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From: Paul Lohaus
To ud1. internct3 ("tef 0303ahub.doh.wa. gov")

Subject: Engineering Review -Reply

Terry,

This is in response to your e-mail attached below. I am currently acting for
Paul and was given proxy on his e-mail. Please note that we are working on
your request. We have forwarded your request to the NMSS. Division of
Industrial and Medical Nuclear Safety, SS&D Branch for assistance in
responding to your request. Please note that we plan to do an electronic
search of our regulations to provide you with c, ting sn " engineering."
However, this will take us a little time to complete. We will keep you
posted regarding our status.

Cardelia Maupin Acting for Paul Lohaus

>>> Frazee, Terry <tcf0303@ hub.doh.wa. gov > 09/24/97 08:37pm >>>
A question has been raised as to whether we are " practicing engineering" in
our review and approva? of equipment and facilities Lader the radioactive
materials licensing process. In this state the practice of engineering must
be done or at least approved by a licensed Professional Engineer. It is our
contention that (with the exceptions noted below) we perform or practice
" health physt:s" and " review" the engineering work of others. We assert that
only " creative" engineering work requires the PE's approval and that is
accomplished by the licensee or applicant when needed.

The exception would be the NRC requirements for specific engineering input
on the design and construction of covers for uranium mill impoundments and
LLW sites and perhaps for the evaluetion of SS&Ds. We can meet these
requirements through the use of outside consultants. We do not believe NRC
requires us to have engineering expertise on staff.

Our questions to you

1. Under what Title, chapter and section of CFR is " engineering" review
required of an Agreement State? .

2.'If a SS&D licensee uses a licensed PE (whether in-house or an outside
consultant paid by the licensee), is a second independent PE review by the
state required?
3. Please cite all references to engineering in Title 10 that apply to
source, by-product and SNM.
4. Do you agree with or wish to modify our statement concerning the " practice
of engineering" versus the role of health physics as stated above?

We urgently need the 10 CFR citations for a letter to the state Board of
Engineers. Please respond as soon as you can. Detail can follow. Thank
you.

.......... **.**.......***.........****************

This message from: Terry Frazee

Quick ways to reach me:
Voice = 360-753-3461
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All initial and conca nee reviews' are performed by persons having adequate training..

(iii)

All registrations clearly summarize the product evaluation and provide license reviewers.

with adequate information to license possession and use of the product. (iv)

Deficiency letters clearly state regulatory positions and are used at the proper time. (v).

An independent technical review of the application and proposed certificate of*

registration is performed by a second individual and supports the fmding that the product
is acceptable for licensing purposes. (It is important to keep in mind that the independent
technical r,eviewer must concur with the initial review.) (vi)

Applicable guidance documents are followed, unless approval to use alternate procedures*

is obtained from management. (vii)

Completed registration certificates, and the status of obsolete registration certificates, are*

clear and are promptly transmitted to interested parties. (viii)

Reviewers ensure that registrants have developed and implemented adequate quality*

assurance and control programs. (ix)

There is a means for enforcing commitments made by registrants in their applications and
*

referenced in the registration certificates by the program. No potentially significant health
and safety issues can be linked to a specific product evaluation that was improperly
conducted. (x)

Satisfactory With Recomtnendations for Improvement (b)

.

j A concurrence review includes an independent technical review of the materials_

submitted by the applicant and the documents generated by the initial reviewer. The
concurrence review includes evaluation of each area addressed during the initial review
(e.g., construction of the product, labeting, prototype testing, etc.) but the
concurrence review is not to the same level of detail as the initla! review (i.e., it is
not necessary to review every page of the applicant's submittal). The concurrence
review must be focused upon ensuring thet the product meets all applicable regul:tions,
that the product would not pose any health or safety concerns, and that the
registration certification provides en adequate besla for licensing, This concurrence
review by a second qualified reviewer is necessary in view of the potential health and
safety implication resulting from the widespread distribution of sealed sources and
devices.

