing may be <cz===
===> delayed if the invoice is not included. cz===
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\\\\~ U. S. NUCLEAR REGULATORY COMMISSION
FY 98 Annual Materials Fee Invoice
Period 10/1/1997 - 9/30/1998

10 CFR 171.16

Invoice Date License Anniversary Month Invoice Number
EESESSTSETETES T T T I T 12 s 2 T R 2 2 2 & 3 TETTTTTTTTInNEEEX
10/25/1997 October AM0119-98

APGEE CORPORATION

ATTENTION: RADIATION SAFETY OFFICER
HOPEWELL BUSINESS & IND. PARK

103 CORPORATE DRIVE

ALIQUIPPE PA 15001

-
e . T

LA AR A Mark THIS COPY with any billing address changes rrenn

License/Approval/
Registration/ Coce Annual Fee
Certificate Number AAS0S Category (s) Fee Amount
SIS TESEETEST ==s=ES ZEEZTET=EEES CEETSSSTSTZTTS==S
NR0112D112B ANN 9A $ 7,200.00
TOTAL: s 7,200.00
TOTAL INVOICE: $ 7,200.00

1f paid by Fedwire see attached Terms and Conditions. 1If paid by check,
make check payable to the NRC (reference Invoice no.) and mail to:

U.S. Nuclear Regulatory Commission cz===
License Fee & Accounts Receivable Branch <===
P.O. Box 954514 cs=m=

St. Louis, MO 63195-4514

For terms and conditions see attached.

This PO Box address is
for receipt of payments
only.

pPayment must be received within 30 days of the

date of this inveoice to avoid late charges.
Questions: call 301/415-7554
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===> TO ensure accurate credit, return this copy of the <===
===> invoice with your payment. Processing may be c===
===> delayed if the invoice is not included. <===
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Apgee Corporation

Hcpeweli Business & incusuriai Pask « 103 Corporation Drive « Aliguippa. Peansylvaria (5001 « Telephicne: (412, 378727« Sax: (a7 =3

FAX TRANSMITTAL

Hopewell Business and Industrial Park
103 Corporation Orive
Aliquippa, PA 15001-4863
Phone 412-378-1500
Fax: 412-378-1926

Date December 18, 1987
BSILog # 439 Operator._M gy 4
Fax Number 301-415-536% -

To. Mr. John Lubinsk: and Mr. Brian Smith - USNRC .
From: Mary Dedoia (X300€)

Subject: _Keeping the LB 300 IRL and LB 300 L device registrations "Active”

Dear Mr. Lubinski and Mr. Smith:

As per the conversation between Mary Dedola of BSI and Mr. Smith of the NRC, in our December 5 1997
letter, we had asked that the LB 300 IRL and the LB 300 L registraticn Certificates # NR-1 12-D-107-S and
# NR-112-D-106-8 be transferred to “In-active” status. We have found that one of each of these devices
is in our Ba~kiog to be shipped by the end of January 1898. Therefore, we are requesting that these
registration certificates be heid “active” until February 1, 1998, allowing us to make these shipments.

Apgee understands that, by your conversation with Mary Dedola, this afternoon, on February 1, 1998 the
registration certificates will be transferred to “In-Active” status and distnbution will be prohibited.

Sincerely,

e
GM. (Bud) Smith, Jr.
President
Apgee Corporation




UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION
475 ALLENDALE ROAC
KING OF PRUSSIA, PENNSYLVANIA 19406 1415

EA No. 96-246

MEMORANDUM TO: James Lieberman, Director
Office of Enforcement

FROM: Hubert J. Miller
Regional Administrator
Region |

SUBJECT: PROPOSED CONFIRMATORY ORDER (EFFECTIVE IMMEDIATELY)
(APGEE CORPORATION)

Attached for your review and concurrence is a Confirmatory Order involving Apgee
Corporation. A predecisional enforcement conference was held on April 24, 1997, in order
to discuss apparent violations identified during an inspection conducted by the NRC. The
three apparent violations involved: (1) distribution ot devices which were not in compliance
with the Sealed Source and Device (SSD) Registry Certificates; (2) failure to conduct quarterly
audits; and (3) failure to provide instructions advising customers not to lock certain devices
in the open position.

In a subsequent series of correspondence and review of information provided by the licensee,
the NRC identified 42 areas of concern regarding 11 devices that are distributed by the
licensee. Six of these concerns were discussed at the predecisional enforcement conference
at which ume, the licensee proposed corrective actions to address the specific concerns. At
the conference, the licensee also committed to provide additional information regarding some
of the remaining concerns within 30 days of the date of the conference

With respect to the specific concerns discussed at the conference, the licensee committed to
either: (1) submit a request to amend certain device registry certificates to address changes
to the devices; (2) verify that certain devices are in compliance with the current registry
certificates; and/or (3) bring the devices into compliance with the current registry certificates
Additional commitments will be sought as necessary following review of the additional
information related to the remaining concerns.

A Confirmatory Order is proposed as discussed with you and Nader Mamish, of your staff,
who was in attendance during the predecisional enforcement conference and during the
caucus following the conference, to address the necessary corrective actions and the potential
health and safety implications of the devices that are not in compliance with the current
registry certificates.

PROPOSED ENFORCEMENT ACTION
NOT FOR PUBLIC RELEASE WITHOUT APPROVAL OF THE DIRECTOR, OE




Memorandum to James Lieberman 2

While the inspection that identifi»d the apparent violations that are the basis for this action
was conducted in June 1996, extensive NRC review of additional information provided by the
licensee was required in order to assess the safety significance of the specific devices that
were not in compliance with the SSD Registry Certificates. Therefore, timeliness for this case
should be determined from March 10, 1997, which is the date that NMSS completed their
review and provided the results or the Technical Assessment Reguest (TAR) to Region |.

Docket No. 030-32518
License No. 37-28697-01

Attachments:

Proposed Confirmatory Order (Effective Immediately)

- Inspection Report

- B NRC Letter to Licensee dated April 2, 1997

4, Licensee Presentation at the Predecisional Enforcement Conference
5. NRC Letter to Licensee dated May 8, 1997

G, Licensee Response, dated ...ay 19, 1397, Agreeing to Commitme its
y Licensee Letter, dated May 23, 1997

cc w/Attachments:

F. Davis, OGC

D. Cool, NMSS

B. Summers, OE
D. Screnci, PAO-RI
N. Sheehar,, PAO-RI

The Regional Counsel has no legal objections to this Proposal Y%o_



Memorandum to Jaines Lieberman

While the inspection that identified the apparent violations that are the basis for this action
was conducted in June 1996, extensive NRC review of additional information provided by the
licensee was required in order to assess the safety significance of the specific devices that
were not in compliance with the SSD Registry Certificates. Therefore, timeliness for this case
should be determined from March 10, 1997, which is the date that NMSS completed their
review and provided the results of the Technical Assessment Request (TAR) to Region |.

Docket No. 030-32518
License No. 37-28697-01

Attachments:

Proposed Confirmatory Order (Effective Immediately)

Inspection Report

NRC Letter to Licensee dated April 2, 1997

Licensee Presentation at the Predecisional Enforcement Conference
NR” Letter to Licensee dated May 8, 1997

Licensee Response, dated May .3, 1997, Agreeing to Commitmer ts
Licensee Letter, dated May 23, 1997

Emppwe

cc w/Attachments:
F. Davis, OGC

D. Cool, NMSS

B. Summers, OE

D. Screnci, PAO-RI
N. Sheehan, PAO-RI

The Regional Counsel has no legal objections to this Propucal Yes _ No__

= Copy w/ attach/enci "N" = No copy

To receive a copy of this document, indicate in the box: "C" = Copy w/o attach/enci "E"

ICE [RI:ORA ~ [NTRI:DNMS RI:RC NRA | .
NAME | TWalker/mjc [RBlough | BFewew HMiller -5,
DAT 05/=<197 7 06/5/97 06//9 06/4 197 |

W
o[t

OFFICIAL RECORD COPY
P:PROP-APG.CFO



ATTACHMENT 1

EA No. 96-246

Mr. G. M. (Bud) Smith
President

Apgee Corporation

103 Corporation Drive
Aliquippa, Pennsylvania 15001

SUBJECT: CONFIRMATORY ORDER (EFFECTIVE IMMEDIATELY)
(NRC INSPECTION REPORT NOS. 030-20043/96-001, 030-21228/96-001,
AND 030-32518/96-001)

Dear Mr. Smith:

The enclosed Confirmatory Order (Effective Immediately) is being issued to confirm
commitments you made at a predecisional enforcement conference conducted in the Region
| office on April 24, 1997, and during a subsequent telephone conversation on May 1, 1997,
The Order reauires that you either: (1) bring the devices that are not in compliance with the
Sealed Source and Device (SSD) Registry Certificates into compliance by either obtaining an
amendment to the registry certificates or take actions to modify the devices; (2) verify that
the devices are in compliance with the current registry certificates; or (3) recall the devices.
The Order also requires you to provide the NRC with: (1) a schedule for your quarterly audits;
(2) written reports of the resuits of the audits; and (3) monthly reports describing the status
of all the actions required by this Order.

In your letter dated May 19, 1997, you agreed to the issuance of the enclosed Order. In a
subsequent telephone conversation on May 29, 1997, you agreed to an extension of the dates
for the commitments established in the May 1, 1997 telephone conversation and reflected in
the NRC's letter to you dated May 8, 1997. In recogniticn of the fact that you have already
submitted amendment requests for several of the SSD Registry Certificates and completed
distribution of the galvanized replacement bolts for the LB 7400 devices, your commitments
to complete these actions are not reflected in the Order.

At the predecisional enforcement conference, you also agreed to provide the NRC the
information on those gauges where NRC analysis had determined that the information was
insufficient. Following review of this additional information, the conditions of the OUrder may
need to be modified, in which case the NRC will contact you prior to issuance of a Modified
Confirmatory Order.

Pursuant to Section 223 of the Atomic Energy Act of 1954, as amended, any person who
wilifully violates, attempts to violate, or conspires 10 violate, any provision of this Order shall
be subject to criminal prosecution as set forth in that section. Violation of this Order also may
subject the person to civil monetary penalty.

OFFICIAL RECORD COPY
P:PROP-APG.CFO



Apgee Corporation 2

Questions concerning this Order should be addressed to Mr. James Lieberman, Director, Office
of Enforcement, at (301) 415-2741,

In accordance with 10 CFR 2.790 of the NRC's "Rules of Practice,” a copy of this letter, its
enclosures, and your response will be placed in the NRC Public Documerit Room (PDR).

Sincerely,

James Lieberman, Director
Office of Enforcement

Docket No. 030-32518
License No. 37-28697-01

Enclosures: As Stated

cc w/encl:
Commonuvealth of Pennsylvania

OFFICIAL RECORD COPY
P:PROP-APG.CFO



Apgee Corporation

DISTRIBUTION:
PUBLIC
SECY
CA
LCalian, EDO
EJordan, DEDE
JLieberman, OE
HMiller, RI
LChandler, OGC
FDavis, OGC
CPaperielio, NMSS
DCool, NMSS
Enforcement Coordinators
RI, RIl, RHI, RIV
BBeecher, GPA/PA
GCaputo, 0OI
DBangart, OSP
HBell, OIG
DRoss, AEOD
DScrenci, PAO-RI
NSheehan, PAO-RI
OE:Chron
OE:EA
DCS
LAS:DNMS (RI)
Nuclear Safety Information Center (NSIC)
NUDOCS

To receive a copy of this document, indicate in the box: "C" = Copy w/o attach/encl "E* = Copy w/ attach/encl "N" = No copy

; :DNMS [#) RI:ORA 3 i
A alker/ RBlough BFewell (\¥)" HMil
DATE 06/8 197 06/ (/97 064 797 | 06/9 197
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ENCLOSURE

UNITED STATES
NUCLEAR REGULATORY COMMISSION

in the Matter of )

APGEE CORPORATION ) Docket No. 030-32518

Aliquippa, Pennsylvania ) License No. 37-28697-01
) EA 96-246

CONFIRMATORY ORDER
(EFFECTIVE IMMEDIATELY)

|
Apgee Corporation (Licensee) is the holder of NRC License No. 37-28697-01 issued by the
Nuclear Regulatory Commission (NRC or Commission) pursuant to 10 CFR Part 30. The
license authorizes the possession and use of a va ety of radionuclides incident to the loading
of sealed sources into devices prior to transfer. Apgee Corporation is also the holder of Sealed
Source and Device (SSD) Registry Certificates, NR-0112-D-102-B, NR-0112-D-111-S, NR-
0112-D-106-B, NR-112-D-101-B, NR-0112-D-107-S, NR-0112-D-109-B, NR-112-D-108-B, NR-
112-D-110-B, NR-112-D-104-B, NR-112-D-105-S and NR-112-D-112-B issued by the NRC
pursuant to 10 CFR Part 32. The Licensee imports devices manufactured by EG&G Berthold
in Germany, performs quality assurance checks, and transfers the devices to Berthold
Systems, Inc. for distribution within the U.S. to specific and general licensees. The license
was initially issued on September 30, 1981 and is due to expire on October 31, 2001. Most
of the SSD Registration Certificates referenced above were originally issued on October 18,
1991. Registration Certificate NR-112-D-109-B was issued on February 16, 1994,

Registration Certificates have no expiration date.

OFFICIAL RECORD COPY
P:PROP-APG.CFO



Enclosure 2

On June 11-13, 1996, representatives from NRC Region | and the Office of Nuclear Materials
Safety and Safeguards conducted a routine inspection of Apgee Corporation and Berthold
Systems, Inc. in Aliquippa, Pennsylvania. The NRC identified three apparent violations of 10
CFR 32.210 (fM1) and (2). The apparent violations involve the Licensee’s failure to: (1)
distribute devices in accordance with the conditions of the Sealed Source and Device (SSD)
Certificates of Registration; (2) perform quarterly audits; and (3) distribute devices with
manuals that include written instructions advising the customer not to lock the devices in the

open position.

Due to the NRC's concern about the improper distribution of devices, the NRC issued a
Confirmatory Action Letter (CAL) to the Licensee on June 19, 1996, requiring the Licensee
to performm a comprehensive audit of every device currently being distributed by
Apgee/Berthold in the United States, including a review of the current design for each model
of each device, an evaluation of the safety significance for each deviation between the actual
device distributed and the statements and representations contained in the applicable SSD
Registration Certificate, and a proposal for coirective actions. The Licensee responded to the
CAL in a letter dated July 19, 1996, confirming that some of the devices manufactured by
EG&G Berthold and distributed by the licensee may deviate from the SSD Certificates of

Registration.

OFFICIAL RECORD COPY
P:PROP-APG.CFO



Enciosure 3

On July 22, 1996, the NRC issued a supplemer.t to the CAL confirming that Apgee/Berthold:
(1) would transfer only devices that meet the requirements of the SSD registrations and the
conditions of each license; and (2) specifically address distribution of model LB 7400 series
devices with automatic actuators installed at Ciba Geigy in Mcintosh, Alabama, and at other
customer locations, since this apparent deviation from the SSD Kegistry Certificate had been

specifically identifiea in previous correspondence between the Licensee and the NRC.

The Licensee submitted its response to the CAL and Supplement in letters dated August 12
and October 15, 1996. In a letter to the Licensee dated October 28, 1996, the NRC reported
its findings bascd on an analysis of the August 1., 1336 suomittal and a preliminary review
of the October 15, 1995 submittal. The NRC reported that a significant amount of information
was needed before the NRC could complete its assessment of the safety significance of the
identified deviations. The NRC then asked that the Licensee to completely address each
identified deviation and provide complete supporting data. On November 21, 1996, ameeting
was held with the Licensee at NRC Headquarters in Rockville, MD to clarify the information
necessary to fully respond to NRC’'s request. On November 27 and December 20, 1996, the

Licensee submitted the requested information.

NRC provided its analysis of the Licensee’s additional submittels in a letter to the Licensee
dated April 2, 1997. The NRC analysis identified 42 areas of concern regarding 11 devices.
A number of these concerns constituted apparent violations. There were also a number of
areas where additional information was still required. The NRC ietter indicated that action was
being considered to order the licensee to recall or make modifications to certain devices based

OFFICIAL RECORD COPY
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Enclosure 4

on safety concerns involving the following devices: (1) LB 7400 with alternate sources; (2) LB
7400 with pneumatic actuator; (3) LB 7400 with carbon steel transport bolts; (4) LB 300
IPD/L with modified source lengths; (5) LB 300 IPD/L with new Amersham or Bebig sources;

and (6) LB AS.

A predecisional enforcement conference was conducted with the Licensee at the NRC Region
| office on April 24, 1997, to discuss the apparent violations and the concerns identified in the
NRC analysis. During the enforcement conference, the Licensee indicated that urganizational
weaknesses in their program led to the problems. The Licensee also acknowledged that audits

of the manufacturing process per.vimed by .ne Licensee were not thorough.

With regard to the six issues of particular safety concern to the NRC, the Licensee indicated
that they planned to either: (1) submit a request to amend certain SSD Registry Certificates
to address changes to the devices; (2) verify that certain devices are in compliance with the
current Registry Certificates; and/or (3) bring the devices into compliance with the current
Registry Certificates. In the case of the LB 7400 with pneumatic actuator, the only device in
the field had already been modified to comply with the Registry Certificate. The Licensee also
indicated that there were no immediate safety concerns with any of the devices that were
currently in the field. The NRC also raised concerns about the LB 330 Belt Scale device and
indicated that additional information was needed with regard to the increased diameter source

capsules and spacers contained in the device.

OFFICIAL RECORD COPY
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Enclosure 5

By letter dated May 8, 1997, the NRC described to the Licensee the NRC's understanding of
the commitments the Licensee plans to implement. The Licensee subsequently consented to
the issuance of this Order in accordance with the conditions described in Section IV below,
by a waiver signed on May 19, 1997. On May 29, 1997, in a telephone conversation
between John McGrath, USNRC Region |, and G. M. Smith, Apgee Curporation, at NAC's
request a slight relaxation in the implementation dates was agreed upon. The Licensee agreed
that this Order is to be effective upon issuance and to waive its rights to a hearing in the
matter of tius Order only. Implementativi of these co.nmitments will provice assurance that
sufficient resources will be applied tc the Licensee’s quality assurance program to ensure that
distributed devices are in compliance with the SSD Registry Certificates. This will ensure that
the devices are operated as designed and reviewed by the NRC to protect the health and

safety of the public.

i find that the Licensee’'s commitments as set forth in Section IV, are acceptable and
necessary and conclude that with these commitments the public health and safety are
reasonably assured. In view of the foregoing, | have determined that the public health and
safety require that the Licensee’s commitments be confirmed by this Order. Based on the

above, and the Licensee’'s consent, this Order is immediately effective upon issuance.

OFFICIAL RECORD COPY
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Enclosure 6

Accordingly, pursuant to sections 8- 161b, 161i, 1610, 182 and 186 of the Atomic Energy
Act of 1954, as amended, and the Commission’s regulations in 10 CFR 2.202 and 10 CFR

Part 30, IT IS HEREBY ORDERED, EFFECTIVE IMMEDIATELY, that:

A. With respect to the LB 7400 devices with alternative sources, within seven months of

the date of the Order, Apgee shall:

- receive approval from the NRC by obtaining an amended SSD Registry
Certificate to allow for the longer source capsules and, once NRC approval is
obtained, complete the replacement of the source holders in the devices to

conform to the amended Registry Certificate; or

A recall the devices; or
3. bring the devices into compliance with the curr:nt SSD Registry Certificate.
B. With respect to the LB 7400 devices with carbon steel transport bolts, within seven

months of the date of this Order, Apgee shall obtain confirmation (e.g., written,
telephone, visual verification, etc.) that ail possessors/users of the gauges have
replaced the non-galvanized bolts with the supplied/authorized galvanized replacement
bolts as instructed.

OFFICIAL RECORD COPY
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Enclosure 7
c. With respect to the LB 300 IPD/L. devices with modified source housing lengths, shield

diameters and other changes previously identified by Apgee, by July 31, 1997, Angee

shall:
1. complete a field inspection of all generally licensed gauges; and
i notify the NRC immediately of any identified deviations from the SSD Registry
Certificate.
D. With respect to the LB 300 IPD/L devices with new Amersham or Bebig sources, within

seven months of the date of the Order, Apgee shall:

1. receive approval from the NRC by obtaining an amended SSD Registry

Certificate to allow for the new sources and any other changes to the device

that have been identified as not being in accordance with the Registry

Certificate; or

- 3 recall the devices; or

3. bring the devices into compliance with the current SSD Registry Certificate.

g With respect to the LB AS devices, Apgee shall:

OFFICIAL RECORD COPY
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Enclosure 8

by July 31, 1997, recall the devices; or

by June 3C, 19987, provide the NRC with technical justification as to the safety

of the devices and as to why they should remain in the public domain. If the

NRC determines that the technical justification is inadequate, Apgee shall recall

all devices within 15 days of the NRC’s notification or by July 31, 1997,

whichever is longer.

With respect to the LB 330 Belt Scale devices with increased diameter of the source
capsule and spacers in the .uurce rod, within seven months of the uate of the Order,

Apgee shall:

receive approval from the NRC by obtaining an amended SSD Registry
Certificate to allow for the 7mm diameter source and spacers and other changes

to 1he devices; or

recail the devices; or

bring the devices into compliance with the current SSD Registry Certificate.

Apgee shail provide, in writing, the following information to the Director, Division of
Nuclear Materials Safety, NRC Region |, 475 Allendale Road, King of Prussia,
Pennsyivania, 19406:

OFFICIAL RECORD COPY
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Enclosure

X

9
Within 30 days of the date of the Order, the schedule for performance of the
required quarterly audits. The NRC shall be notified at least 30 days in advance

of any change of the scheduled audit dates.

Within 30 days after the completion of each audit, ‘or a period of one year from
the date of the Order, a report describing the results of the quarterly audits. In
cases where the audit identifies deficiencies in which devices do not comply
with the Registry Certificate, the report shall include a description of corrective
action planned to ensure that commitments or requirements are met, a schedule
for completion of the corrective action, and a basis as to why the NRC should
not take further enforcement action for the continued failure to comply with

NRC requirernents.

Monthly status reports that include the status of all actions required by this

Order.

H. If, for any reason, a date specified in the above conditions cannot be met, Apgee shall

contact, in writing, Mr. A. Randolph Blough, Director, Division of Nuclear Materials

Safety, at the address in Provision G above.

The Regional Administrator, Region |, may relax or rescind, in writing, any of the above

conditions upon a showing by the Licensee of good cause.
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Enclosure 10

Any person adversely affected by this Confirmatory Order, other than the Licensee, may
request a hearing within 20 days of its issuance. Where good cause is shown, consideration
will be given to extending the time to request a hearing. A request for extension of time must
be made in writing to the Director, Otfice of Enforcement, U.S. Nuciear Regulatory
Commission Washington, D.C. 20555, and include a statement of good cause for the
extension. Any request for a hearing shall be submitted to the Secretary, U.S. Nuclear
Regulatory Commission, ATTN: Chief, Docketing and Service Section, Washington, D.C.
20555. Copies also shall be sent to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555, to the Assistant General Counsel for
Hearings and Enforcement at the same address, to the Regional Administrator, NRC Region
I, 475 Allendale Road, King of Prussia, Pennsylvania 19406, and to the Licensee. If such a
person requests a hearing, that person shall set forth with particularity the manner in which
his interest is adversely affected by this Order and shall address the criteria set forth in 10

CFR 2.714(d).

If a hearing is requested by a person whose interest is adversely affected, the Commission will
issue an Order designating the time and place of any hearing. If a hearing is held, the i1ssue
to be considered at such hearing shall be whether this Confirmatory Order should be

sustained.
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Enclosure 11

In the absence of any request for hearing, or wriiten approval of an extension of time in which
to request a hearing, the provisions specified in Section |V above shall be final 20 days from
the date of this Order without further order or proceedings. If an extension nf time for
requesting a hearing has been approved, the provisions specified in Section IV shall be final
when the extension expires if a hearing request has not been received. AN ANSWER OR A
REQUEST FOR HEARING SHALL NOT STAY THE IMMEDIATE EFFECTIVENESS OF THIS

ORDER.

FOR THE NUCLEAR REGULATORY COMMISSION

James Lieberman, Director
Office of Enforcement

Dated at Rockviile, Maryland
this day of June, 1997
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Docket No. 030-32518 License No. 37-28697-0]

Mr. G. M. (Bud) Smith, President
Apgee Corporation

Hopewell Business and Industrial Park
103 Corporation Drive

Aliquippa, Pennsylvania 1500]1-4863

SUBJECT: ROUTINE INSPECTION NO. 030-32518/96-001
Dear Mr. Smith:

On June 11-13, 1996, Douglas Broaddus, of the Office of Nuclear Material
Safety and Safeguards, and John McGrath and Kathleen Dolce of this office,
conducted a safety inspection at the above address of, activities authorized by
the above listed NRC license. Areas examined during the inspection are
jdentified in the enclosed inspection report. Within these areas, the
inspection was an examination of your licensed activities as they relate to
radiation safety and to compliance with the Commission’s regulations and the
license conditions. The inspection consisted of observations by the
inspector, interviews with personnel, and a selective examination of

representative records. The findings of the inspection were discussed with
you at the conclusion of the inspection.

Based on the results of this inspection, it appears that your activities were
nat conducted in full compliance with NRC requirements, as described in the
<uclosed inspection report. However, we are deferring NRC enforcement action
until we have reviewed your response to the Confirmatory Action Letter (Ch)
dated June 19, 1996, and, accordingly, no Notice of Violation is being issued
at this time. After reviewing your response to the CAL, the NRC will

determine the appropriate enforcement action necessary to ensure compliance
with NRC regulatory requirements.

In accordance with Section 2.790 of NRC’'s “"Rules of Practice,” part 2, Title

10, Code of Federal Regulations, a copy of this letter and enclosure will be
placed in the Public Document Room (PDR).

Attachment (4)
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Docket No. 030-32518 License No. 37-28697-0]

[

Mr. G. M. (Bud) Smith, President
Apgee Corporation

Hopewell Business and Industrial Park
103 Corporation Drive

Aliquippa, Pennsylvania 1500]1-4863
SUBJECT: ROUTINE INSPECTION NO. 030-32518/96-001
Dear Mr. Smith:

On June 11-13, 1996, Douglas Broaddus, of the Office of Nuclear Material
Safety and Safequards, and John McGrath and Kathleen Dolce of this office,
conducted a safety inspection at the above address of, activities authorized
the above listed NRC license. Areas examined during the inspection are
identified in the enclosed inspection report. Within these areas, the

as they relat

inspection was an examination of your licensed activilies

radiation safety and to compliance with the Commission’s regulations and

license conditions The inspection consisted of observations by the

t

inspector, interviews with personnel, and a selective examination of

representative record: IThe findings of the inspection were discussed
you at the conclusion of the inspection

Based on the results of this inspection, it appears that your activities were
not conducted in full compliance with NRC requirements, as described in the
enclosed inspection report However, we are deferring NRC enforcement action
until we have reviewed your response to the Confirmatory Action Letter (Cn.)
dated June 19, 1996, and, accordingly, no Notice of Violation is being issued
at this time. After reviewing your response to the CAL, the NRC will
determine the appropriate enforcement action necessary to ensure compliance
with NRC regulatory requirements

In accordance with Se~tion 2.790 of NRC's "Rules of Practice,
10, Code of Federal Requlations, a cop f this letter
placed in the Public Document Roon

oy "4:” ! ( g
and enclosure w




G. M. Smith
Apgee Corporation

Your cooperation with us is appreciated.

Sincerely,

Charles W. Hehl, Director
Division of Nuclear Materials Safety

Docket No. 030-32518
License No. 37-28697-01

Enclosure:
Inspection Report No. 030-32518/96-001

cc w/enclosure:
Charles ferrin, Radiation Safety Officer

Commonwealth of Pennsylvania




G. M. Smith 3
Apgee Corporation

Distribution w/encl:
PUBLIC

Nuclear Safety Information Center (NSIC)
Region I Docket Room (w/concurrences)
. Lieberman, OF

Mamish, OF

Weisman, OGC

Camper, NMSS

Baggett, NMSS

Broaddus, NMSS

J. Holody, RI

McGrath, RI

. Dolce, RI

xLOoOOoOUBVrDZG

/“~(21~1u~ 117 ¢ ~ Pt

c;r(_ 5(9
Coordinated with John McGrat and Kathleen Dolce, DNMS
DOCUMENT NAME : R:\HPS\MLDL\03032518.961

Yo recelve 8 copy of this Indicate in the box: *C* = Copy wio attachienci *E* = Copy w/ sttechienci “N° = No copy
OFFICE | IMABYNMSS £ £ TDNMS\

NAME Cool Costelto h 1 i
DATE 08/01/96 081ﬁ‘ﬁ!96 08, }:ZEB 08/ /96 A_j




U.S. NUCLEAR REGULATORY COMMISSION
REGION 1

INSPECTION REPORT

Report No. 030-32518/96-001 Program Codes 03214

——

Docket No. 030-32518

License Nos. 37-28697-01 Priority 3 Category E

Licensee: Apgee Corporation
103 Corporation Drive
Aliquippa, Pennsylvania 15001

Facility Name: Apgee Corporation

Inspection At: 103 Corporation Drive
Aliquippa, Pennsylvania 15001

Inspection Concucted: June 11-13, 1996

Douglas Broaddus, Mechanical Engineer /' date

Inspector: /{ ,/;; M finsnn /71 'Z;;4921/ 5;//c> /@2/:

Inspector:
een Dolce, Health Physicist date
(‘ .
Inspector: %’F‘*\ WW 5’///96
gbhn McGrath, Senior Health Physicist 77 date
Approved By: (;;zxjvadti 1”” - [ﬁ2;2222{ & [
Francis M. Costello, Chief ate

Nuclear Materials Safety Branch 3
Division of Nuclear Materials Safety



Inspection Summary: Routine, unannounced inspection conducted on

June 11-13, 1996. (Inspection Report No. 030-32518/96-001).

Areas Inspected: Organization, Leak Testing, Sealed Source and Device

Inventory, Receipt and Transfer of Radiocactive Material, Sealed Source and
Device Certificates of Registration, and Gauge Fabrication Materials.

Results: Three apparent violations were identified:

1.

r

Distribution of devices not in accordance with the conditions of the
registration certificate or for which a certificate of registration has not
been issued is an apparent vioilation of License Condition 12 of License No.
37-28697-01 and 10 CFR 32.210(f)(1) and (2). (Summarized in Table 1)

. Failure to conduct audits on a quarterly frequency is an apparent violatiua

of 10 CFR 32.210(f)(1) (Section 6 of this report).

. Failure to distribute model LB 7400 series devices with manuals that

include written instructions advising the customer not to lock the device
in the OPEN position is an apparent viola.ion 10 CFR 32.210(f)(1) and
License Condition 12 of License No. 37-28697-01 (Section 6 of this report).

.



DETAILS

1. Persons Contacted

*G.M. (Bud) Smith, President

*Whit Little, VP Finance
«Charles Ferrin, VP for Technology and Radiation Safety Officer (RSO)
*Mary Dedola, Engineering Service Manager and Assistant RSO (ARSO)
Todd Wuchevich, Senior Service Engineer

Bill Gerber, Senior Development Engineer

Paul Heyl, Shipping/receiving personnel (shipper)

*Francis M. Costello, Branch Chief, USNRC Region I (via telephone call)

*Indicates presence at exit interview

Apgee Corporation (Apgee) is authorized to possess, inspect, and transfer
radioactive material (10 curies each of Co-60, Kr-85, Sr-90, Cs-137, Am-
241, and Cm-244) in the form of sealed sources and devices containing these
sealcd sources. Apgee transfers these secled sources and devices
containing sealed sources in the United States to Berthold Systems, Inc.
(BS1), of Aliquippa, Pennsylvania.

Apgee and BSI occupy the same physical space. Apgee attempts to segregate
its radioactive material inventory from BSI's inventory. During the
inspection, Apgee’'s radioactive material and BSI’s radioactive material
were located in the same controlled area, but were divided by concrete

block partitions. Within the controlled area, no other differentiation was
made for Apgee’s and BSI's inventory.

Apgee utilizes BSI employees for everyday activities. BSI’s
shipping/receiving personnel (shipper) accepts radioactive material for
Apgee and is responsible for the segregation of the material.

. Leak Testing

The NRC inspector took five leak test samples of Apgee’s sealed sources.
Twe sources were Am-241 and three were Cs-137. The samples were taken
ysing tongs and a dry Whatman filter. The sample results indicate that

none of the sources were leaking (i.e., activity of the sample was less
than 0.005 microcurie).

The licensee sends leak test samples to either BSI or Applied Health
Physics, Inc. (AHP) of Bethel Park, Pennsylvania. BSI has instrumentation
to analyze for the presence of Co-60 and Cs-137, and was shown during
Inspection No. 030-20043/96-001 and 030-21228/96-001 to be capable of
detecting activities of 0.005 microcuries or less. AHP’s instrumentation

is reported by the licensee to be capable of analyzing for Am-24]1 to the
required minimum detectable activity.

No violations of regulatory requirements were identi’ied.



4. Sealed Source and Device Inventory

Apgee’s sealed source inventory includes four rod sources (two are Am-24]

and two are Cs-137) and 11 Cs-137 point sources. All sources were
accounted for during the inspection.

Apgee’s inventory of devices (shields) included a box of assorted LB 7400
series devices. A number of devices in this box contained a secondary key |
locking mechanism attached to the shutter handle in addition to the

currently approved plunger type key lock. This additional lock is not an

approved configuration for these devices. This box also included a number

of LB 7400 series devices with an “L* shaped bracket polted to the shutter

handle and another bracket bolted to the housing body. The licensee’s RSO

explained that when aligned, a padlock is inserted through these brackets

to act as an additional locking mechanism. These brackets are also not an

approved configuration for these devices.

In a nearby, smaller box there were several other LB 7400 series devices
that had been modified from the currently approved design. The shutter
handle of these devices contained a cutout through which a wire cable and
adapter ¢ uld be threaded. The cab e and adipter are intended to be
attached to the source holder, which would then be threaded through the
source housing and lowered into the process material to provide a direct
measurement. The RSO indicated that these type devices are approved and

widely used in Germany, but have not been approve for use in the United
States.

The two boxes were located adjacent te a box of LB 7400 series devices
which were stated by the RSO to be in full compliance with the current

certificate of registration for these devices and that could be
distributed.

The inspector expressed concern that the proximity of these unapproved
devices to the box of approved devices, the similarity of the devices, and
unrestricted access to these devices by BSI personnel, provides a potential
for distribution of the unapproved devices to customers. Interviews with
BSI's field service engineers indicated that devices are routinely

instailed (i.e., distributed) with the additional “L" shaped locking
mechanism described above.

5. Receipt and Transfer of Radioactive Material

Apgee is authorized to receive sealed sources and source housings from the
original manufacturer in Germany. Apgee transfers, in the United States,
sealed sources and devices containing sealed sources only to BSI. Apgee
also transfers sealed sources and devices to the original manufacturer in
Germany, but the licensee’s RSO indicated that this occurs infrequently.
No other transfers of radioactive material occur.
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6. Sealed Source and Device Certificates of Registration

Prior to approval for use, sealed sources and devices containing sealed
sources are required to undergo a safety evaluation by the NRC or an
Agreement State. Apgee has eieven Sealed Source and Device Certificates of
Registration for sealed sources and source housings issued by the NRC and
one issued by the State of Louisiana summarizing the safety evaluation
performed and the approvals and limitations of the devices.

10 CFR 32.210(f)(1) and (2) require, in part, that persons submitting a
request for evaluation and registration of safety information about the
product shall distribute the product in accordance with the statements and
representations, including quality control program, contained in the

request and in accordance with the conditions of the registration
certificate.

License Condition 12 of License No. 37-28697-01 requires that only sealed
sources and devices which have been evaluated by the Nuclear Regulatory
Commission or an Agreement State, and for which the certificate of
registration described in 10 CFR 32.210 has been issued, may be distributed
Lo persons a thorized by the Commission <~ an Acre=ment State.

A review of devices distributed from Apgee to BSI, interviews of service
personnel, and visits to customer sites revealed the following
distributions of devices to BSI that were not in accordance with a
certificate of registration and/or for which NRC or an Agreement State has

not performed a safety evaluation and found the device to be acceptable for
licensing:

Apgee’s RSO indicated that BSI distributed Model LB 7400 series devices
containing transport bolts since 1988 and Apgee continved to distribute
these devices containing transport bolts to BSI after October 1991.
Apgee received certificates of registration for these devices in October
1991. Apgee’s registration certificates (NR-112-D-102-B and NR-112-D-
103-8B) for Model LB 7400 series devices did not include approval of a
transport bolt until July 21, 1994. Therefore, devices distributed from
Apgee to BSI between October 1991 and July 21, 1994, and co.taining
transport bolts were not in compliance with the certificates of
registration for Model LB 7400 series devices.

Apgee's RSO indicated that Model LB 7400 series devices in BSI’s |

inventory, transferred from Apgee to BSI, contained a transport bolt

conztructed from carbon steel and these bolts did not contain a

galvanized surface treatment. Apgee's letter dated July 5, 1994,

submitted in support of device registration NR-0112-D-102-B specifies

that transport bolts are constructed from “St 37-2k" steel with a

galvanized surface treatment. Transport bolts constructed from carbon

steel without a galvanized surface treatment are not in compliance with

the certificate of registration for the Model LB 7400 series devices. !
|
|
|

Apgee’s ARSO provided drawings that indicate that two Model LB 300
ML/MLT devices were distributed to BS] with a detent assembly. A letter
to BSI dated July 2, 1985, from NRC specified, in part, that drawing
numbers #21225 and #21199 would be used to designate the approved
configurations of these devices with manual and automatic control.

Apgee committed to abiding by all commitments made by BSI for these
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devices when Apgee requested the certificates of registration be
transferred to Apgee in September 1991. These drawings and registration

certificate NR-0112-D-111-§ for Model LB 300 ML/MLT devices do not
include a detent assembly.

The field engineers and the licensee’s RSO stated that most LB 7400
series devices distributed within the last two years have included a
protective cap installed on the source housing over the shutter handle.
The installation of the protective cap is not included in registration

certificate NR-0112-D-102-B as an approved configuration for the Model
LB 7400 series devices.

Distribution of devices to BSI, such as the examples described above, which
have not been evaluated by the NRC or an Agreement State and fer which a
certificate of registration described in 10 CFR 32.210 has not been issued

is an apparent viclation of License Condition 12 of License No. 37-28697-01
and 10 CFR 32.210(f)(1) and (2).

In order to verify that received devices mert the design criteria of their
respective registration certificate, the shipping/receiving personnel
(shipper) perfcrm a visual check of the device and the shipping documents
for model identification. The licensee’s R0 indicated that if the shipper
identifies any changes, he is instructed to bring this to the attention of
the RSO. The shipper verified that if he saw a dgvice that he wasn’t
familiar with, he would seek out the ARSO. However, when the inspectors
asked about the box of unregistered devices, the shipper was not certain

whether these devices were in accordance with the registration
certificates.

Apgee relies on the original manufacturer to determine what device designs
(drawings) conform to the registration certificates. The licensee’s RSO
indicated that the original manufacturer has been provided a copy of the
device registrations, and has been asked to only ship devices meeting the
criteria in the certificates. The RSO and/or ARSO check the drawing number
of the received device against the drawing number identified by the
original manufacturer as conforming to the registration certificate.
During the inspection, the licensee inf~rmed the inspectors that the
original manufacturer may make modifications to the device or drawing
without changing the drawing number. Other than the visual and drawing
number checks indicated above, Apgee relies on the original manufacturer’s
Quality Assurance and Control program to determine if the devices

transferred to Apgee or drop-shipped to customers in the United States meetl
the conditions of the NRC registration certificates.

Apgee's quality control program is referenced in all 11 certificates of
registration. As part of Apgee’s quality control program, Apgee committed
in a letter dated October 2, 1991, to, on at least a quarterly basis,
perform audits of the original manufacturer to assure that the devices and
sources are manufactured as described in the certificates of registration.
Audits were performed on May 3, 1996, October 29, 1995, July 18, 1995,

December 8, 1994, September 1, 1994, and March 10, 1994; time periods that
exceed quarterly.
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10 CFR 32.210(f)(1) requires, in part, that persons submitting a request
for evaluation and registration of safety information about the product
shall distribute the product in accordance with the statements and
representations, including quality control program, contained in the
request.

Audits not performed on at least quarterly intervals is an apparent
violation of 10 CFR 32.210(f)(1).

The inspectors reviewed the instructions provided to users of model LB 7400
series devices. Page 53 of the June 1994, revision of the Operating Manual
for the LB 7400 series devices taken from the licensee’s stock included
instructions clearly informing the user to lock the device in the OPEN
position during use. As of June 12, 1996, the licensee was continuing to
supply the June 1994 revision of the manual with LB 7400 series devices.
The licensee indicated that the June 1994 revision of the manual i. the
current version and that the manual does not contain additional
instructions to not lock the device in the OPEN position.

10 CFR 32.210(c) requires, in part, that a request for review of a sealed
source or device must include sufficient infcrmation about ... operating
and safety instructions, and its potential hazards of the device, to
provide reasonable assurance that the radiation safety properties of the
source or device are adequate to protect health and minimize danger to life
and property. A letter dated July 5, 1994, submitted in support of the
application for registration of the LB 7400 series devices, requires, in
part, that written instructions advising the customer not to lock the
device in the OPEN position be provided in the user’'s manual with the
device. 10 CFR 32.210(f)(1) requires, in part, that persons submitting the
request for evaluation and registration of safety information about the
product shall manufacture and distribute the product in accordance with the
statements and representations ... contained in the request. In addition,
License Condition 12 of License No. 37-28697-01 requires only sealed
sources and devices which have been evaluated by the Nuclear Regulatory
Commission or an Agreement State and for which the certificate of
registration described in 10 CFR 32.210 has been issued may be distributed
to persons authorized by the Commission or an Agreement State.

Failure to distribute model LB 7400 series devices with manuals that
include written instructions advising the customer not to lock the device
in the OPEN position is an apparent violation 10 CFR 32.210(f)(1) and
License Condition 12 of License No. 37-28697-01.

. Gauge Fabrication Materials

Throughout the applications for Berthold devices, references are made to
steel and stainless steel as two different materials. In addition, the
drawings provided from the German manufacturer of Berthold devices also
distinguishes between the use of steel and stainless steel. The two German
words that were translated by BSI as meaning stainless steel are Edelstahl
and Nichtr. Stahl. In addition, several drawings also referred to
stainless steel by its material specification code, such as Nr. 1.4301.

The German word for common steel was translated by BSI as Stah] and also
specified by its material specification, such as St 37-2k on a number of
drawings. The applications for the devices, originally submitted by BSI,
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consistently translated and referred to steel where the drawings contained
the German equivalent and specified stainless steel where the drawings
contained the German equivalent word or material specification.

The information submitted by BSI in support of the safety evaluation for
the model LB 300 ML/MLT devices refers only to steel as the material of
construction of the outer and inner shell of the source housing. Reference
to stainless steel as the material of construction for the source housing
was not specifically included in this information. In addition, a letter
to BS] dated July 2, 1985, from NRC specified, in part, that drawing
numbers (#21225) and (#21199) would be used to designate the approved
configurations of these devices with manual and automatic control. These
drawings do not include references to stainless steel, but drawing
21225.000-600 specifies the radiation channel is constructed from St-8lech.

Based on the translations provided by BSI, the consistent reference to
steel and stainless steel as different materials of construction, and the
specification in the appiication that the model LB 200 ML/MLT devices are
constructed of steel, these devices do not appear to have been evaluated as
constructe® from stainless steel and thuc the staff’s belief is that the
certificate of registration for the nocel L3 300 ML/MLT devices authorizes
distribution of these devices manufactured only from steel. The evaluation
of model LB 300 ML/MLT devices constructed from steel is supported by
Apgee’s application for amendment to the certificate of registration for
this device dated December 12, 1994. This application provided a listing
of the proposed changes for these devices and indicated that the material
of construction was proposed to be changed to stainiess steel 1.4301. The
change was indicated to be intended to improve durability of the devices.

The licensee confirmed that the devices had been previously manufactured
from steel and not stainless steel and that the devices were changed to
stainless steel because stainless steel would be more resilient to the
harsh conditions *hese devices are subjected to during use and would make
the devices safer. Although a change to stainless steel was identified in
the December 12, 1994, amendment request, the licensee indicated during the
inspection that they felt that a change from steel to stainless steel did
not require an amendment to the registration certificate.

During a review of the licensee’s inventory of returned devices, a number
of model LB 300 ML/MLT devices were observed constructed ot steel and
stainless steel. The steel devices were severely corroded while the
stainless steel devices were not. The inspector expressed concern that the
construction of these devices has been charged and NRC has not been able to
evaluate the purpose for this change. The statements made by the licensee
concerning the change to stainless steel for durability purposes and the
corroded devices .1 the licensee's returned inventory indicate that the
devices in use and not constructed of stainless steel may not be
sufficiently durable to withstand the intended conditions of use.

Model LB 300 ML/MLT devices may nol have been evaluated by NRC as being
constructed from stainless steel. The inspectors informed the licensee
that all changes to the information submitted in support of the safety
evaluation of the device and that would have an impact on the safe use of

the device rust be provided to NRC for consideration of safety significance
and for NRC evaluation.




8. Exit Interview

The results of the inspection were discussed with the individuals
identified in Paragraph 1 at the conclusion of the inspection.




TABLE 1:

SUMMARY CF APPARENT DIFFERENCES BETWEEN THE DEVICE BLING

TRANSFERRED TO BERTHOLD SYSTEMS, INC. AND THE DEVICE REGISTERED

Device

Model No.

Device Registration

Apparent Difference

LB 7400
series

Certificate of Registration
No. NR-112-D-102-B

Devices with transport
bolts distributed prior to
.ransport bolts being
approved on July 21, 1994.

LB 7400
series

Certificate of Registration
No. NR-112-D-102-8

Devices containing
transport holts
constructed of carbon
steel without a galvanized
surface treatment rather
than being constructed
from St 37-2K with >
galvanized surface
treatment.

LB 300
ML/MLT

Certificate of Registration
No. NR-112-D-111-5

Devices constructed with a
detent pin asserbly.

LB 7400
series

Certiticate of Registration

No. NR-112-D-102-B

Devices constructed with a
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NUCLEAR REGULATORY COMMISSION
REGION |

475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406 1415

Ssass” April 2, 1997
Docket Nos. 030-20043 License Nos. 37-21226-01
030-21228 37-21226-02G
030-32518 37-28697-01
EA 96-246

Mr. G.M. (Bud) Smith, President

Apgee Corporation and Berthold Systems, Inc.
Hopewell Business and Industrial Park

103 Corporation Drive

Aliquippa, Pennsylvania 15001-4863

SUBJECT:  NRC INSPECTION REPORT NOS. 030-20043/96-001, 030-21228/96-001,
AND 030-32618/96-001; RESPONSES TO CONFIRMATORY ACTION
LETTER DATED JUNE 19, 1996 ,.ND SUPPLEMENT DATED JULY 22, 1996;
AND PREDECISIONAL ENFORCEMENT CONFERENCE

Dear Mr. Smith:

This refers to the inspection conducted on June 11 through 13, 1996, at your Aliquippa,
Pennsylvania facility and our subsequent review of devices that were not distributed in
accordance with the conditions of the applicable registration certificates. In our letter
dated August 2, 1996, we forwarded a copy of Inspection Report Nos. 030-20043/96-
001, 030-21228/96-001, and 030-32518/96-001 concerning the inspection, and indicated
that we were deferring NRC enforcement action until we reviewed your response to the
Confirmatory Action Letter (CAL) dated June 18, 1996 and supplement to the CAL dated
July 22, 1996. This CAL required you to review designs of devices and sealed sources
distributed, identify deviations from the approved designs, evaluate the safety significance
of each deviation and propose corrective actions. In response to the CAL, you submitted
additional information in letters dated July 19 and 25, 1996, August 12 and 20, 1996,
October 15, 1996, November 27, 1996, December 4, 1996 and December 20, 1996. We
have completed our analysis of this information and cur assessment of this information is
included in Enclosure 1. This assessment is in addition to the assessment of your partial
response to the CAL provided to you previously in a letter dated October 28, 1996.

Based on the results of the inspection and our review of the subsequent information
provided by you, three apparent violations were identified and are being considered for
escalated enforcement action, in accordance with the "General Statement of Policy and
Procedure for NRC Enforcement Actions” (Enforcement Policy), NUREG-1600. The
apparent violations include the 1) distribution of devices not in accordance with the
conditions of the registration certificate or for which a certificate of registration has not
been issued; 2) failure to conduct audits on a quarterly basis; and 3) failure to distribute
model LB 7400 series devices with manuals that include written instructions advising the
customer not to lock the device in the open position. Since we are considering escalated
enforcement, no Notice of Violation is presently being issued for these findings. In
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addition, please be advised that the number and characterization of apparent violations
described in the inspection report and assessment of your responses to the CAL may
change as a result of further NRC review. Please find enclosed an internal NRC technical
analysis that summarizes the NRC findings of the issues identified as a result of our review

of your submittals. We understand that a copy of this document was inappropriately
provided to EG&G Berthold in Tennessee.

Further, we have a number of safety concerns regarding particular devices that have been
distributed to specific and general licenser.s which do not meet the requirements contained
in the applicable registration certificates. Accordingly, we are also considering action to

order Apgee/Berthold Systems, Inc. 1o recall and or make modification to the following
devices:

1. LB 7400 with alternative sources No. 2623-800 (VZ-1508/2) and No. 2623-700
(VZ-1486/3).

LB 7400 with pneumatic actuator
LB 7400 with carbon steel transport bolts
LB 300 IPD/L with modified source lengths and shield diameters

LB 300 IPD/L. with new Amersham or Bebig sources
LB AS

onrwN

In addition, our review of the information submitted in your letters revealed a number of
areas where insufficient information was provided to determine the potentia: health and
safety implication of modifications made to certain devices, or that appropriate corrective
action has been proposed to correct the deviations. Please review the enclosed analysis
detailing the additional information we require to continue our assessment.

A transcribed predecisional enforcement conference to discuss the apparent violations and
the related issues discussed above, has been scheduled for April 24, 1897 at 2:00 p.m., at
our King of Prussia, Pennsyivania office. The conference will be open to public
observation. Directions to ¢ ir office are enclosed with this letter. The decision to hold a
predecisional enforcement conference does not mean that the NRC has determined that a
violation has occurred or that enforcement action will be taken. This conference is being
held to obtain information to enable the NRC to make an enforcement decision, such as a
common understanding of the facts, root causes, missed opportunities to identify the
apparent violation sooner, corrective actions, significance of the issues and the need for
lasting and effective corrective action. During the enforcement conference you should be
prepared to discuss your plans for recalling the devices discussed above or provide an
alternative plan for addressing our safety concerns. In addition, you should also be
prepared to address the apparent inaccurate information in your written submittals dated
August 12, November 27, and December 20, 1996. Specifically: (1) concerning Model LB
300 ML/MLT devices, your November submittal indicated that no devices containing the
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new locking mechanism had been distributed, but your December submittal stated that a
device was, in fact, distributed to U.S. Steel; (2) concerning Model LB 7400 devices, your
August and November submittals statec that a limited number of Model VZ-1508/2
sources were distributed in these devices, but your December submittal indicated that

several hundred devices containing Model VZ-1508/2 and VZ-1486/3 sources were
distributed.

Finally, you should also provide, in writing, the additional information requested in the
enclosed report or a schedule for providing this information promptly. In addition, this is an
opportunity for you to point out any errors in our inspection report and technical analysis
and for you to provide any information concerning your perspectives on 1) the severity of
the violations, 2) the application of the factors that the NRC considers when it determines
the amount of a civil penalty that may be assessed in accordance with Section VI.B.2 of
the Enforcement Policy, and 3) any other application of the Enforcement Policy to this
case, including the exercise of discretion in accordance with Section Vil. In presenting
your corrective actions, you should be aware that the promptness and comprehensiveness
of your actiuns will be considered i.. ussessin_ any civil penalty for the ag.arent violations.
The guidance in the enclosed excerpt from NRC Information Notice 96-28, "SUGGESTED

GUIDANCE RELATING TO DEVELOPMENT AND IMPLEMENTATION OF CORRECTIVE
ACTION," may be helpful.

You will be advised by separate correspondence of the resuits of our deliberations on this
matter. No response regarding these apparent violations is required at this time.

In accordance with 10 CFR 2.790 of the NRC’s "Rules of Practice,” a copy of this letter
and its enclosure will be placed in the NRC Public Document Room.

Sincerely,

e

A. Randolph Blough, Director
Division of Nuclear Materials Safety

Docket Nos. 030-20043
030-21228
030-32518

License Nos. 37-21226-01
37-21226-02G
37-28697-01
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cc wl/enc! 1:
Commonwealth of Pennsylvania

Enclosures:

1. NRC technical review of Apgee’s responses to CAL
2. NUREG 1600

3. Directions to Region | office

4. Excerpt from NRC Information Notice 96-28
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UNITED STATES

- L
WASHINGTON, D.C. 20655-0001 17

March 10, 1997

A. Randolph Bic igh, Director
Division of Nucie -~ Materia!s Safety
Region |

FROM: Donald A. Cool, Director

Division of Industrial and 7}%¢ﬂ i

Medical Nuclear Safety, NMSS

SUBJECT: TECHNICAL ASSESSMENT OF APGEE CORPORATION'S
ADDITIONAL RESPONSES, DATED NOVEMBER 27, 1996,
DECEMBER 4, 1996, AND DECEMBER 20, 1896, TO
CONFIRMATORY ACTION LETTER 1-86-007 AND
SUPPLEMENT

A meeting was held on November 21, 1996, petween representatives of Apgee Corporation

(Apgee), EG&G

Berthold in Oak Ridge, TN, the State of Tennessee (via phone conference),
and Region | and HQ staff to address the issues raised in Apgee's Part | and |I submittals,
dated August 12, 1996, and October 15, 1996, to a Confirmatory Action Letter (CAL) dated June
19, 1996, and supplement to the CAL dated July 22, 1896. The Part | and Il reports covered all
devices distributed by Apgee and discussed identified differences between the designs of

distributed devices and the designs approved in the registration certificates and clarifications to
the registration certificates. A number of issues were discussed at the meeting including
potential health and safety issues identified in the Part | and Il reports and the lack of sufficient
information and detail in the reports (especially the Part Il report) to make an adequate
evaluation of the issues identified. At the conclusion of the meeting, Apgee committed to
addressing all outstanding issues discussed in the meeting in a written response within 30 days
of the date of the meeting. To this end, Apgee s

ubmitted three separate reports dated
November 27, 1896, December 4, 1996, and December 20, 1996.