GAKXS\56MD_HB.WPD 27 August 29,1997
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cnd cppendix F to 20.1001-20.2401.
(c) This part contains information collection requirements in

cddition to those approved under the control number specified in
pnregraph (a) of this section. These information collection
rcquirements and the control numbers under which they are approved are
as follows:

(1) In Section 20.2104, NRC Form 4 is approved under control number
3150-0005.

(2) In Sections 20.2106 and 20.2206, NRC Form 5 is approved under
control number 3150-0006.

[57 FR 57878, Dec. 8, 1992)

Subpart B -- Radiation Protection Programs

Source: 56 FR 23396, May 21, 1991, unless otherwis noted.

S;ction-20.1101 Radiation protection programs. -"

(a) Each licensee shall develop, document, and implement a radiation
protection program commensurate with the scope and extent of licensed
activities and sufficient to ensure compliance with the provisions of
this part. (See Section 20.2102 for recordkeeping requirements relating
to these programs.)

(b) The licensee shall use, to the extent practicable, procedures
and engineering controls based upon sound radiation protection
principles to achieve occupational doses and doses to members of the
public that are as low as is reasonably achievable (ALARA).

(c) The licensee shall periodically (at least annually) review the
radiation protection program content and implementation.

Subpart C -- Occupational Dose Limits

Source: 56 FR 23396, May 21, 1991, unless otherwise noted.

Section 20.1201 Occupational dose limits for adults.

(a) The licensee shall control the occupational dose to individual -

adults, except for planned special exposures under Section 20.1206, to
the following dose limits.

(1) An annual limit, which is the more limiting of --
(i) The total effective dose equivalent being equal to 5 rems (0.05

Sv); or
(ii) The sum of the deep-dose equivalent and the committed dose

equivalent to any individual organ or tissue other than the lens of the
eye being equal to 50 rems (0.5 Sv).

(2) The annual limits to the lens of the eye, to the skin, and to
the extremities, which are:

(i) An eye dose equivalent of 15 rems (0.15 Sv), and
(ii) A shallow-dose equivalent of 50 rems (0.50 Sv) to the skin or

to any extremity.
(b) Doses received in excess of the annual limits, including doses

rocaived during accidents, emergencies, and planned special exposures,
must be subtracted from the limits for planned special exposures that
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In addition to the requirements _in Section 20.1601, the licensee
shall institute additional measures to-enture that an individual is not
'cble to gain-unauthorized or inadvertent access to areas in which
: radiation levels could be encountered at 500 rads (5 grays) _or more in
1 hour at 1 meter from a radiation source or any-surface through which
-the radiation penetrates.

Subpart H--- Respiratory Protection and Controls
to Restrict Internal Exposure in Restricted Areas

-Source: 56 FR 23400, May_21, 1991, unless otherwise noted.

Section 20.1701 Use;of processEorlotheriengineeringLcontrols.
^#"

l
.

The licensee shall use, to_the extent practicable, process or other
engineering 1 controls (e.g., containment or ventilation) to control the
concentrations of radioactive material in air.

hS ction 120.1702- Use of:other controls. #

When it is not practicable to apply process or.other-engineering
-_ctntrols=to control the concentrations of radioactive" material in air
-t'o' values-below those that define an airborne radioactivity area, the
licensee shall, consistent with maintaining the total effective dose
equivalent ALARA, increase monitoring and limit intakes by one or more
of the following means:-

(a) Control of access;
(b) Limitation of exposure timesi
(c) Use of respiratory protection equipment or
(d) - Other controls.

Section 20.1703 Use of individual respiratory protection equipment.

-(a) If-the licensee uses respiratory protection equipment to limit
-intakes pursuant to Section' 20.1702 --

- . (1) The licensee shall use only respiratory protection equipment
that is tested and certified or had certification extended by the
National Institute for Occupational Safety and Health /Mine Safety and
Health Administration (NIOSH/MSRA) .