We committed to reviewing the reports and providing & technical assessment of the significance
dhmwenﬁﬁodhmnpomoMRogionlofﬁoe. The attachment to this memorandum
-mmmtmmdmmmmmmmmwmnm
tnrespometomeissuesraisedinmese
repa‘h.mdlnprwiousmpom. massessmunhasbeenamngedtofollowmefomatof
Apgee's Part | and Il reports. This assessment includes: 1) a brief identification of the issue

M.Z)m-mdmwsdimofmm. S)mammontoftheufety
significance

of each issue, 4) rooommmduﬁomutopobnﬁalduﬁomofvio\aﬁom of NRC's

5) recommendations as to the acceptability for

Attachment (6)
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The following is a summary of the assessment of Apgee's November 27, 1996, December 4,
1996 and December 20, 1996, submittals

A substantial number of instances of potential violations were identified. In all, over
three hundred devices and sources have been distributed that do not conform to the

For the following models, a significant percentage of the devices dmﬂb(ned. and in
some cases all devices distributed, contain differences from the designs approved and
described in the registration certificates: LB 7400 Series, LB 378 Series, LB 330 Series

Series, LB AS Series, and LB 6600 Series. The concem is based on statements made
in the report or because insufficient information was provided to perform an adequate
health and safety assessment. In some cases, the changes identified have the potential
to impair or prevent proper operation of the device.

For L@ following device models, it is reco ~meanded that certain of the devices that are
not in conformance with the approved designs be removed from service pending
resolution of health and safety concems. LB 7400 Series, LB 300 IP DA Series, LB AS
Series, and LB 6600 Series.

in several cases, Apgee did not adequately discuss the identified issue, provide
sufficient information to perform a complete assessment of the issue, or justify its

For several items, Apgee identified a change that had been made and indicated that the
change was not in accordance with the registration certificate, but indicated that it is
continuing to distribute the device (in apparent violation of its license). This indicates an
apparent disregard by Apgee for the requirements of its licenses, registration
certificates, and NRC regulations.

Based on Apgee's identification of differences, all eleven registration certificates issued
to Apgee would require amendment to accurately reflect the devices distributed and
currently in the field. In cases where Apgee requested amendment to its registration
certificates, the S.aled Source Safety Saction will address any outstanding issues
dimcuywmmpgoeandworktooompletemenmendmenu. See below for cases where

nmbemoesoawnr\dappcopdmtodimsmdooordimimpometoanumber
ofﬁwhsueomhodinApgee‘smpatmsdeenmmwwmel. This is due

mammmmmmm-mmummm
ano&homfommmmwomwmmmmwﬁﬁm.
wmmm.mme&ewmmmnmmm
deferred issues. Resolution of these issues will require coordination with the State of
Tennessee.
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. Based on statements made in Apgee's reports and discussions with Apgee personnel,
is unlikely that Apgee would be able to obtain sufficient additicnal informition from the
manufacturer of the devices or EG&G Berthold in TN to address some of the remaining
open issues. This is due primarily to the manufacturer no longer vonsidering Apgee as
an authorized distributor of Berthold devices This potential should be considered when
determining appropriate actions to take.

muﬂmm.mmm-wmmm.omomeomihor#pgunor&G&G

Berthold in TN may assume responsibility to correct devices, or their respective registration

m,mmhmmddonotmmnppmndmﬂmmmimﬁm

oorﬂﬁmorMApguwlllnovorbonbietoprovidosufﬂdomun'onmuonwaddmstho

remaining open issues. There are several options available to resolve these issues: 1) Advise
Apgee that it is fully responsible for the distributions of devices and sources that are not in
accordance with the approved designs and, therefore, must bring all devices anc' <ources in the
field into conformance with the appreved designs, of submit applications for the design

changes, 2) Defer the issue of bringing the devices into conformance or submitting an

application for the design changes to EG&G Berthold in TN and the State of Tennessee (this
would require a commitment from EG&G Berthold ‘o do this), and 3) Issue Orders to all users of
these devices to immediately cease use of the device and either dispose of the davice or submit
an application for a custom review. Throughout the attachment to this memorandum, an effort
has been made to indicate the appropriate course of action in these situations. However, in

cases where it is unclear as to the most appropriate course of action, it is recommended that
the options above be attempted in the order they are presented.

As with the previous assessments, resolution of the issues raised will likely require a

coordinated response. If you have any questions or comments conceming the assessments of

Apgee's reports or the rechmmendations made in the attachment, of require additional support
or assistance, do not hesitate to call me at (301) 415-7187 or Mr. Douglas Broaddus at (301)
415-5847.

Attachment. As stated



Review of Apgee's suomittal of

additional responses dated Novembe: 27, 1996, and December
20, 1996, to the CAL dated June 18, 1896 and supplement to the C/AL dated July 22, 1996

General considerations:

Each issue is treated separately and the coinclusions and recommendations of one issue
should not be construed to contradict or over-ride another.

Only issues that are currently outstanding have been addressed in this report.

The potential violations listed in this assessment are recommend, but are not to be

construed as definitive or all inclusive.
The recommendations for continued use are based on the level of the potential health

and safety risk to users who possess and use the devices.

Detailed Review:

Model: LB 7400 Series Devices:

Device Type: Density and level gamma gauge.
Registration certificate: NR-0112-D-.22-B
Licenses: 37-21226-01

37-28697-01
37-21226-02G

1ssues ldentified:

Distribution of alternate source model #2623-800 (VZ-1508/2) in place of the approved
model P-2323-100 source. Also, Apgee identified two additional differences: distribution
of devices containing Co-60 source model #2623-700 (VZ-1486/3) and distribution of
devices with an altemate source holder installed without prior safety review and

approval

Findings:
. Several hundred model LB 7400 Series devices were distributed containing
model VZ-1508/2 or VZ-1486/3 sources between 1992 and 19896.

. Design and construction of source model #2623-700 (\Z-1486/3) is essentially
identical to model #2623-800 (VZ-1508/2), except for the isotope. In particular,
the overall length of source model #2623-700 (VZ-1486/3) is also 1.6 mm greater
than the currently approved sources.

. An analysis of the clearance of the new source models was provided by the
manufacturer. The manufacturer's indicated minimum acceptable ciearanc®
value is 1.8 mm. The analysis indicated that there is insufficient clearance

between the shutter mechanism and source capsule to ensure proper operation.
The analysis further indicated that in the worst case condition, the minimum
clearance would be -1.4 mm (an interference fit). To increase the clearance,
manufacturing personnel were instructed to shorten the length of the source

holder by 2 mm. This would provide a minimum clearance of 0.6 mm. However,

shoﬁundmoeholdenmnotprovidedmmmmdimbmodinm
US with the new source models. There‘ore, devices distributed in the US with

1
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the new scurces have the potentia: to have as little clearance as -1.4 mm, and all
will have clearances below the manufacturers minimum acceptable level.

The analysis provided by the manufacturer also indicated that a functional test.

required to be performed by Apgee and BSI prior to distribution to users, and

poﬂodictharopemﬁond\ockspedonnodbyumwouididmﬁfyany
clearance fit problems. In addition, the manufacturer claims that all devices are
lnatalbdlnanmﬁon(bumﬂatorpohﬁngdm)suchmdwurofme
shutter mechanism would increase the clearance after installation. However,

mummmmmumedmummmmmmm. The

mmmmmudedmatsirmmpmbbmshwobmreponedandme

dfawdomnoutoincrominmhm“hminim-l.thereisnoufety
hmrduuodatodwmmuuofmm.

The analysis provided by the manufacturer inciuded an action plan for Apgee,
intended to identify any clearance fit problems and provide replacement
(shortened) moeho‘denformedevicumatmldenﬂﬁodashavinga
clearance fit problem. The action plan also called for the replacement of source
hddmmmﬂmmmbnsfadtmdeB?MSmconmimngme
new source models, regardteuifaproblomhorlsnoﬂdenﬁﬁed. This is due to
these devices havino # maximu 1 possible clearance of 0.1 mm.

. Apgee did not indicate if they plan to perform the action plan contained in the
manufacturer's analysis. Therefore, Apgee should indicate the specific actions
they plan to take to correct this situation. Their options include: 1) recall of all
devices containing the new sources; 2) amending the certificate to add the
shortened source holder as an approved variation and retrofitting all devices
containing the new sources with the shortened source holder; or 3

) replacing the
new sources with an approved source. Option 2) would require Apgee to provide
a means for license reviewers and service to distinguish between

devices containing the shortened source holder and those that do not, so that

new sources are not inadvertently installed into a device containing an original
length source holder.

. Apgee did not indicate if devices containing model! VZ-1508/2 and VZ-1486/3
sourcemdisﬁbutedtobohspodﬁcandqowdnm.
. Apgee indicated that no model VZ-1508/2 sources were distributed in model LB

Potential Saf:ty Hazards:

. minfoﬂnaﬁmprovidedbyApgoeindicamlpobnﬁalfouhealm:ndufety
dskduoto!tnuseofmoddLBNOOSoﬂundueomairﬂngmodeIVstoslz
or VZ-1486/3 sources. The risk is an increased potential for the shutter
mechanism to bind or to cause damage to the source capsule as a result of there
being insufficient clearance (especially with an interference fit) between the
shutter mechanism and the source ca i

. he fact that the manufacturer has recommended that &ll model LB 7445 devices
mmimngmnewmmberwoﬂmmmsMsoumhdderbngm
seetmtocontradid!uddvnmmunohoanhmdufetyrisk.

Potential Violations:

. DishibuﬁonofmodeiLBMOOSeﬁudevicuwiﬁmodelVZ-ﬁO&lzorVZ-

1486/3 sources is not in conformance with registration certificate NR-0112-D-

2



Requi

.

102-B. It is recommended that this be considered a violation of 10 CFR
32.210(f)(1) and (2), License Condition 12 of License No. 37-21226-01, License
Condition 12 of License No. 37-28697-01, and, if distributed to general licensees,
10 CFR 32.51(a) and License Condition 11 of License No. 37-21226-C2G.

red Amendments:
Distribution of model LB 7400 Series devices containing model VZ-1508/2 or VZ-
1486/3 sources or a shortened source holder requires prior safety evaiuation (10
CFR 32.210 and 10 CFR 32.51), approval, and amendment to registration
certificate NR-0112-D-102-B and License numbers 37-21226-01, 37-21226-02G,
and 37-28697-01. No prior safety evaluation has been performed, no approval
has been granted, and no amendment has been issued.
Apgee and BSI have not requested amendment to registration certificate NR-
0112-D-102-B for this change.
Apgee and BSI have deferred amendment to the registration certificate to EG&G

Berthoid in TN

Recommend ations for continued use:

A review of model VZ-1508/2 and VZ-1486/3 sources instalied in mode LB 7400
Series devices indicates that this combination would likely not be author.wed for
distribution and use without additional limitations or conditions of use. Thaxis
due to the lack of sufficient clearz "ce between the source and shutter as
specified by the manufacturer (1.8 mm minimum) and the lack of a means to
ensure the new sources are not installed in devices containing the original length
source holders.
Users of model LB7400 series devices containing model VZ-1508/2 or VZ-1486/3
sources, especially model LB7445 devices, should cease use of these devices
until such time as Apgee demonstrates that there is sufficient clearance in the
devices to ensure continued safe operation. This may be accomplished by
Apgee submitting and executing an appropriate action plan for modification of
these devices such that sufficient clearance is assured (either in accordance with
the approved design or with the modified design, if approved) and for subm 'sion
of an application for the evaluation and registration of the the modified vers.on of
these devices (shorter source holder and altemnative sources) if Apgee wishes
this design be authorized for use. If neither Apgee nor EG&G Berthold commit to
performing modifications to these devices that would ensure the proper
clearances and to submitting an application for safety review and registration of
these devices containing the alterate sources, consideration should be given to
issuing a Odrer for the immediate recall of these devices.

Additional Questions:

Apgudmﬂdk\dmﬁdmoonwningmodolvz-woalz and VZ-1486/3
source were distributed to both specific and general licensees.
Ppgooshoddhdmnﬁwyplantoperfommaeﬁonmanoonmined in the
maMMuuulysh,omnomevldeMrpropoudplanofacﬁontobﬂng
users of these devices into conformance. As amending the registration
wﬂﬂmhunotboonmqunted.mmdmtomquimoomcﬁngdevioes
in the field or issuing a recall.




Distribution of model LB 7400 series devices constructed of stainless steel rather than
the approved cast iron

Findings:
. Fifteen LB 7400 Series devices have been distributed that were constructed with
a stainless steel outer housing rather than the approved cast iron ouier housing
during the period December 1888 to November 1895,
. Apgee indicated that the change wes not necessitated by environmental factors,
but rather by sanitary requirements in certain industries.
. Apgee did not indicate if devices containing @ stainiess stoel outer housing were
. distributed to both specific and general licensees.
Potential Safety Hazards:
. The information provided by Apgee indicates no immediate health and safety risk
due to the use of model LB 7400 Series devices constructed with a stainiess
steel outer housing.

Potential Viol: tions:
. Distribution of mode! LB 7400 Series devices with a stainless stee outer housing

is not in conformance with registration certificate NR-01 12-D-102-B. Thisis a
violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of License No. 37-
21226-01, License Condition 12 of License No. 37-28687-01, and, if distributed
to yeneral licensees, 10 CFR 32.£1(a) and License Condition 11 of License No.

37-21226-02G.

Required Amendments:
. Distribution of mode! LB 7400 Series devices with a stainlecs steel outer housing

requires prior safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approval,
and amendment to registration certificate NR-01 12-D-102-B and License
numbers 37-21226-01, 37-21226-02G, and 37-28697-01. No prior safety
evaluation has been performed, no approval has been nranted, and no
amendment has been issued.

ee and BS| have not requested amendment to registration certificate NR-
0112-D-102-B for this change.

. Apgee and BS| have deferred resolution of this issue (including amendment to
the registration certificate) to EG&G Berthold in TN,

. If neither Apgee nor EG&G Berthold in TN request and receive a registration
certificate indicating approval for distribution and use of these devices, the
current possessors/sers of the devices should be required to apply for a custom
evaluation.

Recommendations for continued use:

. A cursory review of the design data submitted by Apgee for the model LB 7400
Series devices constructed with stainless stee! outer housings indicates that this
materiai change would likely be authorized for distribution and use.

. UwuoespoomslngmodolLBuOOSeﬁosdevioes should be allowed to
continue to use the devices while pending review and issuance of a registration
certificate. Apgee indicated that EG&G Berthold in TN would do this.

Additional Questions:
. Mummmnmminimaminmsmmmimm

distributed to both specific and general licensees.
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Pneumatic ...iator installed on devices

Findings

Poten

Eleven LB 7400 Series devices have been distributed that were constructed with
a pneumatic actuator for shutter control between January 1988 and August 1994
Devices contairing a pneumatic actuator for shutier control were distributed to
both specific and general licensees.
Apgee indicated that all but one user of model LB 7400 series devices containing
pneumatic actuators has ceased use of the actuators and have had their devices
converted to manual shutter operation The remaining user is a general licensee,
USX Mining in Cumberiand, PA.
Apgee provided verification that the pneumatic actuators were permanently
removed from the devices (except for USX Mining).

tial Safety Hazards:
The information provided by the State of Alabama conceming the use of
pneumatic actuators by one of their licensees indicates an increased level of
health and safety risk due to the excessive force the pneumatic actuator can
exert on the shutter shaft of model LB 7400 Series devices.
USX Mining indicates that their model LB 7400 series device has been in use

with the automatic actustor since 1988 with no safety relatec problems with the
automatic actuator.

Potential Violations:

Distribution of mode! LB 7400 Series devices with a pneumatic actuator is not in
conformance with regisiration certificate NR-01 12-D-102-B. This is a violation of
10 CFR 32.210(f)(1) and (2), 10 CFR 32.51(a), License Condition 12 of License
No. 37-21226-01, License Condition 11 of License No. 37-21226-02G, and
License Condition 12 of License No. 37-28687-01.

Required Amendments:

Distribution of model LB 7400 Series devices with a pneumatic actuator requires
prior safety evaluation (10 CFR 32.210 and 10 CFR 32.61), approval, and
amendment to registration certificate NR-01 12-D-102-B and License numbers
37.21226-01, 37-21226-02G, and 37-28697-01. No prior safety evaluation has
been performed, no approval has been granted, and nc amendment has been
issued.

Apgee and BS| have not requested amendment to registration certificate NR-
0112-D-102-B for this change.

Apgee and BS| have not deferred resolution of this issue to EG&G Berthold in
TN,

Recommendations for continued use:

*

A review of the design and use history of the model LB 7400 Series devices
distributed with pneumatic actuators indicates that these devices would likely not
be authorized for distribution and use.
AnnonfotymluaﬁonhubeenpodomedformodelLBNOOsenesdevim
containing an automatic actuator and because of the potential for the actuator to
mummusxummndmmdmdwicemmm
wmaﬁcaehnbrouuppiywﬁdﬂﬁomﬂonwwﬂngmdeﬂgnm
use of the device to perform a custom licensing evaluation. This would require
USX Mining apply for, and be issued, a custom registration certificate and a
specific license.



Additional Questions:
. None

Carbon steel bolts used without a galvanized surface treatment.

Findings.
. Numerous LB 7400 Series devices have been distributed since as early as 1988
containing & transport bolt constructed from carbon steel without a galvanized
surface treatment.

. Devices containing a non-galvanized transport bolt were distributed to both
specific and general licensees

. Apgee has requested that stainiess steel bolts be authorized for use instead of
galvanized carbon stenl bolts.

Potential Safety Hazards:

. mtmmmwwm“omwwmu\emofmn-gawanuedbons
indicates an increased level of health and safety risk due to possible sticking of
the shutters in the open position. Apgee indicated that the use of galvanized or
stainless steel bolts would significantly reduce this risk.

Potential Violations:

. Distribution of model LB 7400 Series devices with a non-galvanized transport bolt
is not in conforma: - 2> with re¢ stration certificate NR-0112-D-102-B. Thisis a
violation of 10 CFR 32.210(f)(1) and (2), 10 CFR 32.51(a), License Condition 12
of License No. 37-21226-01, License Condition 11 of License No. 37-21226-02G
and License Condition 12 of License No. 37-28697-01.

Required Amendments:

. Distribution of model LB 7400 Series devices with a stainless steel transport boit
requires a safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approval, and
amendment to registration certificate NR-0112-D-102-B and License nurrbers
37.21226-01, 37-21226-02G, and 37-28697-01.

. Apgee and BSI have requested amendment to registration certificate NR-0112-
D-102-B for this change.

. Apgee and BSI| have not deferred resolution of this issue to EG&G Berthold in
TN. Apgee and BSI are working to replace all non-gaivanized bolts with either
galvanized bolts o stainless steel bolts.

. Pending a fee issue resolution, registration certificate NR-01 12-D-102-B will be
mwwmmmmdaswmmmmnbon.

Recommendations for continued use:

. Ammdmmdmmmmmmmmomweuauoom
devices indicates that this request would be approved and distribution and use
would be authorized.

. it is recommended that Apgee be allowed to replace non-galvanized transport
bolts with either galvanized carbon steel of stainless steel transport bolts while

Additional Questions:
. Updates as to the status of the notificatiorvreplacement program should be
ptovldodonuotmmhandntoompleﬁon. Apgee should indicate who will
provide these updates (Apgee or EG&G?)



Installation of an additional “L" shaped locking mechanism

Findings

. Nine LB 7400 Series devices have been distributed with an additional "L" shaped
locking mechanism from October 1992 to February 1966.

Apgee did not indicate if devices containing an additional “L" shaped locking
mechaniem were distributed to both specific and general licensees.
Apgee provided an additional installation requirement check that has been added

to ensure proper operation of shutter when the *L" shaped locking mechanism is
installed.

Potential Safety Hazards:

. The information provided by Apgee indicates that there is not an immediate
health and safety risk due to the use of the additional “L" shaped locking
mechanism with. model LB 7400 Series devices.

Potential Violations:

. Distribution of mode! LB 7400 Series devices with an additional *L" shaped
locking mechanism is not in conformance with registration certificate NR-0112-D-
102-B. This is a violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of
License No. 37-21228-01, and License Condition 12 of License No. 37-28687-01,

and, if distributed to general licen: ~e<, 10 CFR 32.51(a) and License Condition
11 of License No. 37-21226-02G.
Required Amendments:

Distribution of model LB 7400 Series devices with an additional *L" shaped
locking mechanism requires prior safety evaluation (10 CFR 32.210 and 10 CFR
32.51), approval, and amendment to registration certificate NR-01 12-D-102-B
and License numbers 37-21226-01, 37-21226-02G, and 37-28697-01. No prior
safety evaluation has been performed, no approval has been granted, and no
amendments have been issued.

Apgee has requested amendment to registration certificate NR-0112-D-102-B for
this change.
Apgee has not deferred resolution of this issue to EG&G Berthold in TN.
Pending a fee issue resolution, the SSSS will evaluate Apgee's request for
amendment to registration certificate NR-0112-D-102-B to include the use of an
additional *L" shaped locking mechanism with these devices.
necommendatic 1s for continued use:
. A cursory review of the design of the additional "L" shaped locking mechanism
and the model LB 7400 series devices indicates that this option would likely be
approved and distribution and use would likely be authorized.
It is recommended that licensees possessing these devices be allowed to
continue using them while the certificate is being amended.
Additional Questions:
. Apgee should indicate if devices containing an additional "L shaped locking
mechanism were distributed to both specific and general licensees.
should provide an action plan for ensuring all current users of devices
mmum‘msoekmmwmmmmpmmwm
additional instaliation requirement procedure and request that all users perform
the procedure and verify proper operation of the shutter mechanism. Apgee

should also indicate the steps and corrective action to be taken if users indicate
improper operation.
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Protective cap installed on some devices to provide added protection o the ON/OFF
mechanism.

Findings:

. Apgee indicated that the protective cap is not required for proper operation in any
environment and that it is provided to users who request additional protection of

the shutter handie and labeling from dirt or process matenal that may make them
difficult to observe.

Potential Safety Hazards:
None.
Potential Violations:

. Distribution of model LB 7400 Series devices with protective caps is considered
to be in compliance with registration certificate NR-01 12-D-102-B and not a
violation of any reguiation or license condition.

Required Amendments:

. Addition of the protective cap to the registration certificate can be performed as
an administrative amendment. No safety evaluation is required.
Recommendations for continued use:

. Apgee may distribute protective caps for use with these devices without the need
for additional authorization.
Licensees possessing devices con.aining the protective cap should be ailowed to

continue to use the devices while the certificate is being updated.
Additional Questions:

None.

Altemative plunge lock installed on devices.

Findings:

. Apgee indicated that the alternative plunge lock is essentially identical in function

to the current design contained in the background files for the model LB 7400

Series devices. This information gives a general description of a plunge lock and

provides a general drawing of a representative plunge lock. The design of the

alternative plunge lock is in conformance with the general description provided
for the plunge lock.

. Apgee has committed to all previous requirements for the current plunge lock
and has committed to providing instructions to users of the alternative plunge

lock equivalent to the currently provided instructions.

Potential Safety Hazards:
None.
Potential Violations:

. Distribution of model LB 7400 Series devices with an alternative plunge lock is

considered to be in compliance wit": registration certificate NR-0112-D-102-B and
not a violation of any regulation or license condition.
Required Amendments:

. Addition of the alternative plunge lock to the registration certificate can be
performed as an administrative amendment. No safety evaluation is required.
Recommendations for continued use:
. Apgee may distribute devices containing the altemative

plunge lock without the
need for additional authorization.




. Licensees possessing devices containing this alternative plunge lock should Le
allowed to continue 1o use the devices while the certificate is being updated.

Additional Questions:
. Apgee should ensure current users of devices containing these alternativ.

plunge locks are provided appropriate instructions and information equivalent to

the instructions and information provided with the presently authonzed lock.




Mode! Model LB 300 MLMLT
Device Type: Mold level control for the steel industry
Reglstration certilicate: NR-0112-D-111-8
Licenses 37-21226-01

37-28697-01

lssues \dentified:

General issue.

ltisroeogrﬁudmmstuoﬂndeualmoddLBSOOMLMLTdovim and other
components (such as flanges) mlyvaryfromonomnaﬁontoanotmr. However, it is
WMhuﬂcmmmm.MtoMadoqumohuMmd
mwmdmmmmmmm.mmm

prior to distribution. Therefore, Apgee (or EGA&G, if appropriate) should ensure
MMM(W)MndeoddLBmMWLT.mduding all options, is on

. To this end, Apgee (or EG&G)shomdrwiewmdowmemaﬁon submitted to
NRC (or TN) and dotermine if this documer 3tion (and the registration certificate)
nowrmuynﬂootu\obwcd“i;nofmm.

4  Request to authorize use of an alternate rod source (VZ-1501/1).

Findings:

Apgee provided & clarifying statement that no model VZ-1501/1 sources have

ever been distributed in model LB 300 MLMLT devices.

Potential Safety Hazards:
None.

Potential Violations:

. Since no sources were distributed,

conditions.
Required Amendments:

. Apgee did not request amendment to registration certificate NR-0112-D-111-Sto
add this source as an approved model

. Apgee deferred this issue (including amendment of the registration certificate) to
EG&G Berthold in TN.

Recommendations for continued use:

None distributed.

Additional Questions:

None

there is no violation of regulations or license

Distribution of an 80 mm shield. Certificate authorizes a minimum diameter of 100 mm.

Findings.

. Five 80 mm lhlddsmdwumdtoRapublic Engineered Steel in Canton,
OH. supplngdoamﬂlﬁonhdmmmmwppodononbom

. Apgee ciaims that the design and construction of the 80 mm shield is essentially
identical to the greater diameter shields approved on the registration certificate,
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except that the diameter has been reduced

Potential Safety Hazards:

The information provided by Apgee, and its claim that the devices are essentially
identical to larger diameter devices in the field, indicates that there is not an

immediate health and safety nsk due to the use of the di¢ ributed 80 mm model
LB 300 ML shields

Potential Violations:

Distribution of model LB 300 MUMLT devices with diameters less than 100 mm
is not in conformance with registration certificate NR-0112-D-111-8. Thisis a

violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of License No. 37-
21226-01, and License Condition 12 of License No 37-28607-01

Required Amendments:

Distribution of model LB 300 MUMLT devices with diameters less than 100 mm
requires prior safety evaluation (10 CFR 32.210), approval, and amendment o
registration certificate NR-0112-D-11 1-S and License numbers 37-21226-01 and
27.28697-01. No prior safety evaluation has been performed, no approval has
been granted, and no amendments have been issued. .

Apgee and BS! have not requested amendment to registration certificate NR-
0112-D-111-8 for this change

Apgee and BS| have not deferred resolution of this issue to EG&G Berthold in
TN.

If neither Apgee nor EG&G Berthold request and receive approval of an 80 mm
design (same as already distributed), either Republic Engineered Steel should be
required to request a custom licensing evaluation of the continued use of these

devices or Apgee should be required to submit an action plan to bring Republic
Engineered Steel into compliance with their license

Recommendations for continued use:

A cursory review of the design of the 80 mm diameter shield indicates that this
option would likely be approved and distribution and use would likely be
authorized.

Republic Engineered Steel should be allowed to continue to use the devices
pending performance of a complete safety evaluation and issuance of a
registration certificate for the device.

The shipping documentation provided by Apgee indicates that the source
installed I: the 80 mm diameter device was 1.6 mCi Co-60 and that this gave
ex:emal radiation levels less than 100 mR/hr at the surface of the device. The
use of the existing 80 mm devices should be limited to 1.6 mCi Co-60 until such

time as the 80 mm diam.eter device is reviewed and approved, including the use
of other isotopes and/or greater activities

Additional Questions:

Apgee has not requested amendment to their registration certificate to add the 80
mm design. If neither Apgee nor EG&G Berthold (TN) request amendment to the
registration certificate to add the 80 mm shield, Apgee should provide an action
plan to bring Republic Engineered Steel into compliance for their devices.

The primary issues for this device wouid be the maximum activity requested in
the device and the external radiation levels with this activity level, and the ability
of a smaller diameter device to survive the harsh conditions of use and provide
appropriate protection to the source.




G Installation of 8 new locking mechanism that will not allow the device's shutier
mechanism to be locked uniess it is in the closed position

Findings
. Apgee previously indicated that no dewvices have been qmn'bu\ed. or plan to be

distributed by Apgee/BS|, with the new jocking mechanism. However, Apgee s

December 20, 1996.Widu\ﬁﬁedonemodoiLBSOOMLdemMconmined

this new locking mechanism that was distributed 10 USS Steel in Gary, Indiana.
Potential Safety Hazards:

. ThoWamuﬁonmoodbyhpgoom;cammuwfeuukdynounimmedms

health and MﬂdeuetomeusedmdMﬂbtnadmodelLBSOOMLshield
with the new locking mechanism. However, it could not be determined from the
wormaﬁonprovldodwhmmonavlookm mechanism would provide the
mwmummmmmmmmonmwwng
movad(tM.u“aMy.pptovodmed\anismdou. If the new
mechanis™ does not provide this safety feature, there is @ higher potential for
mmmmommdmmmshuuerhmopwpoﬂﬁon. Apgee claims
the design and construction of the new locking mechanism provides equivalent
opomblmytoapptwodmodelswmnuwnuseinmm.
Potential Violations:

. Distrivution of model LB 300 MUML™ devices with the new locking mechanism is
not in conformance with registration certificate NR0112-D-111-S. Thisis a
violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of License No. 37-
21226-01, and License Condition 12 of License No. 37-28607-01.

Required Amendments:

. Distributior: of model LB 300 MLMLT devices with the new locking mechanism
requires prior safety evaluation (10 CFR 32.210), approval, and amendment to
registration certificate NR-0112-D-111-8 and License numbers 37-21226-01 and
47.28607-01. No prior safety evaluation has been performed, no approval has
been granted, and no amandments have been issued.

. Apgee requested amendment to registration certificate NR-0112-D-111-S to add
this new locking mechanism.

. Apgee did not defer this issue to EG&G Berthold in TN.

. Pending a fee issue resolution, the SSSS will evaluate Angee's request for
amendment to registration certificate NR-0112-D-111-S to include the use of an

the additional locking mechanism with these devices.

Recommendations for continued use:

Imumduﬂlnfonmﬂonwupmvbodcormimmomloddng mechanism o
perform an adequate safety review and determine the adequacy for its continued

use.

. USSStoelchoudcomuseofmedevicepondingammdmennome
registration certificate or provide a temporary procedure to ensure the locking
mechanism operates properly (i.e., does not allow the device's shutier
mmmmwm;nismmmm) and that the device's
mbmmudoudpoomonbdonmdquOhmovod.

Additional Questions:

Additional questions conceming the design of this additional locking mechanism
wmbohmmmmmm However, Apgee should provide
mpmwmmmmmandmmmsmchedtom
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device) and describe fully its operation In addition, the current locking
mechanism is designed such that the shutter mechanism would be required to be
in the fully shielded position prior to installing or removing the device from the

mold. Apgee should indicate if the new locking mechanism would aiso provide
this safety feature

Apgee defines the term *special key” in the registraton certificate as a wrench

Findings

Apgee provided a definition of what is considered a "special key
Potential Safety Hazards:
. None

Potential Violations:

. As this is only a clarification of the wording, there is no violation of regulations or
license conditions

Required Amendments:
. Apgee provided additional clarifying wording to be included in the registration
certificate concerning the “special key.”

. Addition of the clarifying wording to the registration certificate can be performed
as an administrative am~ ~dment. No ¢ afety evaluation is req lired
Recommendations for continued use:
None

Additional Questions:

Apgee should provide this clarifying wording to &ll users of these devices and

should commit to including this wording in the instructions provided to users upon
digtribution of the device

Stainless steel construction of the source housings rather that carbon steel

Findings

Numerous model LB 300 MLMLT devices have been distributed constructed
with an outer housing of stainless steel. Since as early as 1988, all model LB
300 MLMLT devices have been constructed this way.

. Apgee indicated that only the outer housing was

the inner housing remained as carbon steel
Potential Safety Hazards:

. The information provided by Apgee indicates no increased level of health and
safety risk due to the use of a stainless steel outer housings rather than a carbon
steel housing, or vice versa. Apgee claims that the stainiess steel design would
provide greater coOrrosion protection and claims that no safety related problems
have occurred as & result of the stainless steel housing

Potential Violations:

. Model LB 300 MUMLT devices constructed with an outer housing of stainless
steel is not clearly indicated in the original (and subsequent) application for
approval of this device Based on Apgee's statement that these devices have
been constructed with & stainiess steel outer housing since 1888, the prior
approval of a similar device for Swank Metacon that contained a stainless stee!
outer housing (used, in part, as the basis for the approval of the LB 300 ML

devies), and the ambiguity of the information in the background file for these

changed to stainless steel and
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devices, it is recommended that distribution of mode! LB 300 ML/NLT devices by

ApguuBSlwnhmmhoumOanbaMnotbeconsideroda

mdwmmmlimucondm.

Required Amendments:
. Pending a fee issue resolution, registration certificate NR-0112-D-11 1-S will be

amondoﬂoindudoﬂnuuofnshinlu:ﬂodo«ﬁu housing
. Apgee and BSI have not requested amendment to registration certificate NR-
0112-D-111-8 for this change as th. / beliave the design is included in the

current approval.
. Apgee and BS! have not deferred resolution of this issue to EG&G Berthold in
TN

Rmmndaﬂon. for continued use:
. Ambwoflhodulonofmominlussteolmmmgofﬂwmodelw300

ML/MLT devices indicates that this design would likely be approved and

distribution and use authorized.
It is recommended that Apgee/BS| be allowed to continue to distribute model LB

300 MUMLT devices with stainless steel outer housings in accordance with the

information supplied.
Additional Questions:
. None.

12. Spring-loaded detent, not authorized in the registration certificate, has oeen installed on
these devices for over ten years.

Findings.
. Numerous mode! LB 300 MLMLT devices have been distributed containing @

spring-loaded detent.
. Apgee indicated that for all practical purposes, a spring-loaded detent has been

instalied in these devices since their introduction.
Potential Safety Hazards:
The information provided by Apgee indicates no increased level of health and
safety risk due to the use of a spring-loaded detent. Apgee claims that this
design wr Jld provide greater safety end functionality as it would ensure the
shuttr . mheldlnmoeorroctpotiﬁonm\onoponanddaimsmmnoufotyrdatod
prot .ems have occurred as a result of the spring-loaded detent.
Potential 'violations:
. Model LB 300 MLMLT de'ices containing a spring-loaded detent is not clearty
indicated in the original (and subsequent) application for approval of this device.
Based on Apgee's statement that these devices have contained a spring-loaded

detent since as early as 1980, the prior approval of a similar device for Swank
used, in part, as the basis for the

Metacon that contained a spring-loaded detent (
approval of the LB 300 ML devices), and the ambiguity of the information in the
background file for these devices, it is recommended that distribution of model
LB 300 MLMLT devices by Apgee of BS| containing a spring-loaded detent not

be considered a violation of any regulations or license conditions.

Required Amendments:
. Pending @ fee issue resolution, registration cortificate NR-01 12-D-111-S will be

amondedtoindudemeuuo(npﬁng-loadoddetent.
Apgee and BS| have not requested amendment to registration certificate NR-
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0112-D-111-8 for this change as they believe the design is already included in

the registration certificate.
Apgee and BSI have not deferred resolution of this issue to EG&G Berthold in

TN,

Recommendations for continued use:

AmbwofhodoﬂgnofmspdnwoadodmmdmamoddLBwOMLMLT
devices indicates that this design would likely be approved and distribution and

use authorized.
lthncunnnndodmm.oIBSIboalmatOW\ﬁnuetodumbutemodel LB

300 ML/MLT devices containing the spring-loaded detent in accordance with the
information supplied

Additional Questions:

None.
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Model: LB 300 L and LP Devices
Device Type: Tank fill level control gamma gauges.
Registration certificate: NR-0112-D-106-8B
Licenses: 37-21226-01

37-28697-01

37-21226-02G

issues Identified:

1 Chnngcdpalmonmmmgpoxy\opdwom-mbued.

Findings:

Apgoomwm-nmconmm 1992 were painted with the
new paint.

. Devices with the new paint applied havo been distributed to specific and general
licensees.

. ApgoooonﬁmodeaImmﬂdudodformionprMon.

. Apgee claims that the new paint provides aquivalent corrosion protection as the
previous paint.

. Apgee did not provide design specifications for the paint sufficient to demonstrate
s corrosion protection qualities.

Potential Safety Hazards:

. The information provided byApgeetndicatesMﬂnrehnotanimmediate

health and ufetyriskduetomeuoeofmonewpaint.
Potential Violations:

. Distribution of mode! LB 300 LALP devices with a paint that does not meet or
exceed the specifications contained in registration certificate NR-01 12-D-106-B is
a violation of 10 CFR 32.210(f)(1), 10 CFR 32.51(a), License Condition 12 of
License No. 37-21226-01, License Condition 11 of License No. 37-21226-02G,
and License Condition 12 of License No. 37-28697-01.

. NApguprovidupdNopodﬁuﬁdeomommatmnewpaim

equivalent corrosion protection to the previously approved paint,
ditmbuﬁonofmmmuwnw.podﬁaﬁmahou!dmtbeoonsiderod
a violation of any regulations or license conditions.
Required Amendments:

. DhMMonofmoddLBSOOULPdmmhmmmpainupodﬂuﬁon
requires prior safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approvel,
and amendment to registration certificate NR-0112-D-106-B and License
numbers 37-21226-01, 37.21226-02G, and 37-28697-01. No prior safety

. no approval has been granted, and no

. muhuwmmto registration certificate NR-0112-D-111- for
this change.

. Apgee has not deferred resolution of this issue to EG&G Berthold in TN.
Recommendations for continued use:
. mmﬂmu\ompﬂmshouldbeauowodto
continue using the devices pending amendment to the registration certificate.
Additional Questions:

. mumummnwﬁmmfmmmm;umammdmmm
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its corrosion protection qualities, and should demonstrate that the paint provides

equivalent or better corrosion protection as the currently approved paint for the
device's intended conditions of use

Top plate of the shieiding I8 threaded in place and welded nuts have been eliminated

Findings

. Apgee indicated that no devices have been distributed, of plan to be distributed
by Apgee/BS|, with the new top plate
Potential Safety Hazards:
None
Potential Vicolations:

. Since no devices with the new top plate were distributed, there is no violation of
regulations or license conditions
Required Amendments:
. Apgee did not request amendment to registration certificate NR-011 2-D-106-B to
add this new top plate
. Apgee deferred this issue {including amendm
EG&G Berthold in TN.
F scommendations for continied use:
None
Additional Questions:
None

ent of the registration certificate) to

Addition of a 270 mm diameter shield

Findings

. Three 270 mm LB 300 L shields were distributed to Grant Chemical in Zachary
LA. Apgee did not indicate the date this shipment was made as requested durng
the November 21, 1886, meeting

. Apgee did not indicate if Grant Chemica
or the general license.

Potential Safety Hazards:

The information provided by Apgee indicates that there is not an immediate
health and safety risk due to the use of the distributed 270 mm mode! LB 300L
shields. Apgee claims the design and construction of the 270 mm device is
identical to approved models currently in use in the field, but with smaller
diameters, and that the activity of the scurce installed in the 270 mm device was
less than the maximum activity authorized in the 254 mm device

Potential Violations:

. Distribution of model | B 300 L devices with diameters greater than 254 mm s
not in conformance with registration certificate NR-0112-D-106-B. Thisis a
violation of 10 CFR 32.210(f)(1) and (2) and/or 10 CFR 32.51(a), License
Condition 12 of License No. 37-21226-01, License Condition 12 of License No
47.28697-01, and/or License Condition 11 of License No. 37-212286-02G

Required Amendments:

. Distribution of model LB 300 L devices with diameters greater than 270 mm
requires prior safety evaluation (10 CFR 32.210 and/or 32.51), approval, and
amendment to registraiion certificate NR-0112-D-106-B and License numbers

| received these devices under a specific
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37-21226-01, 37-28687-01, and/or 37-21226-02G. No prior safety evaluation

has been performed, no approval has been granted, and no amendments have

and QSI have not requested amendment to registration certificate NR-

0112-D-106-B for this change.

. Apgee and 8BS have not deferred resolution of this issue to EG&G Berthold in
TN.

. i neither

nor EG&G Bertholu in TN request and receive a registration

certificate for the 270 mm design (as already distributed), either Grant Chemical
should be required to request & custom licensing evaluation for the continued use
of these devices or Apgee should be required to submit an action plan to bring
Grant Chemical into compliance with their license.

Recommendations for continued use:

. A cursory review of the design of the 270 mm diameter shield indicates that this
option would likely be approved and distribution and use would likely be
uthorized

a .

. Grant Chemical should be allowed to continue to use the devices pending
performance of 8 complete safety evaluation and issuance of a registration
certificate indicating approval for use of the 270 mm device.

. The use of the existing 270 mm devices should be limited to the isotope and
maximum activity au*-rized fo: use in @ 264 mm device (500 mCi, Co-60) until
such time as the 270 mm diameter device is reviewed and approved, including
memofomefisotopesandlorgroateracﬁviﬁes.

. The State of Louisiana should be provided a copy of this report. If neither Apgee
nor EG&G Berthold request and receive approval of an 270 mm des.gn (same as
already distributed), the State should consider the need to require Grant
Chemical to request a custom licensing evaluation for the conuaued use of these
devices.

Additional Questions:

Apgee has not requested amendment to their registration certificate to add the

270 mm design. If neither Apgee nor EG&G Berthold (TN) request amendment

to the registration certificate to ad4 the 270 mm shield, Apgee should provide an

action plan to bring Grant Chemical into compliance for their devices.

. The primary issues for this device would be the maximum activity requested in
the device and the external radiation levels with this activity level, and the

possibility of additional damage to tho device from a drop during use due to the
additional weight of the d-ice.

4  Addition of new source (VZ-1501/1), as with the LB 300 PAP devices.
Findings:

provided a clarifying statement that no model VZ-1501/1 sources have
ever been distributed in model LB 300 P/LP devices
Potential Safety Hazards:
None

Potential Violations:

. Since no sources were distributed, there is no violation of regulations or license
conditions.

Required Amendments:
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> 1 not request amendment to registration certificate NR-0112-D-106-B to
cru . -~ ‘ource as an approved model.
. Afa - ‘erred this issue (including amendment of the registration certificate) to
E 3.« “srthold in TN.
Recomip -+ «sns for continued use:
N e
Additional Questions:
None.
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Model: LB 379

Device Type: in-ine Density Measuring Device
Registration Certificate: NR-1 12-D-101-B
Licenses: 37-21226-01

37-28697-01
37-21226-02G
issues identified:
1 Flanges are welded on two sides instead of one
Findings:

indicated that four devices installed outside the US have experienced

weld cracks and/or failure in the
pipomdoroondlﬂomofuvm
mamﬂw&t\dwmmwm

flange that is used to mount the device to the

vibration. To fix this potential problem, the
will be used with the flange versus the

ds indicates that the manufacturing

pmmbhwwmmm;podﬁaﬁonwasnoﬂd

proooucausodmdutodevolopanheti

lowed. This faulty
me of manufacture, and the situ

was worsened by the high vibration at the installation site.

. ApgeedidnotNlatﬂHhec.utomer
model LB 379 devices or only those customers
process. In addition, Apgee did
licensees were affected by this issue.

listing provided included all possessors of
affected by the faulty weld
not indicate if both general and specific

. The flange is used for device mounting and does not contribute to the

containment or prmary shielding of the sealed source.

The device does not have a shutter. Failure of the flange such that the device

came loose from its mounting could expose the primary beam of radiation from

the source and cause the device 0 drop. The device does not have a shutter or
safety mechanism to shield the source in this condition. In addition, a drop could
cause additional damage to the device and possible loss of containment.
Potential doses due to a ioss of containment or shielding would not be expected
to be high.

an.wonplantodmﬁneﬁdaviouintheﬁeld may have
cracks in the weld region. Apcoehupropooedumf‘avioss that contain cracks
should be replaced with a double welded device.
Background mmformdmmammm devices are not
owbbouwtomvlbmﬁonduﬂomumimiomofm
scintiliation detector. However, Apgee indicated that the failures occurred only in

cases of severe vibration. Apg.oedid not indicate if the vibration was considered
wbommmnamalmcondmdmdwioe.

. The information provided by
duebhmodmoddwsndm
Potential Violations:
. Nm,ﬁnoonodovicamdistﬁbu\ad.
Roquhdmdmoﬂu:
. Distribution of model
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Apgee indicates no immediate health and safety risk
with a single or double wela.

LB 379 Series devices containing the second weld requires



prior safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approval, and
amendment to registration certificate NR-0112-D-101-B and License numbers
37-21226-01, 37-21 226-02G, and 37-28687-01. No prior safety evaluation has

been performed, no approval has been granted, and no amendment has been
issued.

. Apgee has not requested amendment {0 registration certificate NR-0112-D-101-B
for this change.

. Apgee has not deferred resolution of this issue (including amendment to the

registraticn certificate) to EGAG Berthold in TN.
Recommendations for continued use:
. A cursory review of the second wel

d on mode! LB 379 device indicates that this
would likely be authorized for distribution and use.

. Any users who are determined to be potentially subject to the faulty weld process
should inspect their welds for cracks.
. Users should not install these devices in vibration conditions grecter than those
recommended by the manufacturer as maximum ievels.
Additional Questions:
«  Apgee

should indicate the customers potentially affected by the faulty weld

and whether they are general of specific licensees.
Apgee should determine i any de /ces are installed in @ high vibration condition
that is outside of the normal use >ondiuons for these devices. Apgee should
specify what is considered the maximum permissible vibration level.

Apgee should provide periodic updates as to the responses received from the

. If Angee wishes to replace devices with faulty welds with a double welded

device, Apgee should request amendment to the registration certificate for this
option.

Clarification of maximum activity and distribution of altemate source

Findings:

Apgee indicated that no model LB 378 devices were or are intended to be
distributed containing greater than 100 mCi.
. The design of the 30 mCi sources that

dlﬁmwm.pptwedmﬁstedinmewﬁﬁm. Apgee did not indicate
what the differences were. All 30 mCi sources i

. Apgmdtdnotlndtuhﬂooumsnotinw«omanoow:ﬂwﬁnregiwaﬁon
certificate were distributed to both specific and general licensees.

. MdmperodbyApgeeformx.O‘leapodahunnﬁdtysimtwtothe
AMC.16 and the P-2642-100 source models except

that it is TIG welded rathe
than Argon Gas Arc welded.
Potential Safety Hazards:
. The information provided by Apgee indicates no immediate health and safety risk
due to the use of source model AMC.16 or model X.91 capsules in model LB 379
Potential Violations:
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37.21226-01, License Condi“aon 12 of License No. 37-28687-01, and, if

distributed to general licensees, 10 CFR 32.51(a) and License Condition 11 of
License No. 37-21226-02G.

. The design of the AMC.16 is essentially identical to the approved model P-2642-

100 source and would meet the design criteria of this model. Both the P-2642-
100 source and the AMC 16 are manufactured by Amersham and are based on
the X.91 capsule design. Based on this, it is recommended that distribution of
mode! LB 379 devices containing (nodel AMC .16 sources not be considered in
violation of regulations or license conditions.

. The determination of other potential violations will be based on Apgee't
identification of the design of the 30 mCi sources that were distributed.

Recuired amendments:

. Distribution of model LB 379 devices containing model AMC.16 sources requires
prior safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approval, and
amendment to registration certificate NR-01 12-D-101-B and License numbers
37.21226-01, 37-21226-02G, and 37.28607-01. No prior safety evaluation has
been performed, no approval has been granted, and no_amendment has been

issued.
. Apgee and BSI| have .oy 3sted amendment to registration certificate NR-0112-

D-101-B for this change.

. Apgee and BSI he'~ not defe -ed resolution of this issue (including amendment
to the registration certificate) to EG&G Berthold in TN.

« Pending a fee issue resolution, the SSSS will evaluate Apgee's request for
amendment to registration certificate NR-0112-D-101-B to add the AMC.16
source capsule and the X.91 capsule.

Recommendations for continued use:
. A cursory review of source model AMC.16 and capsule X.91 to be used in model

LB 379 devices indicates that this weuld likely be authorized for distribution and

use.

A ditiona: Questions:
. When and how many 30 mCi sources, that are not in conformance with the

: registration certificate, were distributed?

. IsheX.MmoecapouleMthaTletdwmnﬂyregmered in the US?

. Submittal implies that only AMC.16 sources remain in service. Were any X.91
source capsules with a TIG weld distributed?

. Were source models not in conformance with the registration certificate

distributed to general ar 3 specific licensees?

3. Different 1ISO classification for source.

ApgooindiectodMﬁumoolnﬂalbdinRsmhouﬂnghuboentestedmd
modvodlhtgherlSOdusMon. Hmvet,thosourooludfwanotrmtod. The
mmmmmmmwmmmmumaﬁm,mwmm
‘ndicated to have changed. huddmon.hooourcedmmaﬂonli.todinmemodd
L8379Moomgmwmmtcboomtmmmdmm«ﬁonustodm
W'tmmmfammoddmc.w. Therefore, the registration
wﬁﬂmmmmmwmmmmmmmusomamwon.
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Model: LB 300 IRL
Device Type: Level Measuring Device
Reglstration Certificate: NR-112-D-107-8
Licenses: 37-21226-01

37-28697-01

issues Identified:

1 New Cs-137 source and new ISO classification for both Cs-137 and Co-60 sources

Findings:

. Apgee did not indicate if any of the new model VZ-1501/1 sources were ever
distributed. Previous statements indicated that no devices were distributed with
these sources. However, the statements in the December 20, 19986, letter seem
tolndmﬁutthueoourcesmdistﬂbtmd in mode! LB 300 IRL devices.

. Apgeodidnotprovidoadequmdmmdemonstmte that the sources have been
tested to a higher ISO classification (only classification numbers were provided
and these were in German and very hard to read).

. Apgee did not provide complete design data for the new source model
VZ-1501/1.

. Apyee claims that the model VZ-1501/1 is essentially similar to the previously

source mudel anc that the construction of the Co-60 rod source model
has not changed, only the ISO classification has changed.
Potential Safety Hazards:

. The information provided by Apgee indicates no immediate health and safety risk

due to the use of mode! LB 300 IRL devices with medel VZ-1501/1 sources.
Potential Violations.:
. Distribution of model LB 300 IRL devices containing model VZ-1501/1 sources is
not in conformance with registration certificate NR-112-D-107-S. This wuuld be
in violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of License No.
37.21226-01, and License Condition 12 of License No. 37-28697-01.
. if no model VZ-1501/1 sources were distributed, there is no violation.
Required s

. Distribution of model LB 300 IRL devices containing model VZ-1501/1 sources
requires |..ior safety evaluation (10 CFR 32.210), approval, and amendment to
registration certificate NR-01 12-D-107-S and License numbers 37-21226-01 and
37-28697-01. No prior safety evaluation has been performed, no approval has
been granted, and no amendment 1as been issued.

indicated that it did not wish to have the certificates amended
to add the new Cs-137 source model VZ-1501/1. However, the statements in the
Cecember 20, 1996.mmtokudmmm“mmtohavetthR-
112-0-107-8MﬁmM0dto.ddmwmmodd.
. Apgee and BSI have not deferred resolution of this issue (including amendment
»ummm)wesmwmm

. mmmmmmumwmmimmmunm

MammmmmwmmmhmmnWto.
ana received, the new ISO classification.
Recommendations for continued use:

. Aamr;rovtewohourcemoddvz-1501l1tobeusod'mmodelLB300lRL
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devices indicates that this would likely be authorzed for distribution and use.
Additional Questions:

. Apgoeshouldindicateinheywishtomvemevz-1501l1 source model and the
new 1SO classification added to the cedificate. If so, Apgee should provide
complete information on the design of the VZ-1501/1 source model and the ISO
classification testing.

. Apgee should indicate if any of these devices were ever distributed with model
VZ-1501/1 sources installed

The maximum allowable length of the sowce should be increased from 100 cm to
150 cm.

Findings:

. Apgeobdievetmcemﬁcateaumonzessouroelongmupto1500mbasodon
the attachment to the certificate. This is incorrect. The attachment shows the
souroehuusingmmalongﬂ"tof160<;m.meshiddingwima\engmof1scan
andnoindiaﬁonastothelengmow\esouroe(excoptmamblewmm
shielding length). The text of the certificate and drawings submitted for the
sources indicate a maximum length of 100 cm. There is no data on file that
indicates source lengths greater than 100 cm. The drawing includad with
Apgae's December 20, 1996, subm ttal also indicates a maximum source length

of 100 cm.

. Apgee did not provide additional prototype testing data for source lengths greater
than 100 cm.

. Apgee did not indicate if source lengths greater than 100 cm were ever
distributed.

. Apgee's submittal dated October 15, 1996, indicated a request for a maximum

source length of 130 cm rather than 150 cm.
Potential Safety Hazards:

. Insufficient information was provided to determine the ability of sources with
lengths greater than 100 cm to provide adequate containment and safety when
subjected to the devices intended use conditions.

Potential Violations:

. Distribution of source lengths greater than 100 cm is not in conformance with
registration certificate NR-112-D-107-S. This would be in violation of 10 CFR
32 .210(f)(1) and (2), License Condition 12 of Licanse No. 37-21226-01, and
License Condition 12 of License No. 37-28697-01.

. Kmmmﬁugmm1000mwarodiwibubd.mtsnoviohtion.

Required amendments:

. DisMbuﬁonofmoc\engﬁ\sgmtermanwOanreqwupdornfoty
evaluation (10 CFR 32.210), approval, and amendment to registration
NR-0112-D-107-S and License numbers 37-21226-01 and 37-28697-01. No
prior safety evaluation has been performed, no approval has been granted, and
no amendment has been issued.