(2) If the licensee wishes to use equipment that has not been tested
' or certified by NIOSH/MSHA, has-not had certification extended by
.NIOSH/MSRA,-or for which there is no schedule for testing or

i -- : certification,-the licensee-shall submit an application for authorized
use of that equipment, including a demonstration by testing, or a-
' demonstration on the basis of-reliable test information, that the.
material and performance characteristics of the. equipment are capable

Lof'providing the proposed-_ degree of protection-under anticipated
i conditions of use,

(3)' The licensee shall: implement and maintain a respiratoryn
| protection _ program _that. includes -- *,

L(i)' Air : sampling suf ficient to identify the potential hazard, permitF

.propor1 equipment selection, and estimate exposures;
:(ii) Surveys 1and bioassays, as appropriate, to evaluate actual

,

--intakesf 2
'

,

i

,

'

!
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In addition to the requirements in Section 20.1601, the licensee
shell-institute additional measures to ensure that an individual is not
cblo to gain unauthorized or inadvertent access to areas in which
radiction levels could be encountered at 500 rads (5 grays) or more in
1 hour at 1 meter from a radiation source or any surface through which
the radiation penetrates.

Subpart H -- Respiratory Protection and Controls
to Restrict Internal Exposure in Restricted Areas

Source: 56 FR 23400, May 21, 1991, unless otherwise noted.

Section 20.1701 Use of process or other engineering controls.

The licensee shall use, to the extent practicable, process or other
engineering controls (e.g., containment or ventilation) to control the
concentrations of radioactive material in air.

Section 20.1702 Use of other controls.

When it is'not practicable.to apply process or-other engineering
controls toicontrol the concentrations of radioactive material in air
to values below those that define an airborne radioactivity area, the
licensee shall, consistent with maintaining the total effective dose
equivalent ALARA, increase monitoring and limit intakes by one or more
of the following means:

(a) Control of access;
(b) Limitation of exposure times;
(c) Use of respiratory protection equipment; or
(d) Other controls.

Section 20.1703 Use of individual respiratory protection equipment.

(a) If the licensee uses respiratory protection equipment to limit
intakes pursuant to Section 20.1702 --

(1) The licensee shall use only respiratory protection equipment
that is tested and certified or had certification extended by the
National Institute for Occupational Safety and Health /Mine Safety and
Health Administration (NIOSH/MSHA),

(2) If the licensee wishes to use equipment that has not been tested
or certified by NIOSH/MSHA, has not had certification extended by
NIOSH/MSHA, or for which there is no schedule for testing or
certification, the licensee shall submit an application for authorized
use of that equipment, including; a demonstration by testing, or a
d:monstration on the basis of reliable test information, that the

' material and performance charccteristics of the equipment are capable
of providing the proposed degree of protection under anticipated
conditions of use.

(3) The licensee shall implement and maintain a-respiratory
protection program that includes --

(i) Air sampling sufficient to identify the potential hazard, permit
prop;r equipment selection, and estimate exposures;-

(ii) Surveys and bioassays, as appropriate, to evaluate actual
intakes;
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(iii) Testing of respirators for operability immediately prior to
each usei

(iv) Written procedures regarding selection, fitting, issuance,
maintenance, and testing of respirators, including testing for 1

oporability immediately

322

Nuclear Regulatory Commission Section 20.1704

priortoeachuse;supervisionandtrainingofpersonnelimonitoring,I
including air sampling and bioassays; and recordkeeping; and

(v) Determination by a physician prior to initial fitting of
respirators, and at least every 12 months thereafter, that the
individual user is physically able to use the respiratory protection l2'

hequipment. '
(4) The licensee shall issue a written policy statement on

respirator usage covering -- -. ;20 y
(i) The use of process or other engineering controls, instead of

respirators;
(ii) The routine, nonroutine, and emergency use of respirators; and
(iii) The periods of respirator use and relief from respirator use.
(5) The licensee shall advise each respirator user that the user may

leave the area at any time for relief from respirator use in the event
of equipment malfunction, physical or psychological distress,
procedural or communication failure, significant deterioration of
operating conditions, or any other conditions that might require such
relief.

(6) The licensee shall use equipment within limitations for type and
mode of use and shall provide proper visual, communication, and other
spacial capabilities (such as adequate skin protection) when needed.