. Theoorﬁﬁcatewi!lnotboamondodbuodonMiMofmaﬁonprovided.

Recommendations for continued use:

. Nomcelengmqreatermmomm:houldbeinuu.

. mufﬂduiwomnﬁonmprovidod so determine the acceptability of use of
source lengths greater than 100 cm.
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Additional Questions:

. Apgee should indicate if source lengths greater than 100 cm were ever
distributed and proviu2 the locations where they were distributed.

. If Apgee wishes to have source iengths greatur than 100 cm authorized, it should
provide complete design, use, and prototype testing (ISO, ANSI, etc.) data to

support a safety analysis for the sources in their intended use conditions.

Apgee should clarify if it is requesting & maximum source length of 130 cm or
150 cm.

Different ISO source classification
See item 1. above.
New ANSI flanges installed on shield.

Findings:

. Apgee did not indicate if any devices were distnbuted with the new flanges.
Apgee did not provide comiplete design data for the devices with (he new flanges
or the reascn for the new flanges.

Apgee did not provide an indicatic of the health and safety irnplications of the
use of the device with the new flanges.

Apgee indicatad that the new flanges are a clarification rather than a change in
the design of the device, but provided no justification for this claim.

Flanges are used for stability and mounting during the loading and unloading of
the source to or from the vessel to be measured.
Potential Safety Hazards:

. Insufficient information was provided to determine the healtn and safety

implications of the new flanges. Apgee did not address this issue.
Potential Violations:

. Distribution of model LB 300 IRL devices with flanges that are not in accordance
with the approved designs would be considered in violation of 10 CFR
32.210(f)(1) and (2), License Condition 12 of License No. 37-21226-01, and
License Condition 12 of License No. 37-28697-01.

Required amendments:

. insufficient information was provided tc determine if the new flanges require an
amendmant to the registration certificate.
Apgee did notmquwowwmorntomﬂogimﬁonwﬁﬂcate.
Recommendations for continued use:
. Insufficient information was provided to determine the acceptability for use of the
new flanges.
Additional Questions:
. Apgushmﬁdhdmnwofmmwemdmbmwwm\mem
flanges.
. Apgoo:hoddprovidothemoonandjucuﬁaﬁmforvmymenewﬂangesafe
not considered a change to the approved design.
Ammmmnmmmmmmmmmmm
the new flanges.
. mummmmhuwmmmmmmmmiuﬁmsdme
new flanges (i.e., changes in device operation, changes in external radiation
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levels during use due to the reposition:ng of the flanges, etc.).
5. New Cs-137 source which includes a higher grade stainless steel

See item 1. ahove.
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Model: LB 330

Device Type: Belt Weigher

Registration Certificate: NR-112-D-108-B
Licenses: 37-21226-01

37-28687-01

37-21226-02G

Issues |dentified:

1.

Increased diameter of source encapsulation

Finaings:

indicates that the diameter of the source was increased from 6mm to
7mm in 1987 to be consistent with other devices.

Apgee referred 1o its August 15, 1996 letter for a higher ISO classification for

these sources. No reference to a higher ISO classification for these sources
could be found in that letter.

Apgee continues to distribute these sources.

Apgee did not indicate if the design of the device was required to be changed to
accommodate the larger diameter ~~.rmec.

Additional drawings were provided that seem to indicate that additional changes
to the device have been made in the past, but no discussion of this was provided.

Potential Safety Hazards:

Insufficient informatic was provided to determine the potential health and safety

applications of the use of larger diameter cources. Potential issues may be

interfere~ce with the operation of the shutter mechanism due to the larger

diameter and a reduced ability of the source to withstand the intended conditions

of use due to the reduction in strength (in certain conditions) of the source an
increase in diameter would cause.

Potential Violations:

Requi

Distribution of model LB 330 devices containing modifications to the approved

design or containing source models with diameters in excess of 6mm is not in
conformance with registration certificate NR-01 12-D-109-B. This is in violation of
10 CFR 32.210(f)(1) and (2), License Condition 12 of License No. 37-21226-01,

License C.ndition 12 of License No. 37-28687-01, and, if distributed to general

licensees, 10 CFR 32.51(a) and License Condition 11 of License No. 37-21226-
02G.

Apgoe‘smdtcaﬁonmnoonﬁnuestodiwibutenoourcemnhnidonﬁﬁedu

not in conformance with the design approved in the registration certificate
indicates a potential willful disregard for the rejuirements of its license and
NRC's regulations.

red amendments:

Anincroauinmoodiamotorfromﬁmmto?mmmquirespriorufety

evaluation (10 CFR 32.210 and 10 CFR 32.51), approval, and amendment to

registration certificate NR-O1 12-D-108-B and License numbers 37-21226-01, 37-
21226-0. G, and 37-28697-01. No prior safety evaluation has been performed,
no approval has taen granted, and no amendment has been issued.

has requested amendment to registration certificate NR-112-D-109-B to
add the 7 mm diameter source.
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Recommendations for continued use:

Insufficient information was provided to determine the adequacy for continued
use of model LB 330 devices with 7 mm diameter sources and the compatibility
of the larger diameter with the device. However, the information provided
indicates that if the 7 mm diameter sources are found to be compatible with the
devices, they would likely be authorized for distribution and use.

Additional Questions:

Apgee should indicate the number of sources with larger diameters that were
distributed, the locations to where they were distributed, and whether they were
distributed to both specific and general licensees.

Apgee should immediately provide sufficient information to demonstrate that the
increase in diameter of the source would not cause a health and safety risk. If
Apgoohnot.blotoproxddeﬂsdomomtmﬁon,Apgoe should provide an action
plan to remove these sources from use.
Apgoeshmldprovtdoadescdpﬁonofanyd\mgsinmdevioedesign
necess..ry to accommodate the larger diameter source (mounting configuration,
increase in diameter of the source holder shaft, changes to external radiation
levels, etc.), and a clear demonstration of the increase in the I1SO classification
discussed in the report.

Apgee should indicate the reasons why it continues to distribute sources that it
has identified as not in coiformanc e with the approved design.

Apgee should discuss any other changes that have been made to the device
design and the potential safety implications of these changes.

Spacers added to source rod.

Findings:

Apgee indicated that spacers are u
conditions.

Apgee did not indicate the reason it is necessary to stabilize the source rod in
vibration conditions.

Apgee did not indicate if the addition of spacers requires modification to the
device design.

Apgee did not indicate the potential health and safety implications of the use (or
lack of use) of source rod spacers.

Apgee did not indicate if devices were distributed containing the spacers, or if it
continues to distribute devices containing spacers.

sed to stabilize the source rod under vibration

provided to determine the potential health and safety
applicaﬁmofﬂ'\euu(orladtof)oouroerodspaws. Potential issues may be

interference with the operation of the shutter mechanism due to the spacers and
an integrity problem with the sources in vibration conditions.

Potential Violations:

Distribution of model LB 330 devices containing modifications to the approved
design or containing source rod spacers is not in conformance with registration
certificate NR-0112-D-108-B. This is in violation of 10 CFR 32.210(f)(1) and (2),
License Condition 12 of License No. 37-21226-01, License Condition 12 of
License No. 37-28697-01, and, if distributed to general licensess, 10CFR
32.51(a) and License Condition 11 of License No. 37-21226-02G.
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if Apgee indicates it is continuing to distribute devices with the spacers, this

would indicate a potential willful disregard for the requirements of its license and
NRC's regulations.

Required amendments:

The addition of spacers to the source rods requires prior safety evaluation (10
CFR 32.210 and 10 CFR 32.51), approval, and amendment to registration
certificate NR-0112-D-108-B and License numbers 37-21226-01, 37-21226-02G,
and 37-28697-01. No prior safety evaluation has been performed, no approval
has been granted, and no amendment has been issued.

Apgee has requested amendment to registration certificate NR-112-D-108-B to
add the spacers to the source rods.

Recommendations for continued use:

Insufficient information was provided to determine the adequacy for continued

use of these devices with the spacers. However, if Apgee indicates that the need

to stabilize the device is based on measurement data only rather than for the
integrity of the source, the spacers would likely be authorized for distribution and

use. d
if Apgee indicates that the spacers are required due to problems with the integrity

of the sources in vibration condiuons, this change wouild likely be authorized for
distribution and use. Hrwever, the continued use of devices not containing the
spacers would be in question.

Additional Questions:

Apgee should clearly indicate the reasons why spacers were added and indicate
if they were added due to a safety concem with the use of the sources in
vibration conditions.

Apgee should indicate the number of devices distributed with the spacers, the
locations to where they were distributed, and whether they were distributed to
both specific and gereral licensees.

Apgee should immediately provide sufficient information to demonstrate that the
use (and lack) of the spacers will not cause a health and safety risk. If vibration
was determined to be a concem with these devices, Apgee should provide any
limiting vibration conditions of use. if Apgee .3 not able to provide these
demonstrations, Apgee should provide ar action plan to remove these sources
from use.

Apgee should provide a description of any changes in the device design
necessary to accommodate the spacers.
NApgeeMicatuMRconﬂnuutodimmmwmmh spacers, it should
mmmmmmwnwwmmdwmmmatnmumﬁed as
not in conformance with the approved design.

Modify wording in registration certificate to reflect the use of 7 mm diameter sealed
sources.

TheSSSSwlﬂoomiduvaisedwmdingoMyaﬂuApgoehasprovidodoomm

mfomaﬁonforﬂ'\e7mm‘ourcu(mmpamtohm

1.) and the 7 mm sources are
: Pmpooedrevioodwordinghdieatumdande\dmmatmdimwmd

contained 7 mm diameter sources. Apgee should indicate if 6 mm diameter sources
were also distributed.
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.

4 include drawing of new size source

See issues 1 and 3 above

Modification of shutter from 180 degree operation 10 90 degree operation.

Findings:

Two LB 330 devices were distributed to Western Sugar Billings in Billings, MT

that were constructed to allow a 90 degree shutter operation rather than the
approved 180 degree rotation.

. Apgee did not indicate if Western Sugar Billings
specific or general license.

. Apgee indicated that the change was made to meet Swedish requirements.

. Apgumwmmdwwmwmwalmngswmbemodmedback

to 180 degree operation by January 31, 1997, to bring Western Sugar Billings
into conformance with the registration certificate.
Potential Safety Hazards:

. None if modification back to 180 degree shutter operation is done properly.
Potential Violations:
. Distribution of model LB 330 devices with a 90 degree shutter rotation is not in
conformance with | yistration _ertificate NR ° 112-D-109-B. This is in violation of
10 CFR 32.210(f)(1) and (2), License Condition 12 of Licen: 2 No. 37-21226-01,
License Condition 12 of License No. 37-286087-01, and, if Western Sugar Billings

received the devices under the general license, 10 CFR 32.51(a) and License
Condition 11 of License No. 37-21226-02G.
Required Amendments:

Distribution of model LB 330 devices with a 80 degree shutter rotation requires
prior safety evaluation (10 CFR 32.210 and 10 CFR 32.51), approval, and
amendment to registration certificatc NR-O1 12-D-108-B and License numbers

37.21226-01, 37-21226-02G, and 37-28697-01. No prior safety evaluation has

been performed, no approval has been granted, and no amendment has been
issued.

received the device under a

and BS! have not requested amendment to registration certificate NR-
0112-D-109-B for this change.

. Apgee and BS! have deferred amendment to the registration certificate to add
this option to EGAG Berthold in TN.
Recommendations for continued use:
. WestunSugarBl“ingsohoutdbodlowodtoooMimtouumdMoes
provided they are modified to be in conformance with registration certificate NR-

112-D-108-B.
Additional Questions:
. Apgeeshoddprovldeveﬁﬁcaﬁonmmedeviceshavebeenmodtﬁodtoawo
degree shutter operation.




Model: LB 300 IPDAL

Device Type:

Density/Level Measuring Device

Registration Certificate: NR-112-D-108-8
Licenses: 37-21226-01

37-

28697-01

37-21226-02G

issues ldentified:

1. Modifiad source insertion lengths and shielding diameters.

Findin

gs:
Registration certificate NR-1 12-D-108-B contains two approved designs for
model LB 300 IPDAL devices with fixed dimensions. Apgee indicates that these
designs are outdated and that the dimensions of the new designs are variable
between a specified range. Apgee indicated that a range of dimensions are
needed for various applications. :
Apgee did not clearly indicate if any other size devices were distributed other
than the two fixed dimension devices.
One of the fixed length devices listc * in the registration certificate is authorized to
be distributed to general licensees and the other is authorized to be distributed
only to specific licensees. Apgee did not indicate if devices that did not conform
to the approved designs were distributed to both general and specific licensees.
Apgee indicated that the new source models identified in the LB 7400 series
discussion were also distributed with these devices.

Apgee did rot discuss the potential health and safety implications of the use of

cevices (by both specific and general licensees) with dimensional ranges outside

those approved in the registration certificate.

The basic design of the new devices is similar to the design approved in the
registration certificate. However, numerous changes have been made that could
effect the use and safety of the devices.

Apgee indicated that the additional length (1 .8 mm) of the new source (as

deswbodinmeLBuOOudesdimsbn)isnotaconoeminMdevioesas

there is sufficient clearance and adjustability in these devices to allow for the
extra lengti

One of the designs indicates an automatic actuator. The use of automatic
amatonlsnowstoduanaumodzedopﬁoninmerogmﬁonwﬁﬁcate.

Potential Safety Hazards:

Insufficient information was provided to determine the potential health and safety
implications of the use by either specifically or generally licensed persons of
dovioumataronothaocordanwavdmmdesignsappmvodintherogistration
certificate. Of particular cor ary, is the external radiation levels around the
dovices,hpotonﬂaldooutopenomworkimwimonwundmm.md

the potential of the automatic actuator to damage of shear the shutter shaft
during use.

Potentiai Violations:

L

MMondmoddLesoolPDILdevioesmmdimensionalnnguotrmm
mmwmwmimmme.wimwurcemoddsoﬂwmm
inu'\emgmﬁonoemﬁcateormanatnomaﬁcacmatorismtmwwomame
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with registration certificate NR-01 12-D-108-B. This is in vioiation of 10 CFR
32.210(f)(1) and (2), 10 CFR 32.51(a), License Condition 12 of License No. 37-
21226-01, License Condition 11 of License No. 37-21226-02G and License
Condition 12 of License No. 37-28687-01.

. There is a potential for a large number of instances of violations with these
devices. Apgee seems to indicate that these changes have been in effect for a
number of years. A wide range of devices notin conformance with the

registration certificate may have been distributed to both specific and general
licensees.

Required amendments:

Distribution of mode! LB 300 IPD/L devices with dimensional ranges and sources
models other than those listed in registration certificate NR-0112-D-108-B or with
automatic actuators requires prior safety evaluation (10 CFR 32.210 and 10 CFR
32.51), approval, and amendment to the registration certificate and License
numbers 37-21226-01, 37-21226-02G, and 37-28687-01. No prior safety
evaluatiun has been performed, no approval has been granted, and no
amendment has been issued. .

. The changes identified indicate a complete redesign of these devices. This
would require a complete re-evaluation of these devices as if they were a new
product.

. Apgee and BSi have not requested amendment to registration certificate NR-
0112-D-108-B for this change.

and BS| have deferred this issue (including amendment to the registration
certificate) to EG&G Berthold in TN.
Recommendations for continued use:

. Users who received devices under the general license that are not in
conformance with the design in registration certificate NR-112-D-108-B should
immediately cease use of the devices until such time as Apgee or EG&G
Berthold in TN demonstrate that these devices can be safely us2d by persons
not having training in radiological protection, as required in 10 CFR 32.51.

. insufficient information was provided to determine the adequacy for continued
use of these devices by persons specifically licensed.

Additional Questions:

. should indicate if devices that were not in conformance with the approved
designs in the registration certificate were distributed to persons specifically and
generally licensed. In addition, Apgee should identify the names and locations of
cLstomers who received these modified devices.

. For modified devices that were distributed, Apgee should either provide sufficient

todemmtatemmemcanbesafdymdbyspociﬁcandlor
general licensees, or provide an action plan for removal of these devices from
use.

. if Apgee intends to defer resolution of this issue to EG&G Berthold in TN, Apgee

(of EG&G) shout | provide a commitment from EG&G indicating their action plan
for addressing this issue.

Include two new sources - Amersham (same as in LB 7400 series) and Bebig models.

See issue 1. above.
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Higher 1SO source classification

See issue 1. above.
Modify wording in registration certificate to reflect the two new sources

See issue 1. above.
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Mocel: LB AS

Device Type: Coal Fines Analyzer Gauge
istration Certificate: NR-112-D-1 10-B

Licenses: 37-21226-01

1.2
&3

37-28697-01
37-21226-02G

issues \dentified:

Drawing SK 623 on file with the NRC is not on file with the manufacturer, and
drawing 21241 000-SK is indicated to be only a preliminary sketch.

. Registration certificate NR-112-D-110-B contains two approved designs for
model LB AS devices. Apgee indicates that these designs were only preliminary
sketches and have been replaced with the drawings of the final product designs.
Apgeolndmdmatonlyminord\angesweremadebetwoonmeapproved
(preliminary) designs and the distributed (final) designs.

. Apgee indicated that all twenty-three devices distributed were in accordance with
the final product designs rather than the approved (preliminary) designs.

. The designs contaira in the re jistration certificate are authorized to be

dedgnaremlnorinnamreand:hou\dnotpouaheam\and safety risk to users
of the devices (by both specific and general licensees).
. One of the designs indicates an automatic actuator. The use of automatic
actuators is not listed as an authorized option in the registration certificate.
Potential Safety Hazards:
. Insufficient information was provided to determir.e the potential health and safety

of the automatic actuator to damage of shear the shutter shaft during use.
Potenual Violations:

. Distribution of model LB /'S device designs not in conformance with the designs
contained in registration certificate NR-0112-D-108-B is in vioiation of 10 CFR
32.210(f)(1) and (2), 10 CFR 32 51(a), License Condition 12 of License No. 37-
21226-01, License Condition 11 of Licanse No. 37-21226-02G and License
Condition 12 of License No. 37-28697-01.

. All devices distributed were not in accordance with the approved design. Every
diwibuﬂonofm«vioushou!dbeconﬂdared an instance of these
violations. The fact that no devices were ever distributed in accordance with the

designs, that the drawing numbers contained in the registration
cerificate and the background files were only sketches, that the manufacturer
was constructing the devices to @ completely different set of manufacturing
dnwingsmdspodﬁeuﬁm.andmmudidnotidenﬁfymatmedwim
were not being constructed in accordance with the drawings referenced in the
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registration certificates indicates a significant breakdown of Apgee's QA program
and a lack of knowledge and understand.ng by Apgee of the approved designs.
Required amendments:

. The designs of the model LB AS referenced in registration certificate NR-0112-D-
110-B do not reflect the design of any devices currently in use. The designs of
the devices currently in use must be evaluated in accordance with 10 CFR
32.210 and/or 10 CFR 32.51. In addition, registration certificate NR-0112-D-110-
B and License numbers 37-21226-01, 37-21226-02G, and 37-28697-01 must be
amended prior to any further distribution of these devices.

. Apgee and BSI have not requested amendment to registration certificate NR-
0112-D-110-B for this change.

. Apgee and BSI have deferred this issue (including amendrr nt to the registration
certificate) to EG&G Berthold in TN.

Recommendations for continued use:

. Users who received model LB AS devices under the general license should
immediately cease use of the device until such time as Apgee or EG&G Berthold
lnmdunmmwmumedevicucanbeufdyuudbypemonsnothaving
training in radiological protection, as required in 10 CFR 32.51.

. AwnoryrevbwofmenewdeslgmofmemodetLBASdovIceindicatesthat
they would likely be authorized for dietrihtion and use, with the exception of the
use of an automatic actuator.

. Persons whc posses devices under specific license (without automatic actuators)
should be allowed to continue to use the devices pending approval and issuance
of a registration certificate for the new designs.

. Users who posses devices with automatic actuators should cease use until this
option is demonstrated to be safe for use and is approved.

Additional Questiors:

. Apgee shouid identify which customers received these devices under the general
license 2nd those that received the devices with an automatic actuator.

. Apgee should either provide sufficient justification to demonstrate that the
devices can be safely used by specific and/or general licensees, or provide an

action plan for removal of these devices from use.

. If Apgee intends to defer resolution of this issue to EG&G Berthold in TN, EG&G
(through Apgee) should provide a commitment indicating their intention to resolve
this issue . nd an action plan for 2ddressing this issve.

2. Use of alternate source models AMC.D3, AMC.16, and AMC .17.

Findings:
. It is unclear if alternate source models AMC.D3, AMC.16, and AMC 17 were
distributed in model LB AS devices. This secms to be the implication.
Potential Safety Hazards:
. The information provided by Apgee indicates no immediate heaith and safety nsk
due to the use of source models AMC D3, AMC.16, or AMC.17 in a model LB AS
device

Potential Violations:
. Distribution of model LB AS devices containing model AMC D3, AMC.18, or
AMGC.17 sources is not in conformance with registration certificate NR-0112-D-
110-B. This is in violation of 10 CFR 32.210(f)(1) and (2), 10 CFR 32 51(a),
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License Condition 12 of License No. 37-21226-01, License Condition 11 of

I icense No. 37-21226-02G and License Condition 12 of License No. 37-28697-
01.

These source models are similar to the designs of the approved model P-2627-
100 and P-2642-100 sources. As indicated in the analysis of the model LB 379
device, the design of the AMC.16 is essentially identical to the model P-2642-100
source and would meet the design criteria of this model. The models AMC D3
and AMC .17 are also similar to this design, however, the model AMC.D3
(registered as the model CTC.D2) has a diameter of 15 mm rather than 10.8 mm.
Based on the similarity of designs of the sources to the approved sources, it is
recommended that distribution of devices containing these sources be not
considered in violation of any license conditions or regulations.

Required amendments:
. Distri

buﬂonofmoddLBAdelouoontainlngsowoemodolsAMC.Ds,
AMC.18, and AMC.17 requires safety evaluation in accordance with 10 CFR
32210 and 10 CFR 32.51, approval, and amendment to registration certificate
NR-0112-D-110-B and License numbers 37-21226-01, 37-21226-02G, and 37-
28697-01 prior to distribution and use.
Apgee and BSI have not requested amendment to registration certificate NR-
0112-D-110-B for this change.
Apgee and BS| have deferred this issue

(including amendment to the registration
certificate) to EG&G Berthold in TN.

Recommendations for continued use:

A cursory review of source models AMC.D3, AMC.16, and AMC.17 to be used in

model LB AS devices indicates that this would likely be authorized for distribution
and use.

Additional Questions:

These source models should be requested to be added to the registration

certificate at the same time as the certificate is revised to reflect the correct
device designs.




Model: LB 375

Device Type. Contiruous Sulphur Analyzer
Registration Certificate: NR-112-D-104-B
Licenses: 37-21226-01

37-28697-01
37-21226-02

issues ldentified:

1.-4 A number of changes were identified for these

10.

devices. However, Apgee indicates that it
changes. All changes have been made
included in any of the devices provided to Apgee

has not distributed any devices containing the
bymomanmcm'w.btnhavenotbeen

for distribution. Updates to the registration certificate 12 include these changes have
been deferred to EG&G Bertheld in TN. For this reason, these changes are not being
evaiuated in this report.

Typo in registration certificate
Certificate will be amended to correct the typo.

Drawing #15136.101-256mm replaces #15136.000-000.

msundoafwheu'\erthisisidenﬁfyingatypoinmecemﬁateorifmedrawinghasbeen
replaced with a new drawing. Apgee should explain clearly why this drawing has been
replaced and provide a copy of the new drawing.

Use Amersham design of the source capsule (X131-4) instead of #P2657-100.000.
Source specifications are identical. It is not necessary to add the new drawing and
capsule to the

sheet. However, for consistency, the SSSS will add the new drawing
number and capsule to the sheet when the other corrections are made.

Modify wording in registration certificate on the sealed sources to refiect the text in the
LB 7400 registration certificate

Ceitificate will be amended with updated wording if approvai of sources is granted for
the LB 7400 series device.

Use Amersham design of source capsule X2 (#3A1 1001) instead of the approved
drawing #P-2611-100 and modify wording in registration certificate to reflect the
suggested text for the LB 6600 registration certificate, to be consistent.
SuissuubenﬁﬁedinﬁwLBGGOOnﬂundoforﬂnmofmismroe.
Clarification that there is a Be window on the stainiess steel chamber.

should provide the design of the Be window for inclusion in the background file.
Wording to certificate will be updated to include the Be window.
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11

12

Device modified to no longer rotate.

should provide drawings that indicate the modifications necessary to keep the
device from rotating. This change likely has no effect on the safety of the device.

Titanium foil added to beryllium window.

Apgee should provide drawings that indicate the attachment of the titanium foil to the Be
window. mmr\iummuddodtoprotodmeomnndowduetodamagetom
beryllium window from the product. Apgee should indicate if the device and/or source

was adversely affected by this damage, and address the need to retrofit devices in the
field to add the titanium foil?
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 cdiammene e GEREEE T GO

Model: LB 6600

Device Type: Moisture Detector - Bunker Probe
Registration Certificate: NR-1 12-D-105-S
Licenses: 37-21226-01

37-28697-01

Issues ldentified:

1.

Use Amersham design of source capsule X2 (#3A11001) instead of the approved
drawing #P-2611-100 and modify wording in registration certificate to refiect the different

source model designation.

Findings:
. Amersham and Berthold drawings are essentially similar, except that the types of
welds are different (TIG vs. Argon arc welding).

. Apgee provided IO test data to demonstrate the classification of the source.

Potential Safety Hazards: :

. The information provided by Apgee indicates no immediate health and safety risk

duetoﬁ\ouuofmoddXchapsuleOinmodelLBBGOOdevices.
Potent.al Violations:

. DisﬁbuﬁonofmodolLBOBOOndeswimasourcemodelmatarenotin
conformance with the design listed in registration certificate NR-0112-D-105-S is
in violation of 10 CFR 32.210(f)(1) and (2), License Condition 12 of License No.
37.21226-01, and License Condition 12 of License No. 37-28697-01.

. The design of the X2 source capsule is essentially identical to the approved
model P-2611-100 source and would meet the design criteria of this model
except for the wald method. Both the P-2611-100 source and the X2 source
capsules are manufactured by Amersham. Based on this, it is recommended

that distribution of model LB 6600 devices containing model X2 source capsules
not be considered in violation of regulations or license conditions.
Required amendments:

. Distribution of model LB 6600 devices containing model X2 source capsules
requires prior safety evaluation (10 CFR 32.210), approval, and amendment to
registration certificate NR-O1 12-0-105-S and License numbers 37-21226-01 and
37.28697-07. No prior safety evaluation has been performed, no approval has
been granted, and no amendment has been issued.

. Apgee and BS| have requested amendment to registration certificate NR-0112-
D-1¢ 3-8 for this change.

. Apgee and BS| have not deferred resolution of this issue (including amendment
tomemiwaﬁonm)toEG&GMddinTN.

. Pending a fee issue resolution, the SSSS will evaluate Apgee's request for
amendment to the registre tion certificate to add the X2 source capsule.

Recommendations for continued use:

. Aamrymvbwofmoddxzmceapwletobeuudinmoddwaeoo
devices indicates that this would likely be authorized for distribution and use.

Additional Questions:

. None.




Potential distribution of devices with source activity greater than 100 mCi?

Findings:

. Apgee was previously requested to clarify if model LB 6600 Series devices were
distributed with activities greater than 100 mCi as this item implies. Apgee did
not provide this information.

Potential Safety Hazards:

. Increased activities can cause increased external radiation levels. This concern

is minimized since these devices are only authorized for use by persons
specifically licensed.
Potential Vioiations:

. Distribution of model LB 6600 devices with activities greater than 100 mCi is not

in conformance with the design listed in registration certificate NR-0112-D-105-S.
This is in violation of 10 CFR 32.210(f)

(1) and (2), License Condition 12 of
License Nn. 37-21226-01, and License Condition 12 of License No. 37-28687-01.
Required amendments:

. Distribution of mode! LB 6600 devices with activities greater than 100 mCi
requires prior safety evaluation (10 CFR 32.210), approval, and amendment to
registration certificate NR-01 12-D-105-S and License numbers 37-21226-01 and
37.28597-01. No prior safety evalua‘ion has been performed, no approval has
been granted, and no amendment has been issued.

and BSI have not requested amendment to registr
0112-D-105-8 for increased activities.

. Apgee and BS| have not deferred resolution of this issue (inciuding amendment

to the registration certificate) to EGA&G Berthold in TN.
RrRecommendations for continued use:

. Licensees possessing model LB 6600 Series devices with activities greater than

100 mCi should cease use of the devices until such time as they are evaluated
for greater activities.

Additional Questions:

Apgee should clarify if any model LB 6600 Series devices were distributed with
activities greater than 100 mCi and provide the customer lis* of these users.
. if Apgee wishes activities greater than 100 mCi be authorized for use in model

LB 6600 Series devices, Apgee should submit an application for amendment to
the registration certificate for this change.

ation certificate NR-

New drawings for source holder - larger hole for mounting.

it is unclear where this change has been made. Apgee should clearty identify which

parts were affected by this change and the drawing numbers of the parts. It is likely that
hd\nnoowwldnotuuuahoalthmd safety concermn.

Adwminaﬂonofpow\ﬁllviohﬁommdmneodtoamdme registration certificate
wulbommM\onApguprov&dumaboveidonﬁﬂcaﬁon.

New stainless stee! nameplate.

The SSSS will update the registration certificate to reflect the material change.
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Mode! LB BW

Device Type: Basis Weight Gauge
Registration Certificate: NR-112-D-112-B
Licenses: 37-21226-01

37-28697-01

37-21226-02G

Issues ldentified:

1.

Add capsule numbers to the registration certificate.

For clarity purposes, the registration certificate lists the registered model numbers of the
sources. Capsule numbers are not included unless the registered source model is the
capsule number. Certificate will not be chenged.

Typo on certificate: Kr-80 to Kr-85.

Certificate will be corrected to reflect the correct isotope.

New piston used for the automatic actuato".

Apoooohoddpro%doﬂnmpﬂonid«ﬂﬁcaﬁondataorpmv‘dohegunﬁc

of the piston to allow for the determination of equivalency and to update
the information in the background file. If the piston is determined to be equivalent to the
previouspiston.Risrooommondedmauhbnotbeconsiderodinviotaﬁonofmgmaﬁom

or license conditions.
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ATTACHMENT 5
May 08, 19¢7
EA 96-246

Mr. G.M. (Bud) Smith, President
Apgee Corporation and Berthold Systems, Inc.
Hopewell Business and Industrial Park

103 Corporation Drive

Aliquippa, Pennsylvania 15001-4863

Dear Mr. Smith:

This letter is in reference to the predecisional enforcement conference with you,
members of your staff, and employees of EG&G Berthold, US Operations, on April 24,
1987, and to the follow-up telephone conve'sation between you and Mr. Francis M.
Costello of my staff on May 1, 1997.

At the conference, you provided specific information as to the corrective actions taken
or planned to address the NRC’s concerns as stated in the NRC’s letter to you, dated
April 2, 1997, and in response to the apparent violations listed in inspection Report
Nos. 030-20043/96-001, 030-21228/96-001, and 030-32518/96-001 forwarded
with NRC's letter dated August 2, 1996. Specifically, you indicated, in part, that you
had completed corrective actions for the cne LB 7400 device with the pneumatic
actuator by removing the acfuator and replacing the shield. in addition, you agreed to
provide the NRC, within 30 days of the date of the conference, the information on
those gauges where NRC analysis had determined that tihe information was
insufficient. Our April 2, 1997 letter to you enclosed a March 10, 1997 NRC
memorandum that described the additional information we need regarding these
gauges.

Based on these conversations, we understand that you agree to the commitments
identified below. The NRC has determin. . that public health and safety requi. that
the commitments be confirmed by a Confirmatory Order Modifying License (Order).
Therefore, we intend to incorporate these commitments into an Order following your
written consent to them. Further, following review of the add:tional information that
you agreed to provide us, the conditions of the Crder may need to be modified, in
which case the NRC will contact you prior to issuance of a Modified Confirmatory
Order.

A. With respect to the LB 7400 devices with alternative sources, within seven
months of the date of the Order, Apgee shgll perform one of the following:

P Submit a request, by May 31, 1997, for amendment of the device
registration sheet to allow for the longer source capsules, receive
approval from the NRC by obtaining an amended registration, and, once
NRC approval is obtained, complete the replacement of the source
holders in the devices to conform to the amended registration;

RETUSM D0 :
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G.M. (Bud) Smith 2
Apgee Corp. and Berthold

Systems, Inc.
B Recall the devices; or
- Bring the devices into compliance with the current device registration
sheet.

B. With respect to the LB 7400 devices with carbon steel transport bolts, Apgee

shall:

P By May 31, 1997, complete the distribution of the remaining galvanized
replacement bolts for the device; and

2. Within seven months of the date of this Order, obtain confirmation (e g.,

written, telephone, visual verification, etc.) that all possessors/users of
the gauges have replaced non-galvanized bolts with the
supplied/authorized replacement bolts as instructed.

c. With raspect to the LB 300 IPD/L devices with modified source housing lengths,
shield diameters and other changes previously identified by Apgee, within two
months of the date of this Order, Apgee shall:

1. Complete a field inspection of all generally licensed gauges; and

5 Notify the NRC immediately of any identified deviations from the device
registration sheet

D. With respect to the LB 300 IPD/L devices with new Amersham or Bebig

sources, within seven months of the date of the Order, Apgee shall perform one
of the following:

A Submit a request, by May 31, 1997, for amendment of the device
registration sheet for the new sources and any other changes to the
device that ! ave been identified as r~t being in accordan~e with the
registration certificate, and receive approval from the NRC by obtaining
an amended registration;

r Recall the devices; or
3. Bring the devices into compliance with the current device registration
sheet.

E. With respect to the LB AS devices, Apgee shall either:

A Within two months of the date of the Order, recall the devices; or
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Apgee Corp. and Berthold
Systems, Inc.

- Within 30 days of the date of the Order, provide the NRC with technical
justification as to the safety of the devices and as to why they should
remain in the public domain. If the NRC determines that the technical
justification is inadequate, Apgee shall recall ali devices within 15 days
of the NRC's notification or within two months of the date of the Order,
whichever is longer.

F. With respect to the LB 330 Belt Scale devices with increased diameter of the
source capsule and spacers in the source rod, within seven months of the date
of the Order, Apgee shall perform one of the following:

¥ Submit a request, by May 31, 1897, for amendment of the device
registration sheet for the 7mm diameter source and spacers and other
changes to the devices, and receive approval from the NRC by obtaining
an amended registration;

2 Recall the devices; or
3. Bring the devices into compliance with the current device registration
sheet.
G. Apgee shall provide, in writing, the following information to the Director,

Division of Nuclear Materials Safety, NRC Region |, 475 Allendale Road, King of
Prussia, Pennsylvania, 18406:

Within 30 days of the date of the Order, the schedule for performance of
the required quarterly audits. The NRC shall be notified at least 30 days
in advance of any change of the scheduled audit dates.

- 1 Within 30 days after the completion of each audit, for a period of one
year from the date of the Order, a report describing the results of the
quarterly audits. In cases where the audit identifies deficiencies in which
devices do not comply with the certificate of registration, the report shall
include a description of corrective actiori planned to ensure that
commitments or requirements are met, a schedule for completion of the
corrective action, and a basis as to why the NRC should not take further
enforcement action for the continued failure to comply with NRC

requirements.
3. Monthly status reports that wiclude the status of all actions required by
this Order.
H. If, for any reason, a date specified in the above conditions cannot be met,

Apgee shall contact, in writing, Mr. A. Randolph Blough, Director, Division of
Nuclear Materials Safety, at the address in Provision G abuve.



G.M. (Bud) Smith
Apgee Corp. and Berthold
Systems, Inc.

If you colisent to issuance of the Order confirming the above commitments, you are
waiving your right to request a hearing on ail or any part of the Order. In addition, you
must sign the Hearing Waiver (enclosed) indicating that you agree to such
commitments and are consenting to the issuance of *he Confirmatory Order. Please
return the signed Hearing Waiver within ten business days from the date of this letter
to Mr. James Lieberman, Director, Office of Enforcement, U.S. Nuclear Regulatury
Commission, One White Flint North, 115655 Rockville Pike, Rockville, MD 20852-
2738. In addition, please provide a copy of your written consent to Mr. A, Randolph
Blough, Director, Division of Nuclear Materials Safety, NRC Region |, 475 Aliendale
Road, King of Prussia, Pennsylvania 19406. After receiving your written consent, the
NRC will issue the aforementioned Order.

Questions concerning this letter should be addressed to Mr. Blough at (610) 337-

5281.

In accordance with 10 CFR 2.790 of the NRC’'s "Rules of Practice,” a copy of this
letter will be placed in the NRC Public Docum :nt Room.

Docket Nos. 030-20043
030-21228
030-32518

License Nos. 37-21226-01

37-21226-02G
37-28697-01

Enclosure: As stated
cc w/encl:

Commonwealth of Pennsylvania
State of Tennessee

Sincerely,

Original Signed by:
W.L. Axelson

Hubert J. Miller
Regional Administrator
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HEARING WAIVER

Apgee Corporation and Berthold Systems, Inc. (Apgee/BSI), hereby agrees to comply
with the commitments described in the NRC's letter dated May 08, 1997, and agrees
to the incorporation of these commitments into a Confirmatory Order Modifying
License that will be effective upon issuance. | recognize that by signing below,
Apgee/BSI consents to the issuance of a Confirmatory Order Modifying License with
the commitments described on Pages 1 through 3 of the NRC’s letter dated May 08,
1997, and, by doing so, pursuant to 10 CFR 2.202(d), Apgee/BS| waives the right to
request a hearing on all or any part of the Order.

G.M. (Bud) Smith, President Date
Apgee Corporation and Berthold Systems, Inc.
Aliquippa, Pennsylvania
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ATTACHMENT 6
APGEE CORPORATION

Hopewelil Musiness Perk * 103 Corporate Drive ¢ Aliguippa. PR 18001 * Tel. '412) 373-3900, fax. 1926

Mr. Hubert J. Miller

Regional Administrater

U.S. Nuclear Regulatery Commission
Region I

475 Allendale Road

King of Prussia, PA 19406-1415

Dear Mr. Miller,

I refer to your letter of May 8, 1997. We wish to provide the NRC
with two pieces of information.

PARAGRAPH G: Quarterly Audits.

Please be adviged that Apgee is scheduling its next guarterly
audit on or after June 18th but before June 27th, 1987, this
audit to take place at the EG&G Berthold facility in Wildbad,
Germany. Our Charles Ferrin will conduct the audit. If a more
specific date is required, pleace let me or Mr. Ferrin know.

/A understand this wording agreed to
adley Fewell.

HEARING WAIVER is attached,
by your regional counsel,

BERTHOLD SYSTEMS, INC.
APGEE CORPORATION

G.M. (Bud) 8mith, Jr.
President

Attachment: Hearing Waiver

¢c: Mary Dedola
Charlie Ferrin
Mike Fox
At EG&G: Gus Norton
Neil Sullivan

WO G2-26 )
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HEARING WAIVER

Apgee Corporation and Berthold Systems. Inc (Apgee/BS!, hereby agrees to comply with the
commitments as described paragraphs "A” through “H™ on pages 1 through 3 of the NRC's letter dated
May 8, 1997 (the "“Commitments”), a copy of which is attached and agrees to the incorporation of the
Commitments into a Confirmatory Order Modifying License that will be effective upon isguance |
recognize that by signing beiow, Apgee/BS| consents to the issuance of a Confirmatory Order Modifying
License with the Commitments and. by doing s0. pursuant to 10 CFR 2.202(d). Apgee/BS| waives the
right to request a hearing on all or any part of the Order.

The Commitmer.:s are being undertaken voluntarily This agreement to waive hearing and accept and
comply with Confirmatory Order is not an adrission or statement against interest of any king, or @ waiver
or estoppe! with respect to any defense (except the waiver of a hearing with respect to en order adopting
the entry of the Commitments). Apgee/BS| does not adopt and wil not be bound by any statements,
findings, histoncal sumii.ary or similar provisions that also may be included or incorporated in the
Confirmatory Order, other than the Corpfiiments

2o 5//5/’/’ r
/

G M. (bug) Smith, Presdent Date
Apgee Comporation and Barthold Sysiems, In¢
Aliquippa. Pennsyivania

CC: Mary Dedola
Charlie Ferrin
Mike Fox
Neil Sulivan

TOTAL P.E3

e R L o R e e o ol ) L e 1 NI G St o o T



MEY=-19-1997 15:23 FROM BS1  412-378-1466 0 (EIBITEID P83

ot | 8O

HEARING WAIVER

Apgee Corpuration and Berthold Systen s, Inc (Apgee/BSI). hereby agrees to comply with the
commitments as described paragraphs A" through “H” on pages 1 through 3 of the NRC's letter dated
May 8. 1997 (the “Commitments”). 8 copy of which 1§ attached and agrees to the incorporation of the
Commitments into @ Confirmatory Order Modifying License that will be effective upon issuance |
recognize that by signing beiow, Apgee/BSI consents to the issuance of 8 Confirmatory Order Modifying
License with the Commdments and_ by doing 0. pursuant to 10 CFR 2.202(d). Apgee/BS| waives the
right to reguest a hearing on all or any part of the Order.

The Commitments are being undertaken voluntarily This agreement to waive hearing and accept and
comply with Confirmatory Order is not an admission or statement against interest of any kind, or @ waiver
or estoppel with respect to any defense (except the waiver ¢f @ hearing with respect to en order adopling
the entry of the Commitments). Apgee/BS! does not adopt and will not be bound by any statements,
findings, histoncal sumii.ary or similar provisions that also may be included or incorporated in tha
Confirmatory Order, other than the Corpfitments

R v sl 5/, 2/97
(Buwd) Smith, President Date /7 7 /

Apgee Corporation and Berthold Systems, Inc
Aliquippa. Pennsylvania

CC: Mary Dedola
Charlie Fernn
Mike Fox
Neil Sullivan

TOTAL P.O2
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BSI LOG NO. , OPERATOR
SEND TO TELEFAX WO. (/] 337 f&é5

PAGE NUMBER / OF 3§

BSI/ INSTRUMENTS

Proccss Contxol Ingtrumentie

Hopewel! Buminece Jark
101 Corporaticon Drive
Aliguipge, PA 15001+4062
Telephone: (4i2) 37€-1%060
Telefax: (€12) 378+332%

May 18, 1987

To: HUBERT J. MILLER
REGIONAL ADMINSTRATOR
NRC REGION I

The attached letter i, transmitted, and will also be delivered by
mail.

Sincerely yours,

//

G.M. Smith, Jr.
APGEE CORPORATION



ATTACHMENT 7

: Apgee Corporation

| Hopewell Business & Industnial Park « 103 Corporation Drive « Aliquippa. Pennsylvania 15001 « Telephone: (412) 378-7877 « Fax: (412) 378-1926

May 23, 1987

Mr. Hubert J Miller

Regional Administrator

United States

Nuclear Regulatory Commiscion
Region |

475 Aliendale Road

King of Prussia, PA 19406

Dear Mr. Miller

This letter is in response to the order sent to my attention dated May 8. 1997 As per the order the

following lists the items chosen to complete the safety evaluation and the continued use of these devices

in the field

A With res; :ctto the LB 7400 devices with alte na e sources

1. Please see ATTACHMENT #1 , the amendment for the addition of source model #2623-800 (VZ-
1508/2) Cs-137 source mode! #2623-700 (VZ-1486/3) Co-60 and the addition of revised source
holder gesign to provide sufficient clearance for the VZ-1508/2 and VZ-1486/3 sources in Registration
#NR-0112-D-102-B

B. With respect to the LB 7400 devices with carbon steel transport bolts, Apgee shall

1. By May 31, 1897, complete the distribution of the remaining galvanized replacement bolts for the
device.

Distribution of the galvanized bolts was completed on May 26, 1997

2. Confirmation of the replacement of these bolts by our customers, will be completed within 7 months of
the date of this order

C. With respect to tne LB 300 IPD/L devices with modified source housing lengths, shield diaineters and
othe. changes previously identified by Apgee, within two months of the date of this Order, Apgee shall.

1. Complete a field inspection of all generally licensed gauges
The scheduling of this visitations are in progress
2. Notify the NRC immediately of any identified deviations from the device registration sheet

Please see ATTACHMENT #2 of this letter  This listing shows the diameters of the shields that are out
in the field. Where the listing refers to transport shield, the sources only were replaced

Please see ATTACHMENT #3 for a complete amendment to the registration certificate for these
devices Piease note that these shields are being sent for prototype testing The test results will be
submitted to the NRC upon completion

1 May 30 1997

YLLL0190 . B




Apgee Corporation

Hopewell Business & Industrial Park « 103 Corporation Drive » Aliquippa, Pennsylvania 15001 + Telephone: (412) 378-7877 » Fax  (412) 378-1926

D With respect to the LB 300 IPD/L devices with new Amersham or Bebig sources, within seven months

of the date of the order, Apgee shall perform one of the following

Submit a request, by May 31, 1997, for the amendment of the device registration sheet for the new
sources and any other changes to the device that have been identified as not being in accordance with
the registration certificate, and receive approval from the NRC by obtaining an amended registration,

Please see ATTACHMENT #3 for a complete amendment to the registration certificate for these
devices. Please note that these shields are being sent for prototype testing. The test resuits will be
submitted to the NRC upon completion

With respect to the LB AS devices, Apgee shall either

Within 30 days of the date of the Order, (not yet received) provide the NRC with Technical justification
as to the safety of the devices and as to why they should remain in the public domain

Please see ATTACHMENT #4 for a complete amendment to the registration certificate to all the new
design of the LB AS devices Please not that ATTACHMENT #5 show the shutter and temperature test
results for these devices The complete prototype testing package will be sent upon completion by the
independent testing laboratory conducting the tests

With respect to the LB 330 belt scale devices with increased diameter of the source capsule and
spacers in the source rod, within seven months of the date of the Crder, Apgee shall perform on the of

the following

. Submit a request, by May 31, 1997, for the amendment of the device registration sheet for the 7mm
diameter source and spacers and other changes tc the devices, and receive approval from the NRC by
obtaining an amended registration

Please see ATTACHMENT #6 for a complete amendment to the registration certificate aading the 7
mm source capsules and spacers to this device

Apgee shall provide, in writing the following information to the Director, Division of Nuclear Materials
Safety, NRC Region |, 475 Allendaie Road, King of Prussia, Pennsylvania, 19406

Within 30 days of the date of the Order, the schedule for performance of the required quarterly audits
The NRC shall be notified at least 30 days in advance of any change of the scheduled audit dates

Please see ATTACHMENT #7, for the letter sent to Mr. A Randolph Blough, Director, listing the
scheduled dates for thenext four quarterly audits September. December and March dates are
tentative, and will be confirmed in the monthly reports to foliow

. Within 30 days after these audits a complete report describing the audit results will be submitted to the
NRC. All details subject to condition G 2. of the order will be specified

3 By the 15th of each month a status report of all actions will be sent to the NRC.
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Hopewell Business & Industrial Park + 103 Corporation Drive + Aliquippa, Pennsylvania 15001  Telephone: (412) 378-7877  Fax. (412) 37-1926

H If for any reason the dates listed above cannot be met, Apgee will contact, Mr. A Randolph Blough
Director, Division of Nuclear Materials Safety, Region i  in writing

If there are any questions. please contact me or Mary Dedola

Sincerely,

e ; ’/
G.M (Bud) Smith, Jr
President
Apgee Corporation/
Berthold Systems, inc

Attachments.

. Amendment to LB 7400 series registration #NR-0112-D-102-B
List of LB 300 IPD/L Customers with shielding diameters

. Amendment to LB 300 IPD/L registration #NR-0112-D-108-B
Amendment to LB AS registration #NR-0112-D-110-B
LB AS shutter and temperature test results
Amendment to LB 330 registration #NR-0112-D-109-B
Letter to Randolph Blough with tentative audit schedule

NOOMA WN -

cc' Doug Broaddus
Mary Cedoia
Charles Fernin
Gus Norton

Mike Fox
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Hopewel! Business & Industrial Park + 103 Corporation Drive « Aliquippa, Pennsylvania 15001 « Telephone (412) 378-7877 « Fax (412) 378-10.

December 20, 1996

Mr. Charies Hehl, Director

Division of Nuclear Materials Safety
US Nuclear Regulatory Commission
Region |

475 Allendale Road

King of Prussia, PA 19406-1415

Subject: Response to Confirmatory Action Letter dated June 19, 1996 and
Supplement to Confirmatory Action Letter dated July 22, 1996.
Re-Submittal of the October 15, 1996 letter sent to the NRC
Dear Mr. Hehl:
As per the request of the Confirmatory Action Letter dated June 19, 1996, a
comprehensive audit was performed on all registrations, including source housings and
sources containing byproduct material, manufactured by Labortorium Prof Dr. Berthold
GmbH & Co. KG (referred to as Labe) and distributed in the United States, by APGEE
Corporation and Berthold Systems, Inc. (refcrred to as BSI).
The following three registrations were reported on August 12, 1996, November 27,
1996 and December 4, 1996. Unless commented on otherwise in this report please
refer to the above referenced ietters for our response for these devices:
1. LB 7400 Senes - NRC Registration #NR-112-D-102-B
2. LB 300 ML or MLT - NRC Registration #NR-112-D-111-S
3. LB300Land LP - NRC Registration #NR-112-D-106-B

This report provides a comprehensive report on the remaining devices and all cpen
issues from the above letters

Secion . LB 379 - NRC Registration #NR-112-D-101-B

1

Gao366222 270 b b o
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Section . LB 300 IRL - NRC Registration #NR-112-D-107-S

Section Ill: LB 330 NRC Registration #NR-112-D-109-B

Section IV: LB IPD/L

NRC Registration #NR-112-D-108-B
SectionV: LBAS

NRC Registration #NR-112-D-110-B

Section VI: LB 375 NRC Registration #NR-112-D-104-B

Section VII: LB 6600

NRC Registration #NR-112-D-105-S
Section VIll: LB BW

NRC Registration #NR-112-D-112-B
The audit as conducted by the appropriate staff of Labe and EG&G, included:

1. A review of the current design. including engineering drawing(s) for each
mode! of each device currently being distributed, and of drawings supplied
from the NRC files were also reviewed;

2. A comparison of every device distributed (including devices distributed from

Germany) with the design approved in the applicable SSD Certificate of
Registration;

3. Identification of any potential deviation between the actual device distributed
and the statement and representations contained in the applicable SSD
Certificate of Registration, and identification of items appropriate for

clarification,

4  Evaluation of the safety significance of each potential deviation;
5. Proposed corrective action.

Where indicated, shipments are being withheld pending resolution of issues identified.
Otherwise, devices continue to be distributed in response to customer requirements



Apgee Corporation

. Hopewell Business & Industnal Park « 103 Corporauon Dnive « Aliquippa, Pennsylvarua 15001 » Telephone  (412) 378-7877 « Fax

SECTION I: LB 379
Engineering Change Orders (ECO)
1. Difference Identified: ECO # 9504002 dated 4-6-85

a. Change made: Flanges that hold the device in the product line are welded on two
sides instead of one.

b. Reason for ~hange: APGEE has been made aware that four devices with single
welds experienced flange weld cracks under conditions of
severe vibration. See letter from EG&G Berthold.
(ATTACHMENT #1)

c. Issue: Change in weld specifications is not on file with the NRC
d. Safety significance: None. See attached letter. (ATTACHMENT #1)

e. Action’ Please see ATTACHMENT #1 for the actions taken by EG&G for
correction of this problem. ATTACHMENT #2 is a copy of the drawing
of the two weld for the LB 379 shield.

Please see ATTACHMENT #3 for a copy of the fax sent to each
customer for evaluation of the unite distributed in the US.  This fax has
been distributed with a response Jate of December 31, 1996. if a
problem is reported, the device will be replaced with a double welded
flange device.

A copy of the customer listing was given in ATTACHMENT #2 of the
December 4, 1996 letter.

f Distribution status' Shipments of all LB 379 devices have been stopped pending
issue resolution.

2 Clarification: The Am-241 point source can go up to 300 MCI. Our registration has
the maximum activity of 100. Also. the 100 MCI source drawing on
file is different from the 30 MCI and 300 MCI sources



Apgee Corporation

does not reque
tration "er"*ac
Please note that APGEE Corporation has not distributed sources
higher than the 100 mCi limit in the registration certificate. Also, all 30
mCi sources distributed by APGEE have been returned, therefore the
only sources in the field are

X91 - 100 MCI- AMC .16

Please note that the P-2642-100 drawing listed int the registration
certificate shows the X91 capsule. No change was rmade to the
source. Please see ATTACHMENT # 4 and #5

For consistency uf the registrations, EG&G would like the Am-241

source listed as above in the registration ceruficate

3. Clarification. Page 4 of 9 paragraph 8 , ISO ciassification has changed
C64644

These sources have a higher ISO Classification. The Higher

%
Classification was given to the sources w t'm the source hoider
- ¢ 0
\

The sources ther selves were not tested alone for this classification
The construction of the sources were not changed. The testing for the
higher 1SO classification was perfonved with the source within the
device. The source, itself was not tested

bend th ¢ Ao , SV P e s ranctr taad nf 4 - s - ¢~
oted that gevice nousing 1s construcied Or stainiess siee

)

SECTION li: LE 300 IRL

Drawings on file with the NRC
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Q
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9 & €

C

classification as |

ouid be corrected using the LB 3
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nunbers, also. The Co-80 sources were not changed, only tested for
the higher ISO Classification. The Cs-137 sources are shown in
ATTACHMENT #6

2. Clarification: Paragraphs 5 and 6 of Page 3 of 7. Source lengths can go up to 130
cm. Drawing #21257.000-000 on file with the NRC, shows lengths of
the sources as 1500 mm (150 cm) but the text says lengths go from a
few cm to 100 cm. Please add the 1500mm length to the registration
certificate.