(b) In estimating exposure of individuals to airborne radioactive
materials, the licensee may make allowance for respiratory protection
equipment ysed to limit intakes pursuant to Section 20.1702, provided
that the following conditions, in addition to those in Section
20.1703(ai, are satisfied:

(1) The licensee selects respiratory protection equipment that
provides a protection factor (see appendix A to Sections 20.1001 -
20.2401) greater than the multiple by which peak concentrations of
airborne radioactive materials in the working area are expected to
exceed the values specified in appendix B to Sections 20.1001 -
20.2401, table 1, column 3. If the selection of a respiratory
protection device with a protection factor greater than the peak
concentration is inconsistent with the goal specified in Section
20.1702 of keeping the total effective dose equivalent ALARA, the
licensee may select respiratory protection equipment with a lower
protection factor only if such a selection would result in keeping the
total effective dose equivalent ALARA. The concentration of radioactive
material in the air that is inhaled when respirators are worn may be
initially estimated by dividing the average concentration in air,
during each period of uninterrupted use, by the protection factor. If
tha exposure is later found to be greater than estimated, the corrected
value must be used; if the exposure is later found to be less than
estimated, the correcced value may be used.

I
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.(2) The licensee shall- obtain authorization from the Commission
b0 fore assigning respiratory protection factors in excess of those
sp;cified in appendix A to Sections 20.1001 - 20.2401. The Commission-

- may authorize a-licensee to use higher protection factors on receipt of- -

cn cpplication that --
.

.

(i) Describes the situation for which a need exists for higher
protection factors, and

(ii) Demonstrates that the respiratory' protection equipment provides
.

those higher protaction factors under the proposed conditions of use.
(c) The licensee shall use as emergency devices only respiratory

protection equipment that has been specifically certified or had
'

certification extended for emergency use by NIOSH/MSHA.
(d) The licensee shall notify, in writing, the Regional

- Administrator of the appropriate NRC Regional Office listed in appendix
D:to Sections 20.1001 - 20.2401 at least 30 days before the date that'

respiratory protection equipment is first used under the provisions of
either Section 20.1703 (a) or (b). ,

(56 FR 23400, May 21, 1991, as amended at 57 FR 57878, Dec. 8, 1992];

Ssction_20.1704 Purther restrictions on the use of respiratory
protection equipment.

1

The Commission may impose restrictions in addition to those in
Sections 20.1702,- 20.1703, and appendix A to Sections 20.1001 - 20.2401
to --

(a)' Ensure that the respiratory protection program of the licensee
is. adequate to limit exposures of individuals to-airborne radioactive;

- - materials; and
(b) Limit the extent to which a licensee may use respiratory-

protection-

323

S: L 10 CFR Ch. I-(1-1-95 Edition).

equipment instead of process orgother: engineering controls. )
Subparc.I -- Storage and Control of Licensed Material

Source: 56 FR 23401, May 21, 1991, unless otherwise noted.

Section 20.1801 Security of stored material.,

The licensee shall secure from unauthorized removal or access
- licensed' materials that are stored in controlled or unrestricted areas.
' Section 20.1802 Control of material not in storage.

The licensee shall control and maintain constant surveillance of
licensed material that is-in a controlled or unrestricted area ' I that
is not in storage.

Subpart J -- Precautionary Procedures

i

I
i
|

1 - - - _ _ _ - _._ __-_.I
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[ -(i) Control of procurement and useJof byproduct material: -

-

' (ii) Completion of ~ safety- evaluations .of proposed usesLof byproduct
,

material which take into consideration such matters as the adequacy of
' facilities and:ecuipment, trainingiand: experience;of the user, and the
o -operating or hancling1 procedures::and <

'

(iii) Review.. approval,fand recording by the radio 1_ogical safety--

officer of safety) evaluations <of proposed-uses prepared in accordance
,

with paragraph (b (2)(11) of this section prior to use of the byproduct ;
, --

material.
.

;

Section 3315 RequirementsLfor the: issuance-of-a Type C specific
-

.

,-116ense of broad' scope.
-

) An. application for a Type C specific license of broad scope will be
approved if:

.

4

. -(a) The applicant satisfies the general requirements specified in
.

Section?30.33 of this chapter; and
! (b)- The-ap)licant submits a statement that byproduct material will-
| 'be used only ay, or under the direct supervision of, individuals who
I have received: 4

_ (1) A college degree at the bachelor level, or equivalent training1

and experienc.e -in the physical or biological sciences or in
engineering:Tand.

(2)' At least 40~ hours of training and ex)erience in the safe<

handling of radioactive materials, and in t1e characteristics of
,

ionizing radiation, units of radiation dose and quantities, radiation'

Ldetection instrumentation, and biological hazards of exposure to.

radiation appropriate to the type and forms of byproduct material to be
used; and

(c) The applicant has established administrative controls and:

- provisions relating to procurement of byproduct material. procedures.
record keeping, material control and accounting. and management review

; necessary to assure-safe operations.

.Section 33,16 Application for-other specific licenses.

An-application filed Jursuant to Part 30 of this chapter-for a
specific license other tlan one:of broad scope will be considered by

Jthe-Commission as. an application for a s)ecific license-of broad scohe
:under thi.s part if the_ requirements of tie applicable sections of this-
part are= satisfied.

iSection 33,17--Conditions of specific licenses of broad scope.

-

_ _- - . _ _ - _ _ - . - _ _ _ _ . _ . ._
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' experience required for the position of radiation safety officer.

.(e) The application must include a description of the access control '

'

systems-required by Section 36.23, the radiation monitors-required by-

~Section 36.29, the method of detecting leaking sources recuired by
.

Section 36.59 including the sensitivity of the method.-anc a diagram of-'

-

the facility that shows the _ locations of all required interlocks and
radiation monitors. :>

(f) If the'. applicant intends to perform leak testing of
L dry-source-storage sealed sources, the applicant shall establish ,

procedures for leak testing and submit a description of theseo

procedures to the Commission. The description must include the --
(1) Instruments to be used:;

F (2) Methods of performing the analysis; and
(3) Pertinent experience of the individual who analyzes the samples.;

(g)TIf licensee _ personnel are to load or unload sources, the'

.

_ applicant shall describe the qualifications and training of the2

personnel and the procedures to be used. If the applicant-intends to:

contract for source loading or unloading at its facilitv, the loading,

or unloading must be done by-an organization specifically authorized-by
r the Commission or an Agreement State to load or unload irradiator .

L sources.
| (h) The-applicant shall describe the ins)ection and maintenance
! checks, including the frequency of the checcs required by Section

36.61.2

Secsion 36 15: Start of construction.
,

1: The ap)11 cant may not begin construction of a new irradiator prior.

to-the su) mission to NRC of both an application for a license for the
irradiator and the fee required by Section 170.31. As used in this

"

,

- section, the -term " construction" includes the construction of any
portion of the permanent.irradiator structure on the site but does not'

c include: Engineering 1andLdesign work,: purchase of ansite, sites
'

561
,

;Section 36;17
,

10 CFR Ch. I (1-1-95 Edition)
'

surveys on soil. testing, site 1 preparation, site excavation,-

-

construction of warehouse or. auxiliary structures, and other similar
? tasks. Any activitiestundertaken prior to the i'ssuance of a: license are
entirely at the risk of'the applicantiand have no= bearing on the '

issuance of'a license.with respect to the requirements of the_ Atomic
Energy Act|of 1954, as amended, and rules, regulations, and orders-
issued under-the Act.-

.

,y -,e r , - . - ,.- y .
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! enforceable date.
Operation means that a uranium or thorium mill tailings pile or

impoundment is being used for the continued placement of byproduct
material or is in standby status for such )lacement. A pile or
impoundment is in operation from the day tlat byproduct material is
first placed in the pile or impoundment until the day final closure
begins.

Point of com)liance is the site specific location in the uppermost
aquifer where t1e ground-water protection standard must be met.