3. Clarification: On Page 5 of 7 paragraph 2 - ISO Classification has changed as
those in the LB 300 L registration.

4. Ciarfication . Added ANSI flanges to shield for use in the US market
(300 Ib/square inch.)
Drawing number changed due to flange change
New Dwg # 21288 200 and 300. Two flanges added 3" and 4" flange.
(Type 80) Please see ATTACHMENT #7 and #8

5. Clarification: Source Encapsulation material was cnanged to a higher grade of
stainless steel due to the higher 1SO Classification sources used.
This change is fo- the Cs-137 rod sources, piease see ATTACHMENT
#6 The Co-680 } *d sources were not changed but re-tested for the
higher ISO Classification

Note This is the same standardization change on rod sources that was
listed in the LB 300 L registration review in the August 12th
letter

SECTION I11: LB 330

_A general set of drawings for this device are included in ATTACHMENT #9

1. ECO #140887 dated 8-24-87

a. Difference identified Diameter of source encapsulation was changed to the same
as the LB 300 L series (7mm instead of 6mm) for the Co-60
and Cs-137 Rod sources. Please see ATTACHMENTS #1

and #11 for the drawings of these sources

b. Reason for change Standardization of rod sources within Labe
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c. Issue: Registration states diameter of the source encapsulation to be 6mm

d Safety Significance: Safety improvement due to higher ISO Classification for
sources used in these devices

e. Action: This is the same change to a higher 1SO classification that was submitted
in the August 15, 1996 letter. Please add the revised drawings in
ATTACHMENTS #10 and #11 to the registration certificate

f. Distribution status: Shipments have not been stopped.
2. ECO#9111015 dated 11/14/91

a. Di*=rences identified: formalizzd additi~~ of plastic spacers on the body of the
source capsule

b. Reason for change' The spacers stabilize the measunng path under vibration
conditions

c. Issue These spacers are not shown on the drawings presently on file with the NRC

d. Safety Significance: None noted, activities of the sources within shields have not
changed

e Action: Piease add the new drawings as shown in ATTACHMENT #10 and #11 to
the registration certificate

Differences identified are as submitted in 3.4 &5 below. NO ECO are available to
identify differences in the wording

3. Llarification: Page 3 of 10, Paragraph 2 |, should =2 modified to delete the phrase
“‘except for small diameter” . The rod sources are the same as in the
LB 300 L. Piease use the following wording:

“The cobalt-60 rod sources consist of irradiated cobalt-nickel wire
wrapped around an rod-shaped core and enclosed within a stainless
steel capsule. Capsules measure approximately 7 min in diameter and
can range from 10 to 170 centimeters in length. Each capsule has a
minimum wall thickness of 1 mm and is sealed by argon gas arc
welding

The cesium-137 rod sources contain cesium-137 in the form of cesium

8
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glass or ceramic beads within welded. stainless steel capsules. These
capsules are additional enclosed within the outer stainless steel
capsule. Spacers may be used to distribute the inner capsules
throughout the length of the source. Sources measure approximately 7
mm in diameter, range in length from 10 to 170 centimeter, have a
minimurn wall thickness of 1 mm and are sealed by argon gas arc
welding.”

4 Difference: Drawing #201 is a schematic showing principles and #202 shows the
dimensions of the source. Drawing P2651-202 must be updated
because it shows the wrong diameter (6mm instead of 7). Current
version not on file with NRC.

Please see ATTACHMENT #11 fcr these drawings

5. Difference: Labe has modified the shutter mechanism from 180 degrees to a 90
degree shutter rotation because 90 degree shutter rotation is mandatory
for production of this shield for the Swedish autheorities, so Labe must
standardize on one type. The 90 degree rotation give a smaller angle of
exposure when turning the mechanism on or off.

There are two devices with the 90 degree rotational shutter that were distributed in the
US. These devices will be modified by APGEE to the 180 degree shutter rotation, as
per the request of EG&G. The customer is

Western Sugar Billings

3020 State Ave

Billings. MT 59107

Two Cs-137 Rod sources serial #84-1-86 and 86-1-96.

APGEE will complete the modification by January 31, 1997

APGEE will not distribute these devices until they are registered with the State of
Tennessee, therefore no request for registration amendment for the 90 degree
rotational shutter i1s necessary

Section IV: LB 300 IPD/L

1. ENGINEERING CHANGE ORDERS

NO ENGINEERING CHANGE ORDERS ARE AVAILABLE FOR DRAWINGS
CURRENTLY ON FILE WITH THE NRC

~!
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The drawings on file with the NRC show olid types of shields with fixed dimensicns for
the insertion of the source. Various lengths are needed for application purposes. In
order to standardized Labe made new drawings that show a range of shielding length
The design of the shields was standardize and 10 insertion lengths were defined -
320mm to 680mm. At the same time the diameter for the shieldings were standardized
to, 75mm, 100mm 125mm and 200mm. The NRC drawings show diameters of 100 and
130mm. Please see ATTACHMENT #12 for a copy of the current drawings for these
devices.

The shutter operation was standardized to that shown in Drawings #21224.000-000
With this design the source is pulled away from the opening and not pushed away. The
guiding tube for the push rod is used for the ease of manufacture, it makes it easier to
get the source into the shieid for the source manufacturing department.

APGEE does not request the addition of these drawings to the registration certificate.
These drawings will be added by EG&G with the State of Tennessee.

2 Ciarification. The P-2623-100 drawing must be replaced with the Amersham
drawings as in the LB 7400 series registration update. Using the
Amersham drawing numbers. Please see ATTACHMENT #13 for a
copy of the Amersham drawings. The Bebig point sources are also
used as a standard for point sources in Labe. Please see
ATTACHMENT #14 for the source drawings and registrations
certificates

APGEE does not request the addition of these drawings to the registration certificate
These drawings will be added by EG&G with the State of Tennessee

3 Clarification The sources have a tetter ISO Classificat.on. Please see the LB 7400
series devices Please see ATTACHMENTS #13 and #14.

4 Clarification: Page 3 of 10 paragraph 3. the source description must be updated to
the new sources as submitted for the LB 7400 series devices in the
August 15, 1996 letter and shown in ATTACHMENTS #13 and #14

Safety significance of the at.ove: All shieldings are adjusted by the manufacturer for
best performance. The push rod which holds the
source is adjusted at the operating side to the
maximum activity in the open position. The
adjustment range is +or-10 mm so that the a
source which is 1 8mm longer is easily adjusted for

8
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Therefore, there are no saiety concerns or effects and the Bebig sources are
interchangeable with the Amersham Buchler sources

APGEE has distributed one of the longer Amersham point sources . Drawing #1508/2 in
the US in a LB 300 IPD/L. This device was distributed to.

American Xyrofin Co.
RT 84 & 3 Mile Road
Thomson, IL

RSO: Jerry Gravert
Phone: 815-259-3311

S/N: 2974-11-95

Three of the Bebig sources were distributed by 4/ “E in these gauges to.
FMC

Westvaco Road

Green River, WY 82955

RSO Gary Bayles
Phone: 307-875-2580

S/N. 2977-11-85,2980-11-95 and 2983-11-95 Cs-137 30 mCi sources.

Distribution status. Shipments stopped

These sources will be added by EG&G to the registration certificates through
Tennessee. APGEe does not request addition of these sources to the present
registration.




Apgee Corporation

Hopewell Business & Industrial Park « 103 Comorauon Drive ¢ chiuxppa. Pennsylvarua 15001 « Telephone: (412) 378-7877 « Fax: (412) 378.192¢

Section V: LB AS
ENGINEERING CHANGE ORDERS:

NO ENGINEERING CHANGE ORDERS ARE AVAILABLE FOR DRAWINGS
CURRENTLY ON FILE WITH THE NRC.

1. The drawing provided APGEE by the NRC - SK 623- is not on file with Labe.

2. Drawing #21241.000-SK, on file with the NRC is a preliminary sketch (indicated by
SK for German “Skizze"=sketch) of the device finalized in Drawing #21360.000-000
This drawing is shown in ATTACHMENT #15

Comparing the drawing in the NRC registration the current #21360.000-000 shows
that the shutter as well as the mounting bracket are the same. The collimator is
wider and the lid of the radiation window is stronger as shown in Drawing
#21360.000-000.

ATTACHMENT #15 includes the drawing #21241 000-000. a device with this
drawing number was also shipped.

Please see ATTACHMENT #16 for a list of custormer sites and a break-down of
devices shipped for the LB AS devices

2. The sources used are those used in the In-Line Density but the ISO Classification i1s
lower because the sources with higher ISO Classification were tested inside the In-
line device:

X11 - 30 MCI- AMC. D2 (ATTACHMENT #17)
X91 - 100 MCI- AMC .16 (ATTACHMENT #4)
X92 - 300 MCI-AMC .17 (ATTACHMENT #18)

3. Drawings on file with NRC are obsolete. Actual drawing is 21360.000-000. This is
what has been shipped. The drawing number that is on file is Drawing
# 21226.000-000. The only way we can get this drawing made is for spare parts -
replacement. They would like this device be registered as being shipped in
# 21360.000-000. Please see ATTACHMENT #15 for a copy of the new drawings.

Safety significance of the above None, these devices have been in the field in

Europe and the US for the passed 10 years with
no problems noted

10
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Distribution status. Shipments stopped pending issue resolution

APGEE does not request addition of the devices to the registration certificate. The
devices are being submitted by EG&G to the State of Tennessee

Section VI: LB 375

There have been manufacturing changes made in these devices which cause
differences from the registration certificate. None of the newly manufactured designs
have been shipped to the US. APGEE will not distribute these new designs until they
are registered with the State of Tennessee by EG&G Berthold.

1. Difference identified: ECO # 9308033 dated 9-15-93

a. Changes made The source is now fitted inio a stainless steel holder with overall
dimensions of 105 mm by 30mm by 34mm” -
Dwg # 15136.160-002.(Not cylindrical shaped but square
shaped now). The source is put into holder
Dwg # 2672.102-001 (IPL) then secured in place in the device
by screw Dwg #2672 101-001 For Amersham sources use
Dwg # 2672.101.002 for the source holder. This is due to the
difference between the Amersham and IPL sources

Two padlocks we-e placed on the source holder. One to make
sure the sou-ce i3 not removed from the holder and tiie other to
ensure the holder is not removed from the device. These
additions were due to transportation requirements of the
German Regulatory Authorities.

Based upon the audit performed by Gus Norton of EG&G and Labe, APGEE has been
advised that “the units installed in the USA are within registration. In view of this, we
will not need to provide drawings for the LB 375"

b. Reason for change: Continuous product improvemerit due to ISO 9000
classification. The source holder was designed to hold the
two different sources used in the device. Only Amersham
sources were used previously

¢ Issue The source holder has been redesigned and the drawings on file with the

1
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NRC are no longer valid

d. Safety Significance: None, the change was not made because of a problem and
the new design was not distributed by APGEE and will not
be distributed by APGEE until registered by EG&G with the

State of Tennessee

e. Action: No action required.

2. Difference identified: ECO # 9508007 Dated 10-11-95

a. Change made: The source holder used to be welded to the supporting plate and
now it is bolted on and additionally secured with padlock and
plastic seal

Based upon the audit performed by Gus Norton of EG&G and Labe, APGEE has
been advised that, “the units installed in the USA are within registration. In view
of this, we will not need to provide drawings for the LB 375"

b. Reason for change: If the source needs to be changed or leak tested in a device
that is using steam heating, the customer cannot remove the
source from device without removing the entire holder

c. Issue: Change in design is not on file with the NRC

d. Safety Significance: None, the change was not made because of a problem and

the new gesi,n was not distributed by APGEE and will not
be distributed by APGEE until registered by EG&G with the
State of Tennessee

e Actiun. No action is needed.

3. Difference identified. ECO # 9310053 dated 17-21-93 (o dvo)eas
)

a Change made Optional use of a polyethylene shield in front of 300 MCI source
Based upon the audit performed by Gus Norton of EG&G and Labe, APGEE has been
advised that “the units installed in the USA are within registration. In view of this, we
will not need to provide drawings for the LB 375"

b Reason for change Customer wanted to reduce the radiation levels when putting

12
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in the 300 MCI source

NOTE: The limits given in the registration and approved. are still valid without ‘
the shielding. There was no problem with the radiation doses to

workers, this shielding was given as a option due to a customer request ‘
NOT BECAUSE A PROBLEM occurred. |

c. Issue: The shield addition is not listed in the registration

d. Safety significance: None, the change was not made because of a problem and
the new design was not distributed by APGEE and will not
be distributed by APGEE until registered by EG&G with the
State of Tennessee.

e. Action: No action required.

4. Difference identified: ECO # 9505022 dated 8-14-95

a. Change made: As an option, the polyethylene shield can be placed on the back
side of tF 2 rack to shield the 300 MCI source

Based upon the audit performed by Gus Norton of EG&G and Labe, APGEE was
advised that “the units installed in the USA are within registration. In view of this, we
will not need to provide drawings for the LB 375"

b. Reason for change Request from customers that have the rack near walkways
NOTE: The limits given in the registration and approved, are still valid without
the shielding. There was no problem with the radiation doses to
workers. This shielding was given as a option due to a customer
request NOT BECAUSE A PROBLEM occurred.

c. issue This shield is not a part of the present registration.
d. Safety significance: None, the change was not made because of a problem and
the new design was not distributed by APGEE and will not

be distributed by APGEE until registered by EG&G with the
State of Tennessee.

e Action No action needed

13
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& Clarification. PAGE 1 of 9, states Americium-244. typing mistake should be
Am-241

6. Clarification. Dwg #15136 101 - 25 mm replaces Dwg #15136.000- QOO in
registration. J .

\

Clarification: Instead of the Drawing #P2657-100.000 the Amersham drawing for this
\/ source should be used. Please replace #P2657-100.00 with the
Amersham equivalent - X131/ Please see ATTACHMENT #19.

8. Clarification: The Cs-137 should have same text as LB 7400 series as given in the
G August 12, 1996 letter . & - YIAS
9. Clarification: Am/Be source should have same text as in the LB 6600 series
/ registration as follows

The 300 mCi americium-241 Be source ((Dwg # 3A11001) is a doubly
encapsulated (stainless steel) source the radioactive material
consists of americium oxide-beryllium powder which is compressed

into tablet form and placed in the inner capsule. Both stainless steel
capsules are sealed by argon arc welding Berthold's manufacturer for
the Berthold Drawing #P 2611-100 source provided evidence of an
ISO classification of C64544 and IAEA special form designation.

Please see ATTACHMENTS #20 for Dwg #3A11001.

10 Clarification: Paragraph 3 of Page 2 of 9 - Please add that the Be window is
attached to the stainle<s steel chamber

11. Clarification: Bracket holding the source and the scintillation counter is now in a
¥ fixed position cannot rotate as before. The Rotating device was
needed for calibration with the old analog systems. With new
electronics this system was not needed

12. Clarification: The manufacturer put a titanium foil over the Be window. One _
customer had problems with particles in the product damaging the BE -
window. Labe put the titanium foil cover as a standard feature

Shipments of LB 375 devices have been stopped. There are a few of the registered
design devices available if a shipment is necessary before the submission of the new
design to the State of Tennessee

14




Apgee Corporation

Hopewel! Business & Industrial Park + 103 Corporauon Drive » Aliquippa, Pennsylvania 15001 » Telephone: (412) 378-7877 « Fax: (412) 378-19.¢

APGEE does not request an amendment to the present registration cartificate to add
these changes. the changes will be added by EG&G with the State of Tennessee

Section VIi: LB 5600

1. Difference identified: Source drawing number is incorrect and Am-241:Be not
Am-244 Drawing number to be used | Dwg # 3A11001,
please see ATTACHMENT #20

Safety Significance: None, source construction is the same but the source drawing
number is no longer a Berthold drawing number.

2. Clarification. The LB 6600 series devices

Labe terminology: LB 6666-1 100 MCI
LB 6666-2 200 MCI
LB 6669-1 100 MCI
LB 6669-2 300 AMCI

3. Clarification Larger holes were used in the plate where the source holder was
mounted. During manufacture, problems mounting source holder into
tube due to tolerances being tuo tight. Position of source is

unchanged. Assembly is easier and faster.
NO SAFETY ISSUE. Please see ATTACHMENT #21 for a copy of the
drawings for the LB 8770 series devices

4 Clarification' Changed the namepiate from piastic to stainless steel,
USA requirement

Distribution: Shipments have not been stopped
Section Vill: LB BW

1 Clarification: Add capsule numbers to source model designation in registration.
Please see page 1 of 9 of registrations sheet.

2. Clarification Page 2 of 9 last paragraph - Kr -85 not 90
3 Clarification’ Replaced piston from pneumatic actuator
Piston was discontinued by vendor and replaced therefore Labe

15
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needed to replace because couldn't buy the old type. No change in
mechanical dimensions. The replacement was offered by the vendor
with equal performance specifications for the device Size, mounting
features and forces are equal to the oldy cylinder. There were nc
changes to the Basis Weight device design die to the new cylinder.

Please see ATTACHMENT #22 for a copy of the drawings for the basis
weight devices. No changes were made on these devices since the
registration certificate was approved.

OPEN ISSUES INVOLVING THE FOLLOWING LETTERS AND THE NOVEMBER 21,
1996 MEETING.

October 28, 1996
December 3, 1996

December 3, 1996 -

Mode!l LB 7400 sernes Devices

1. Please see ATTACHMENT #23 This attachment is a copy of the analysis
performed on the tolerances and clearances within the LB 7400 series devices
using the new source model VZ-1508/2 and VZ-1486/3

Please see ATTACHMENT #24 for a copy of VZ-1486/3.

It was first not:! that the source change in the LB 7400 seres devices concerned
only the Cs-137 sources. In further in further investigation is was found that the Co-
60 pont sources were alsc changed

A copy of the customer list for the Cs-127 VVZ-1508/2 sources was sent with the
November 27, 1996 letter.. Please see ATTACHMENT #25 for a copy of the
customer listing for the Co-60 sources Drawing # VZ-1486/3 and the Cs-137
VZ/1508/2 sources noi provided in the November 27, 1996 letter

Please see Section 3.0 Action Plan of ATTACHMENT #23. for the corrective action
being taken

The new source holder and sources will be part of the new registration in the State
of Tennessee by EG&G Berthold Therefore an addition of these sources to the
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present registration is not necessary

APGEE has stopped shipment of these sources within the LB 7400 series devices
under the NRC Registration.

Please note: These sources have been in the field since 1992 and no problems have
been noted by APGEE/BERTHOLD.

2. Please see ATTACHMENT#26 for a copy of the testing performed on the LB 7400
stainless steel shie'ds and a copy of a letter concerning these shields from EG&G
Be:thold.

Drawings and reasons for construction of these devices were sent with the
November 27, 1996 letter.

Action: APGEE does not request the addition of these devices to the present
registration. EG&G will 2dd these devices to the registrations with the State
of Tennessee. Please add these shields to the registration certificate.

3 Please see ATTACHMENTS #27 and #28 for statements from the customers whose
actuators were removed.

ATTACHMENT #29 is a letter from Mr. Douglas Montgomery of USX Mining who is
still using the actuator on his gauge. As shown in Mr. Montgomery's letter the
actuator opens and closes six times a day, 340 days a year since 1988 with no
problems noted

Please see ATTACHMENT #30 for a copy of drawings sent by Labe for the
pneumatic actuator on the LB 7400 series devices.

APGEE does NOT request the addition of the pneumatic actuator to the registration
certificate.

4. The action plan for the LB 740C non-galvanized bolt customers was provided in the
November 27, 1996 letter.

5. The Drawings of the “L" shaped locking mechanism showing that the mechanism
does not intertere with the proper ope-ation of the LB 7400 series shields were
provided in the November 27, 1996 letter

Action: Please aud the “L" shaped locking bracket to the registration certificate

17
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6.-8. No response needed

9. The clarifying statement that the protective cap is not nececsary under certain
environments to ensure proper operation was made in the November 27, 1996
letter.

Action: Please add the protective cap to the registration certificate.
10. Please see ATTACHMENT #31, this shows the instructions that will be faxed to
each of the “plunger’ lock customers by January 31, 1997 and be given to each
new customer of this device.
Action: Fiease add the “plunger” lock to the regi..ration certificate.
Mode! LB 300 ML/MLT devices.
1-3. No comment needed.
4. This statement was made in the November 27 199€ letter
5. This clarification and copy of drawings were sent in the November 27, 1996 letter.
9. In the November 27, 1996 letter it was stated that the new locking mechanism
Drawing number 21260.101-000 was not distributed by APGEE . In further review,
one of these mechanisms was sent to
USS Steel
Gary Works
1 North Buchanan
Gary, Indiana 46402
S/N # 316 2-93
This design was made to facilitate the design of the top rlate for the US Gary shieid.
# copy of Drawing #21260.101-000 is shown in ATTACHMENT #32 This new
design and the current design of this locking mechanism will not allow locking of the
shutter in @ position other than fully shielded.

Action: Please add this locking mechanism, to the registration certificate

10. Clarification of the tools used to open and close theses devices was provided in
the November 27, 1996 letter.

18
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11. The reasons for use of stainless steel were provided in the November 27, 1996
letter, and a copy of the letter submitted in 1983 was included as an Attachmant
#10 of the November 27, 1996 letter.

12. The complete design and construction data for the detent pin was provided with
the November 27, 1996 letter. Also in this letter, a statement was made of its
historical use in these devices.

LB 300 L/LP Series Devices.

1. Clarification of the paint used on these devices and a copy of the specifications for
this paint was provided in the November 27, 1996 letter.

2. A clarifying statement that devices containing the modified top plate were not
distributed was made in the November 27, 1996 letter

3. A copy of the complete design and construction data for the 270mrna shield was
provided in the November 27 1996 letter.

Please see ATTACHMENT #33 of this letter for a copy of the invoice from the
manufacturer for these devices.

4. A clarifying statement that no VZ-1501/1 source was distributed was made in the
November 27, 1996 letter

Please see ATTACHMENT #3. This is .7e notif.cation that has been sent to e:ach of the
LB 379 customers on the list provided in the December 6, 1996 letter

2 As shown on the customer listing of the LB 379 devices provided in the December 6,
1908 lettar. no sources were distributed with activities in excess of the 100 m/ci limit.

3. The higher classification for these devices was obtained by testing of the sources
within the devices. Construction of the devices and/or sources was not changed.

Action: Shipments of the LB 279 devices have been stopped.
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In your letter of December 3 (page 6), you asked that we discuss a number of general
ISsues. here is our response:

1. Upgraded Quality Assurance:

APGEE will continue to import and distribute Berthold devices in accordance with its
NRC license through December 31, 1996, and will continue doing so during 1997 to
the extent necessary for EG&G Instruments to obtain the necessary approvals from
Tennessee regulatory aJthorities.

So long as APGEE imports and distributes Berthold devices, it and Labe will insure
that only design-approved registered devices and sources are distributed, by
following these additional procedures

a. Labe Upgrades. All future proposed changes to registered devices will be
approved by:

a) the responsible design engireer

b) Labe's division manager

c) Labe's R&D manager

d) the general manager of EG&G Berthoid USA

A revised procedure which implement; these new approvals will be in place on
January, 1997 and constitute an amendment to ne 1SO 9001 certification of EG&G
Berthold. It shall be the responsibility of the QA manager of EG&G Berthold to

ensure that the revised procedures are followed. This will provide the vehicle for
notificatior: ot the licensing/registration authority of intended changes to existing
registrations.

b APGEE Upgrades: Quarterly audits will continue, but be conducted between
APGEE and Labe Radiation Safety Officers. Focus of these audits will be on
shields and sources planned for production and/or shipment the following quarter
Next audit will be scheduled for 1st quarter, 1997

2. Benthold device registrations with APGEE.

Regarding currently installed devices. it 1s the intention of EG&G Berthold that these
devices are correctiy registered with the NRC. and is providing APGEE with drawings
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and other information toward this end

Regarding future device installations, APGEE will continue to hold device registrations
and distribute these devices until EG&G Berthold USA has registered these devices
with the State of Tennessee, as soon after January 1, 1997 as practical. Thereafter,
APGEE intends to request termination of all Berthold registrations, subject of the
approval and guidance of the NRC and alteration of Berthold Systems' license to
distribute (on a non-exclusive basis) EG&G Berthold-registered devices.

3. Planned APGEE Activities.

A number of agreements have been entered between APGEE, Be.thold Systems and
EG&G Berthold, which support existing and future Berthold device holders of relevance
here:

a) Current users of Berthold devices may continue to obtain authorized service from
Berthoid Systems or APGEE Corporation. Users may also contact EG&G Berthold
USA, for service as this capability is developed and properly licensed

b) Berthold Systems will continue distributing Berthold devices, on a non-exclusive
basis.

¢) APGEE Corporation plans to make shields. As first step, APGEE will produce
licensed Berthold shields in accordance with individual device registrations.
Thereafter, APGEE expects tc register additional shields of Labe and/cr its own
design, and manufacture these shields as approved.