Reclamation plan, for the purposes of Criterion 6A, means the plan
detailing activities to accomplish reclamation of the tailings or waste
disposal area in accordance with the technical criteria of this
appendix. The reclamation plan must include a schedule for reclamation
milestones that are key to the completion of the final radon barrier
including as appropriate, but not limited to, wind blown tailings
retrieval and placement on the pile, interim stabilization (including
dewatering or the removal of freestanding liquids and recontouring),
and final radon barrier construction. (Reclamation of tailings must
also be addressed in the closure plan; the detailed reclamation plan
may be incorporated into the closure plan.)

Surface impoundment means a natural topographic depression, man-made
excavation, or diked area, which is designed to hold an accumulation of
liquid wastes or wastes containing free liquids, and which is not an
injection well.

Uppermost aquifer means the geologic formation nearest the natural
ground surface that is an acuifer, as well as lower aquifers that are
hydraulically interconnectec with this aquifer within the facility's
property boundary.

I. Technical Criteria

Criterion 1 -- The general goal or broad objective in siting and
design decisions is permanent isolation of tailings and associated
contaminants by minimizing disturbance and dispersion by natural
forces, and to do so without ongoing maintenance. For practical
reasons, specific siting decisions and design standards must involve
finite times (e.g. , the longevity design standard in Criterion 6). The
following site features which will contribute to such a goal or
objective must be considered in selecting among alternative tailings
disoosal sites or judging the adequacy of existing tailings sites:

Remoteness from populated areas:
Hydrologic and other natural conditions as they contribute to

continued irmobilization and isolation of contaminants from
ground-water sources: and

Potential for minimizing erosion, disturbance, and dispersion by

|
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natural forces over the long term.

The site selection process must be an o)timization to the maximum
extent reasonably achievable in terms of taese features.

In the selection of disposal sites, primary emphasis must be given
to isolation of tailings or wastes, a matter having long-term impacts,
as opposed to consideration only of short-term convenience or benefits,
such as minimization of transportation or land acquisition costs. While
isolation of tailings will be a function of both site and engineering
design, overriding consideration must be given to siting features given
the long-term nature of the tailings, hazards.

Tailings should be disposed of in a manner that no active
maintenance is required to preserve conditions of the site.

Criterion 2 -- To avoid proliferation of small waste disposal sites
and thereby reduce perpetual surveillance obligations, byproduct
material from in situ extraction operations, such as residues from
solution evaporation or contaminated control processes, and wastes from
small remote above ground extraction operations must be disposed of at
existing large mill tailings disposal sites: unless, considering the
nature of the wastes, such as their volume and specific activity, and
the costs and environmental impacts of transporting the wastes to a
large disposal site, such offsite disposal is demonstrated to be
impracticable or the advantages of onsite burial clearly outweigh the
benefits of reducing the perpetual surveillance obligations.

Criterion 3 -- The " prime option" for disposal of tailings is
placement below grade, either in mines or specially excavated pits
(that is, where the need for any specially constructed retention
structure is eliminated). The evaluation of alternative sites and
disposal methods performed by mill operators in support of their
proposed tailings disposal program (provided in applicants'
environmental reports) must reflect serious consideration of this
disposal mode. In some instances, below grade disposal may not be the
most environmentally sound approach, such as might be the case if a
ground-water formation is relatively close to the surface or not very
well isolated by overlying soils and rock. Also, geologic and
topographic conditions might make full below grade burial
impracticable: For example, bedrock may be sufficiently near the
surface that blasting would be required to excavate a disposal pit at
excessive cost, and more suitable alternative sites are not available.
Where full below grade burial is not practicable, the size of retention
structures, and size and steepness of slopes associated exposed
embankments must be minimized by excavation to the maximum extent
reasonably achievable or a)propriate given the geologic and hydrolog5
conditions at a site. In t1ese

619
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impoundments because this willLhelp-in controlling particulate and
radon emissions during operation To control dusting from diffuse
sources, such as tailings and ore pads where automatic controls do not-
a) ply, operators shall develop written operating procedures specifying
tie methods of-control which will-be utilized. -

*

. Milling operations producing or _ involving thorium byproduct material i

- must--be conducted in such a manner 'as to provide reasonable assurance -

that- the annual dose equivalent does not exceed 25 millirems to the
whole body, 75 millirems to the thyroid, and 25 millirems to any other
organ of any member of-the public-as a result of exposures to the i

-

-planned discharge _of radioactive materials, radon-220 and its daughters
excepted, to the general environment.

Uranium and thorium byproduct materials must be managed so as to
conform to the applicable provisions of Title 40 of the Code of Federal
Regulations, Part 440, '' Ore Mining and Dressing Point Source Category:
Effluent Limitations Guidelines and New Source Performance Standards,

.Subpart C, Uranium, Radium, and Vanadium Ores Subcategory,'' as
codified on January 1,1983.

Criterion 8A -- Daily inspections of tailings or waste retention
systems must be conducted by a qualified engineer or scientist and
documented.-The licensee shall retain the documentation for each daily
inspection as a record for three years after the documentation is made.
-The appropriate NRC regional office as indicated in Appendix D to 10
CFR Part 20 of this chapter, or the Director Office of Nuclear
Material Safety and bafeguards, U.S. Nuclear Regulatory Commission,
Washington, DC, 20555, must be immediately notified of any failure in a

- tailings or waste retention system that results in a release of
: tailings or waste into unrestricted areas, or of any unusual conditions
-(conditions not contemplated in the design of the retention system)
that is not corrected could indicate the potential or lead to failure
of the system-and result in a release of tailings or waste into
unrestricted areas.

tIIS Financial Cri;terja
.

;CriterionF9 -- Financial surety arrangements must be established by
'each mille operator prior to the commencement of operations to assure
|that sufficient funds will be available to carry out the#

decontamination and decommissioning of the mill and site and for the
reclamation _of any tailings or waste disposal areas 1The amount of

F fundsLto be ensured by|such surety arrangements must-be based on
Commission-approved cost- estimates in. a Conmission-approved plan for

: -(1) decontamination and decommissioning of mill--buildings and the
milling' site to levels which allow unrestricted use of these areas upon

~

decommissioning, and-(2) the reclamation of-tailings and/or waste areas-

,,. ,. - - , , , , - - , , - - - w, , - - , , e-- - , , ,,, - - - - - ., ,- ,r, , - - .
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in accordance with technical criteria delineated in Section I of this
Appendix. The licensee shall submit this plan in conjunction with an
environmental report that addresses the expected environmental impacts
of the milling operation, ouommissioning and tailings reclamation, and
evaluates alternatives for mitigating these impacts. The surety must
also cover the payment of the charge for long-term surveillance and
control required by Criterion 10. In establishing s)ecific surety
arrangements, the licensee's cost estimates must tace into account
total costs that would be incurred if an independent contractor were
hired to perform the decommissioning and reclamation work. In order to
avoid unnecessary du)lication and expense, the Commission may accept
financial sureties tlat have been consolidated with financial or surety
arrangements established to meet requirements of other Federal or state
agencies and/or local governing bodies for such decommissioning,
decontamination, reclamation, and long-term site surveillance and
control, provided such arrangements are considered adequate to satisfy
these requirements and that the portion of the surety which covers the
decommissioning and reclamation of the mill, mill tailings site and
associated areas, and the long-term funding charge is clearly
identified and committed for use in accomplishing these activities. The
licensees's surety mechanism will be reviewed annually by the
Commission to assure, that sufficient funds would be available for
completion of the reclamation plan if the work had to be performed by
anindependentcontractor.Theamountofsuretyliabilityshouldbebadjusted to recognize any increases or decreases resulting from
inflation, changes in engineering alans, activities Jerformed, and any
other conditions affecting costs. Regardless of whetler reclamation is
phased through the life of the operation or takes place at the end of
operations, an appropriate portion of surety liability must be
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retained until final compliance with the reclamation plan is
determined.