4. Answers 10 all Questions.

In the body of the report, we have specified those changes that we have asked to be
made in appiicable registrations Beyond that and to the best of .y knowledge, this
letter addresses all open i1ssues and items. Please let me or Mary Dedcla know if and
as yc'! need additional information

As provided in 10CFR Part 2. 7090(b), we request that certain information be withheld in
who from public disclosure on the ground that it contains confidential commercial
information. the reason for this request is that we currently hold this information in
confidence and require all employees to do so. Release of such information could
substantially harm our competitive position since it guides competitors to our

customers
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information to be so withheld are identified separately in the Attachments. As
appropriate, each has been marked “Confidential”

Sincerely yours,

AFPGE™= CORPORATICN

;) z - e
G.M. (Bud) Sn.th, Jr
President

cc: Rainer Baule, E G &G Berthold
Charlie Ferrin, Radiation Safety Officer
Mary Dedola, Radiation Safety Officer
Neil Sullivan, E G &G (Wellesley, MA )
David Watkins, EG&G Berthold, Radiation Safety Officer
Gus Norton, EG&G Berthold
Mike Fox, Gefsky & Lehman

ATTACHMENT #1 - Letter from EC&G for LB 379
For NRC only #2 - LB 379 Drawing
#3 - Faxto LB 379 customers

#4 - Drawing #3A11056

#5 - Drawing # 2642-100

#6 - Drawing #VZ-1501/1

#7 - Drawing #21288.200-000

#8 - Drawing #21288.000-000

#9 - Drawing Package for the LB 330

#10 Drawings of the Cs-137 Rod source for the LB 330
#11 - Drawings of the Co-60 Rod source for the LB 330
#12 Drawing Package for the LB 300 IPD/L

#13 Drawing #VZ-1508/2

#14 - Drawing and registration certificate for the Bebig sources
#15 - Drawing Package for the LB AS

#16 Customer Listing for the LB AS devices (Confidential)
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#17
#18
#19
#20
#21
#22
#23

#24
#25

#26
#27
#28

#29 -

#30
#31
#32

#33 -

Drawing #3A11089

Drawing #3A11061

Drawing #3A61927

Drawing #3A11001

Drawing Package for the LB 6600

Drawing Package for the LB BW

Analysis of Tolerances and Clearances for the LB 7400
series devices

Drawing #VZ-1486/3

Customer listings for the VZ-1508/2 and VZ-1486/3 drawings
(Confidental)

Tests performed on the LB 7400 series stainless steel device
Letter form Mead (Boise Cascade)

Letter from Ciba Geigy

Letter form USX Mining

Drawing of th2 Pneumatic actuator

Instructions to be sent for the “Plunger Lock”

Drawing #21260.101-000

invoice for the LB 270mm shields
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May 13, 1997

Mr A Randolph Blough, Director
Division of Nuclear Materials Safety
United States

Nuclear Regulatory Commission
Region |

475 Allendale Road

King of Prussia. PA 19406-1415

Dear Mr Blough

This letter 1s in response to your letter dated April 2. 1997, the memorandum to you from Mr Donald Cool
dated March 10, 1997 and our meeting in King of Prussia on April 24 1997 We have chosen to follow the
format set in Mr Cool's letter I there are any questions please contact Mary Dedola @ (412) 378-1800

Detailed Review:

Model: LB 7400 Series Devices
Device Type: Density and level gamma gauge
Registration Certificate: NR-0112.D-102-B
Licenses: 37-21226-01

37-28697-01

37-21226-02G

|. Issue Identified:

1 Distribution of alternate source model # 2623-800 (VZ-1508/2) in place of the approved model P-2623-
100 source. Also Apgee identified two additional differences distribution of devices coraining Co-60
source model #2623-700 (VZ-1486/3) and distribution of devices with an alternate source holder
installed without prior safety review and approval

Recommendations for continued use and Additional Questions:

A. Apgee will submit a complete amendment to the registration certificate adding the aiternate sources
and the appropriate modification needed to ensure that there 1s sufficient clearance in the devices to
ensure continued safe operation by May 31 1897

B Please see ATTACHMENT #1 for a listing of the customer locations of the devices containing the
model VZ-1508/2 and VZ-1486/3 sources This list includes the types of licensees these devices were
purchased under

C Action Plan: Once approval of the amendment referred to in item 1A above Apgee will
a Notify each customer listed in ATTACHMENT #1 by fax please see ATTACHMENT #2 to check the
shutter mechanism on each device for binding or rubbing

b Ask the customer to respond by returning page two of the fax n ATTACHMENT #2. indicating by seral
number the devices checked and the outcome

QQureeat—L0 MAY 23 1997
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Once approved Apgeeand/or EG&G Berthold will begin the site visits correcting each of the devices
starting with those devices showing potential problems. moving next to all generally licensea devices
and finally completing the visits with the Specifically icensed customers

Apgee will completethis action plan within 7 months of the date of the order

On a monthly basis Apgee will inform the NRC of the progress made on the project

Upon completion of the Action Plan. the NRC will receive a letter detailing the closing of the action

Issue Identified:

Distribution of model LB 7400 series devices constructed of stainless steel rather that the approved
cast iron

Recommendations for continued use and Additional Questions:

A Please see ATTACHMENT #3 for a listing of the locations of the stainless steel LB 7400 series shields

This listing includes the types of licenses under which the gauges were purchased

B Apgee would like to add these devices to the registration certificate. A copy of the amendment
application will be submitted in the May 30, 1997 suomission to the NRC

Il. Issue Identified:

Pneumatic actuator installed on devices

Recommendations for continued use and Additional Questions:

USX Mining (the only user) was contacted and chose to have the shield with pneumatic actuator
removed from therr facility Please see ATTACHMENT #4 for a copy of the service report for the
removal of this device. The device was sent back to Apgee Corporation for shipment to EG&G
Berthold Germany

IV. Issue Identified:

Carbon Steel boits used without a galvanized surface treatment

Recommendations for continued use and Additional Questions:

Apgee asks the NRC to state the fee required for addition of the stainiess steel transportation bolt to
the registration certificate

Apgee has notified each of the LB 7400 series customers as listed in the December 4. 1996 letter to

the NRC Apgee/Berthold Systems. Inc has delivered 750 of the 1272 bolts required for replacement

The additional 522 galvanized/stainiess steel boits will be distributed by May 31 1997

Within 7 months from the date of the order signed sent to Bud Smith from Hubert J Miller dated

May 7. 1997, all customers listed in the December 4 1997 letter to the NRC will be contacted and their

confirmation of the bolt replacement will be doc.mented
On a monthly basis the NRC will receive a status report of this action from Apgee

Upon completion of this actior the NRC will receive a final letter to close-out this action from Apgee
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. Issue ldentified:

Installation of an additional ‘L" shaped locking mechanism

Recommendations for continued use and Additional Questions:

A

. Apgee asks the NRC to state the fee required for addition of the "L" shaped locking mechanism to the
registration certificate

Please see ATTACHMENT #5 for a listing of the “L" shaped bracket customers. This list includes the
licenses under which the device was purchased

Each customer in ATTACHMENT #5 will be notified by fax shown in ATTACHMENT #6 stating the
installation procedures for the “L" shaped brackets Customers will be asked to fax back the second
page of this fax for verffication of proper operation of the shutter mechanism. This notification wiil be
completed by June 30, 1997

If a problem is found with any of the above listed devices. a service engineer will be sent to site foi
correction to the problem.  The action for the devices with prodizms will be completed by August 30
1997

On a monthly basis the NRC will be notified of the status of the action

Upon completion of the action a letter wiil be sent to the NRC to close-off the action. This letter will be
submitted by September 15 1997

VI. Issue Identified:

9

Protective cap installed on some devices to provide added protection to the ON/OFF mechanism

Recommendations for continued use and Additional Questions:

A

Apgee asks the NRC to state the fee required for addition of the protective cap to the registration
certificate

VIl. Issue Identified:

10. Alternative plunge lock instalied on devices

Recommendations for continued use and Additional Questions:

A

Please see ATTACHMENT #7 for a copy of the faxes sent to the customers of the alternative plunge
lock.
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Model: Model LB 300 ML/MLT
Device Type: Mold level control for the steel industry
Registration Certificate: NR-0112-D-111-8
Licenses: 37-21226-01

37-28697-01

I. Issue Identified:

4 Request to authorize use of an alternate rod source (VZ-1501/1)
Recommendations for continued use and Additional Questions:
A None This rod source has never been used

Il. Issue Identified:

5 COustribution ot an 80 mm shield Certificate authorizes a rninimum diameter of 100 mm
Recommendations for continued use and Additional Questions:

A EGA&G Berthold is manufacturing an 80 mm diameter shield for testing purposes to show the ability of
this diameter shieid to survive the harsh conditions of use and provide appropriate protection to the
source

B. An amendment to the registration certificate, to add the 80 mm diameter shields. will be submitted
within 30 days from May 24 1997 with test results added no later thatn 90 days from the date of this

letter
. Issue Identified:

9 Installation of a new locking mechanism that will not allew the device's shutter mechanism to be lockea
unless it is in the closed position

Recommendations for continued use and Additional Questions:

A The locking mechanism as provided in Drawing # 21260 101-000 (a copy of the drawing was given as
ATTACHMENT #32 in the December 20 1997 letter to the NRC) will not allow the shutter mechanism
to be locked unless in the ‘CLOSED ' position As shown in the drawing the locking mechanism cannot
be placed onto the shield until the arrow is pointing in the ‘CLOSED" position Please see
ATTACHMENT #7 for the section of the drawirig showing the iocking mechanism and how it is
installed

The devices are mounted externally, therefore they are not moved in and out of the mold The devices
are locked in the "“Closed" position when not being used

In further researching this locking mechanism. Apgee recently found that these shieids were
manufactured for US Steel Gary in 1982 with a diameter of 356 mm._ This diameter is farger than
allowed in the present registration sheet The source strengths in these shieids are 1 6§ mCi of Co-60
well below the permissible strength allowed for the smailer shield diameters listed in the registration
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.centificate. The shields were manufactured to meet the stanaards of the US Steel Gary Plant oelow
2 mRem/hr on the surface of the shield Therefore there is no radiation safety issues surrounding

these shie'ds

US Steel Gary will cease use of the large shield over the next year Thereafter each of these devices
will be disposed of by Berthold Systems. inc. and/or EG&G Berthold

& Due to the fact that US Steel Gary is disposing of these devices Apgee would like to defer the adaition
of this locking mechanism to E(35G Berthold through TN with their application for the LB 300 MUMLT

registration
IV. Issue identified:
10 Apgee defines the term “special key" in the registration certificate as a wrench
Recommendations for continued use and Additional Questions:

A Please see ATTACHMENT #8 for a copy of the fax to be sent to all LB 300 ML/MLT customers
clarifying the term “s~ecial key' This fax will be sent by June 30 1997 . with completion by August 31
1997

B Apgee with on a monthly basis report progress of the a:ton plan to the NRC

C. Upon completion the NRC will receive a letter to Close-out the action plan. by September 30, 1997

V. Issue Identified:

11 Stainless steel construction of the source housings rather than carbon steel

Recommendations for continued use and Additional Questions:

A Apgee asks the NRC to state the fee required for aadition of the stainiess steel constructiun, along with
the carbon steel ccnstruction, to the registration certificate

VI. Issue ldentified:

12. Spring-loaded detent, not authorized in the registration certificate, has been installed on these devices
for over ten years
Recommendations for continued use and Additional Questions:

A Apgee asks the NRC to state the fee required for addition of the Spring-loaded detent to the
registration certificate
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Model:i.B 300 L and LP Devices
Device Type: Tank fill level control gamma gauges
Registration Certificate: NR-0112-0-106-8
Licanses: 37-21226-01
37-28697-01
37-21226-02G
I. Issue Identifi:d:
1. Change of paint on these devices from epoxy to polyurothane based
Recommendations tor continued use and Additional Questions:
A Please see ATTACHMENT #9 for a comparison of the specifications between the old and new paint
used on the LB 300 LP devices The two pages attached tc the comparison shows the corrosion
protection qualities of the new paint (Mankewitz - Alexit Decklack L 401)

B Apgee asks the NRC to state the fee required for addition of the "new paint” to the registration
certificate

li. Issue Identified:

2 Top plate of the shielding i1s threaded in place and weided nuts have been eliminated

Recommendations for continued use and Additional Questions:

A None

lll. Issue Identified:

3 Addition of a 270 mm diameter shield

Recommendations for continued use and Additional Questions:

A In first researching, Apgee reported in error, the distribution of 270 mm diameter shieids to Grant
Chemical in Zachary. LA Upon further research. it was found that the distributed gevices were in fact
200 mm in diameter To clarify the discrepancy, Apgee sent a service engineer to Grant to measure

the devices The engineer found the cevice to measure 200 mm in diameter

in light of this finding Apgee states that no devices above the ailowable 254 mm diameter shieids were
distributed in the US Therefore, all questions and recommendations for continued use need no further

attention

iV. Issue Identified:

4 Addition of new source (VZ-1501/1), as with the LB 300 L/LP devices
Recommendations for continued use and Additional Questions:

A None
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Model: LB 379
Device Type: In-ine Density Measuring Device
Registration Certificate: NR-0112-D-101-B
Licenses: 37-21226-01

37-28697-01

37-21226-02G

I. Issue Identified:

1 Flanges are welded on two sides instead of one

Recommendations for continued use and Additional Questions:

A The customers listed in the December 20, 1996 letter to the NRC are the LB 379 customers whose
units are of one weld. ATTACHMENT #10 re-lists the customers and locations of the one weld devices
with the addition of the license under which the device was purchased. These customers were are
asked to check their devices using the fax shown in Attachment #3 of the December 20, 1997 letter
Of the listed customers seven have not vet returned their copies of the compieted faxes. The others
who have responded noted that there has been not probiems with the welds in the under conditions of
installation in their plant

B Apgee will close-out the remaining 7 customers by July 31. 1987 by phoning each of the 7 customers
and personally request a faxed response to the issue

C Apgee will submit to the NRC by August 15, 1987 a final letter ciosing this matter

D An amendment to the registration certificate for the two-weided devices will be submitted in the
May 30 1997 submussion to the NRC

Il. Issue Identified:
2. Clarnfication of maximum activity and distribution of alternate source
Recommendations for continued use and Additional Questions:

A The only difference in the past and presently distributed Am-241 sources for the LB 379 is the TIG
weld versus the argonac weld

8 The X 91 capsule has been distributed in the use of these gauges as per the registration certificate
drawing #2642-100 shows Please see ATTACHMENTS #11 AND #12

C As a clarification, the X 91 capsule has an NRC Model No of AMC 16 Therefore the X 91 and the
AMC 16 are one in the same The X 91 capsule is listed in the Amersham cataiog. please see
ATTACHMENT #13 Please see ATTACHMENT #20. the X 91 capsule is listed in this drawing
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D. Apgee asks the NRC to state the fee required for addition of the X 91 AMC 16 capsuie with the TIG
weld to the registration certificate

I, Issue ldentified:
3 Different ISO Classification for source
Recommendations for continued use and Additional Questions:

A. None

Model: LB 300 IRL
Device Type: Level Measuring Device
Registration Certificate: NR-0112-D-107-S
Licenses: 37-21226-01

37-28697-01
I. Issue Identified:

1 New Cs-137 source and new ISO classification for both Cs-137 and Co-80 sources

Recommendations for continued use and Additional Questions:

A Apgee would like to defer the addition of the VZ-1501/1 source modei to EG&G Berthold through their
registration application with the State of Tennessee

B. The VZ-1501/1 sources were never distributed in the LB 300 IRL devices

Il. Issue Identified:

2 The maximum aliowable length of the source should be increased from 100 ¢cm to 150 cm

Recomrmmendations for continued use and Additional Questions:

A Apgee has distributed only one source length that is over 100 cm This source is 106 0 cm delivered
to the Olin Corporation in Lake Charies LA Oin Corporation has a special registration certificate with
the State of Louisiana for these devices

B Due to the fact that Apgee distributed no other over length souri:es. Apgee would like to defer the
addition of the longer source lengths to EG&G through their registraticn application with the State of
Tennessee.

. Issue Identified:

3 Different ISO source classification
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Recommendations for continued use and Additional Questions:

A Apgee would like to defer the addition of the different ISO classification of the new sources 10 EG&G
through the State of Tennessee

IV. issue ldentified:

4 New ANSI flar jes instalied on Shield

Recommendations for continued use and Addi.ional Questions:
A All devices shipped to the US have the ANSI flanges

B There 1s no hzalth and safety implications in using the ANSI flanges due to the fact that their
specifications are equivalent to the DIN flanges

C Please see ATTACHYENT #14 for a customer and license listing of the devices dis.ributed in the US

D The ANSI flar ses were added to these devices in order to mate with the installations in the US where
ANSI s the standard

E. Apgee would (ke to adc these flanges to the registration certificate A complete application for
amendment will be submitted in the itay 31 1987 submission

V. Issue Identified:
5 New Cs-137 source which includes a higher grade stainiess steel
Recommendations for continued use and Additional Questions:

A Apgee would like to defer the additior. of these sources to EG&G through their regisiration application
with the State of Tennessee

Model: LB 330
i Device Type: Beit Weigher
| Registration Certificate: NR-0112.D-106.B
Licenses: 37-21226-01
37-28697-01
37-21226-02G

|. Issue ldentified:
1 Increased diameter of sou’ e encapsulation
Recommendations for continued use and Additional Questions:

A Apgee will submit a compiete application for amendment for the increased diameter sources Yy My
31,1997

B Please see ATTACHMENT #15 for a list of customer locations of the 7 mm diameter sources This list
also includes the license under which the devices were purchased

9




Apgee Corporation

Hopewell Business & Industrial Park « 103 Comporation Drive » A;nqu:pr.x. Pennsylvamia 15001 » Telepnone: (412) 278-7877 « Fax

C..As stated in the April 24 1987 meeting with the NRC the 7 mm diameter Am-241 sources have been

137 ang

approved for use in the Belt Weigher systems Therefcre the use of the 7 mm diameter Cs-13
Co-60 sources in these devices will not cause any health or safety risks and were judged to be in
registration  Once this interpretation was found to be a problem in the April 2, 1997 letter to Bud
Smith. distribution of these devices was stopped

D There were no changes to the design of these devices 10 accommodate the increase in d ameter due
to the fact the 7 mm diameter Am-241 sources ‘re used in the rlevices

il. Issue ldentified:
1 Spacers added to source rod
Recommendations for continued use and Additional Questions:

A Apgee will submit a complete application for amendment for the addition of the spacers by May 31
1897

B The spacers have always been used in all belt weigt .'r systems to stabilize the measuring path for
calibration purposes

C. The list shown in ATTACHMENT #15 is also the list of customer locations and licenses where the
spacers are located

D A full amendment will be submitted by May 31. 1997 answering the remaining questions of this
section

I, Issue Identified:

3 Modify wording in registration certificate to reflect the use of 7 mm diameter sealed sources
Recommendations for continued use and Additional Questions:

A. All sources distributed by Apgee/Berthold Systems, Inc. are 7 mm giaimeter sources

IV. Issue Identified:

4 Include drawing of new size source

Recommendations for continued use and Additional Questions:

A New size source will be added in the amendment application to be submitted by May 31 1887
V. lssue identified:

§ Modification of shutter from 180 degree operation to 90 degree operation

Recommendations for continued use and Additional Questions.

A Apgee has modified the 90 degree shutter mechanism at Western Sugar in Billings. MT to a 180

degree rotating. The devices had not yet been installed. they were still in their crate This was the only
customer

10
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B - Waestern Sugar had purchased these devices under a General License

Model: LB 300 IPD/L
Device Type: Density/Level Measuring Device
Registration Certificate: NR-0112-D-108-B
Licenses: 37-21226- 1
37-28697-01
37-21226-02G
|. Issue ldentified:
1 Modified source insertior: lengths and shielding diameters
Recommendations for continued use and Additional Questions:

A Please see ATTACHMENT #16 for a customer listing and location of the LB 300 IPD/L devices
distributed Included in this listing is the diameter of the shielding

pgee will submit hy May 31, 1997 a compiete amer 3ment to the registration certificate to add the
various size sheildings in the field

C A LB 300 IPD/L has been sent to an independent testing laboratory for testing purposes No
problems have been noted with any devices in the installed base

D Apgee is in the process of inspected each of the generally licensed devices in the field ana will
complete this process within two months of the date of the order as per the letter to Bud Smith aated
Ntdy 7 1997

E Please see ATTACHMENT #17 for a copy of the radiation levels for these devices

il. Issue identified:

2. Include two new sources - Amersham (same as in LB 7400 seres) and Bebig models

Recommendations for continued use and Additional Questions:

A These two new sources will be added 10 the registration certificate in the May 31 1997 amendment to
the registration certificate as listed in 1A above

L. Issue Identified:

3 Higher ISO sourze classification

Recommendations for continued use and Additional Questions:

A The addition o the hgher ISO classification for the sources used in these devices will be handies in
the amendment 1o the registration certificate on the Mav 31 1997

11




e

,
|

,
r

Apgee Corporation

Hopewel! Business & Industrial Park - 103 Comporauon Drive » Aliquippa, Pennsylvania 15001 « Telephone: (412) 3787877 « Fax: 412

ey '
s+ N

J.‘

V. lssue Identified:

4 Modify wording in registration certificate to reflect the two new sources

Recommendations for continued use and Additional Questions:

A The wording correction will be handled in the amendment to the registrat.on certificate on May 21
1997

Model: LB AS
Device Type: Coal Fines Analyzer Gauge
Registration Certificate: NR-0112-D-110-B
Licenses: 37-21226-01

37-28697-01

37-2122€ 02G

I. Issue Identified:

1 2. &3 Drawing SK 623 on file with the NRC is not on file with the manufacturer. and drawing
21241 .000-SK is inclicated to be only a preliminary sketch

Recommendations for continued use and Additional Questions:

A. Please see ATTACHMENT #18 for a copy of the customer listing for these devices, including the
license in which they were purchased

B Apgee will within 30 days of the order provide justificat.on that the devices are safe and should stay in
the public domain

Il. Issue Identified:

2 Use of alternate source models AMC D3 AMC 16 and AMC 17

Recommendations for continued use and Additional Questions:

A For clarification purposes please see ATTACHMENT #19 and #20
The sources listea in the registration certificate are P2627-100 and P2642-100 On these drawings
the use the Amersham X 82 (NRC Model # AMC 17) and X 91 (NRC Mode! # AMC 16) capsules are
noted Therefore the distribution of these source capsules are not in vioiation of the registration
certificate  EG&G Berthold would like to standardize on using the source model and capsule numbers
to identify these sources instead of an in-house drawing number

B The Amc. 16 and AMC 17 sources were distributed in the LB AS shields The AMC D3 have not been
distributed

C Apgee requests the addition of the AMC 16 AMC 17 and AMC (3 to the registration certfficate

12
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Model: LB 375
Device Type: Continuous Sulphur Analyzer
Registration Certificate: NR-0112-D-04-8
Licenses: 37-21226-01
37-28697-01
37-21226-02G
I. Issue Identified:
1 -4 A number of changes were identified for these de' « 2<s However, Apgee indicates that it has not
distributed any device containing the changes Al changes have been made by the manufacturer
but have not been included in any of the devices provided by Apgee for distribution Updates to the

registration certificate to include these changes have been deferred toc EG&G Berthold in TN For
this reason, these changes are not being evaluated in this report

Recommendations for continued use and Additionai Questions:

A None

Il. Issue Identified:

5 Typo in registration certificate

Recommendations for continued use and Additional Questions:

A. Typo will be corrected

lHl. Issue Identified:

6 Drawing #15136 101-25mm replaces #15136 000-000

Racommendations for continued use and Additional Questions:

A Drawing 1536 101-25mm is a subset of 1536 000-000 The reason for the replacement is that drawing
#1536 000-000 contains 25mm and 50 mm measurement chambers and drawing # 1536 101-000 s a
25 mm chamber only This was done to ease drawing number management at the factory Please see
ATTACHMENT #21

IV. Issue ldentified:

7 Use Amersham design of the source capsule (x131-4) n.3tead of #P2657-100 000

’ Recommendations for continued use and Additional Guestions:

A The SSSS will add the new drawing number and capsule to the sheet when other corrections are
made

13




N e e e R s e e G g i e S B R i s e s e o s i e e A et st

Apgee Corporation

Hopewell Business & Industrial Park » 103 Comorauon Drive o Al.nquxppa. Pennsylvan:a 15001 « Telephone: (412) 378-7877 « Fax. (4127 378.192

e f o

Y

V. Issue ldentified:

8 Modify wording in registration certificate on the sealed sources to reflect the those in the LB 7400
registration certificate

Recommendations for continued use and Additional Questions:

A Certificate will be amended with the updated wording if approval of sources is granted or the LB 7400
series device

Vi. Issue Identified:

9 Use Amersham design of source capsule X2 (#3A11001) instead of the approved drawing #P-2611-
100 and modify wording in registration certificate to reflect the suggested text for the LB 6600
registration certificate, to be consistent

Recommendations for continued use and Additional Questions:

A Handled in the LB 8600 review. please see below

VIl Issue Identified:

10 Clanfication that there 1s 3 Be window in the stainiess steel chamber

Recommendatinns for continued use and Additional Questions:

A The Beryllium window and titanium foil are associated with the detection system (scintillation counter) of
the device only. They have nothing to do with the source and shield. They provide a barrier between
the product in the pine #nd the proportional counter  The physics of the measurement requires a thin
membrane between the detector and the material in the pipe. yet the membrane must withstand the
pressure of the product in the pipe  The device shield and source i1s not affected by the presence or
absence of the titanium foil or Beryllium window Therefore there is no need for retrofit of these
devices for therr uses Please see ATTACHMENT #21

VIll. Issue ldentified:

11. Device modified to no ionger rotate

Recommendations for continued use and Additional Questions:

A Please see ATTACHMENT #21

1X. lesue ldentified:

12 Titanium foil aded 1o Be window

Recommendations for continued use and Additional Questions:

A Flease see issue dentified VIl. above Please see ATTACHMENT #21
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Apgee Corporation

Hopewell Business & Industrial Park « 103 Corporaton Dnive « Aliguippa, Pennsylvama 15001 « Telephone: (412) 3787877« Fyx (412037

Model: LB 6600
Device Type: Moisture Detector - Bunker Probe
Registration Certificate: NR-0112-D-105-S
Licenses: 37-21226-01
37-28697-01
I. Is:sue Identified:
1. Use of Amersham design of source capsule X2(#3A11001) instead of the approved drawing #P-2611-
100 and modify wording in registration certificate to reflect the different source mode! designation
Recommendations for continued use and Additional Questions:
A. Apgee asks the NRC to state the fee required to add this source capsule o the registration certificate
Il. Issue Identified:
2 Potential distribution of devices with source activity greater than 100 mC?
Recommendations for continued use and Additional Quastions:
A No sources distributed had an activity greater than 100 mCi

ill. Issue Identified:

3. New drawings for source holder - larger hole for morinting

Recommendations for continued use and Additional Questions:
A Please see ATTACHMENT #22

IV. Issue Identified:

| 4 New stainless steei nameplate

Recommendations for continued use and Additional Questions:

A The SSSS will update the registration certificate to refiect the material change




# Apgee Corporation ;

Hopewell Business & Industrial Park » 103 Corporauon Drive Ahq'u;ppa. Pennsylvamia 15001 « Telephone: (412) 378-7877 « Fax. (412) 378-102

Model: LB BW |
Device Type: Basis Weight Gauge |
Registration Certificate: NR-0112-D-112-B
Licenses: 37-21226-01
37-28697-01
37-21226-02G
I. Issue Identified:
1 Add capsule numbers to the registration certificate
Recommendations for continued use and Additional Questions:
A Centificate will not be changed
li. Issue Identified:
3 New piston used for the automatic actuator

Recommendations for continued use and Additional Questions:

A Please see ATTACHMENT #23 for a copy of the new piston identification data The new piston used
s the piston used 1o replace the old version that was discontinued

This completes the submissior as required the first monthly report wil be submitted by June 15 1997
If there are any questions. please contact Mary Dedola or myself at (414 )378-1900

Sincerely

N /4’ ™
GM (Bud) Smith

President
Apgee Corporation/Berthoid Systems. Inc

- Attachments (Inciuding iisting)
cc. Charles Ferrin Apgee

Mary Dedola, Berthold Systems. .nc
Gus Norton, EG&G Berthold
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Apgee Corporation

Hopewel! Business & Industrial Pak » 103 Comoration Drive ¢ Aliquippa. Pennsyivamia 15001 « Telephone (412) 378-

- - - a-

877 Pax; 312 378-10¢

ATTACHMENTS

#1 List of VZ-1508/2 and VZ-1486/3 customers

#2 Fax to customers whose deviced contain the VZ-1508/2 and VZ-1486/3 scurces
#3 LB 7400 series Stainless Steel Customers

#4 Service Report from USX Mining LB 7400 series Pnuematic .ctuator Removal
#5 LB 7400 series ‘L' shaped bracket customers

#6 Fax to "L" shaped bracket customers

#7 Fax to Plunger Locking Mechanism customers

#8 Fax to LB 300 ML/MLT “Special Key" customers

#5 Compar son of “old” and ‘nes’ pzint fc- =2 LE 770 LP devices
#10 LB 378 One-Weld Customer List

#11 Source drawing #2642-100

#12 Source drawing #3A11056 and back-up

#13 Amersham cataiog listing for the X 81 and X 92 capsules

#14 LB 300 IRL customer list

#15 LB 330 customer list

#16 LB 300 IPD/L customer hist

#17 LB 300 IPD/L Radiation surveys

#18 LB AS customer list

#19 Source drawing #P2627-100

#20 Source drawing #P2642-100

#21 LB 375 Be and Titanium Fc'l data

®22 LB 6300 “new’ source holder drawings

#20 LB BW - ‘new’ pistcn specifications