This will yield a surety that is at least sufficient at all times to
cover the costs of decommissioning and reclamation of the areas that
are expected to be disturbed before the next license renewal. The term
of the surety mechanism must be open ended, unless it can be
demonstrated that another arrangement would provide an equivalent level
of assurance. This assurance would be provided with a surety instrument
which is written for a specified period of time (e.g., 5 years) yet
which must be automatically renewed unless the surety notifies the
beneficiary (the Commission or the State regulatory agency) and the
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th n 100 years following transfer of control of the disposal site to
tho owner.

Subpart E -- Financial Assurances

Section 61.61 Applicant qualifications and assurances.

E0ch applicant shall show that it either possesses the necessary
funds or has reasonable assurance of obtaining the necessary funds, or
by c combination of the two, to cover the estimated costs of conducting
all licensed activities over the planned operating life of the project,
including costs of construction and disposal.

Section 61.62 Funding for disposal site closure and stabilization.

(a) The applicant shall provide assurance that sufficient funds will
be available to carry out disposal site closure and stabilization,
including: (1) Decontamination or dismantlement of land disposal
facility structures; and (2) closure and stabilization of the disposal
site so that following transfer of the disposal site to the site owner,
the need for ongoing active maintenance is eliminated to the extent
practicable and only minor custodial care, surveillance, and monitoring
are required. These assurances shall be based on Commission-approved
cost estimates reflecting the Commission-approved plan for disposal
site closure and stabilization. The applicant's cost estimates must
take into account total capital costs that would be incurred if an
independent contractor were hired to perforn the closure and
etabilization work.

(b) In order to avoid unnecessary duplication and expense, the
Commission will accept financial sureties that have been consolidated
with earmarked fi-
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nancial or surety arrangements established to meet requirements of
other Federal or State agencies and/or local governing bodies for such
decontamination, closure and stabilization. The Commission will accept
this arrangement only if they are considered adequate to satisfy these
requirements and that the portion of the surety which covers the
closure of the disposal site is clearly identified and committed for
uso in accomplishing these activities.

(c) The licensee's surety mechanism will be annually reviewed by the
Commission to assure that sufficient funds are available for completion
of the closure plan, assuming that the work has to be performed by an
ind: pendent contractor.

(d) The amount of surety liability should change in accordance with
tho predicted cost of future closure and stabilization. Factors
affecting closure and stabilizacion cost estimates include: inflation;
increases in the amount of disturbed land; changes in engineering
plans; closure and stabilization that has already been accomplished and
any other conditions affecting costs. This will yield a surety that is
at least sufficient at all times to cover the costs of closure of the

--_-_-__-_-- - _ __ - _ a
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AVAILABILITY NOTICE

Availability of Reference Materlots Citod in NRC Publications

Most documents cited in NRC publications will be available from one of the following sources:

1. The NRC Public Document Room, 2120 L Street, NW., Lower Level, Washington, DC
.20555-0001

i2. The Superintendent of Documents, U.S. Government Printing Office, P. O. Box 37082,
Washington, DC 20402-9328

3. The National Technical Information Service, Springfiold, VA 22161-0002

Although the listing that follows represents the majority of documents cited in NRC publica-
tions, it is not intended to be exhaustive.

Referenced documents available for_inspec' ion and copylng for a fee from the NRC Public
Document Room include NRC correspondence and Internal NPC memorandal NRC bulletins,
circulars, information noticos, inspection and investigation noticos; licensee event reports;
vendor reports and correspondencel Commission paperst and applicant and licensee docu-
monts and correspondence.

The following documents in the NUREG series are available f or purchase from the Government
IPrinting Office: formal NRC staff and contractor reports, NRC-sponsored conference pro-

ceedings, intomational agreement reports, grantee reports, and NRC booklets and bro-

g
chures. Also available are regulatory guides, NRC regulations in the Code of Federal Regula-
tions, and Nue'sar Regulatory Commission Issuancss.

Documents avr.|lable from the National Technical Information Service include NUREG-series
reports and technical reports prepared by other Federal egencies and reports prepared by the
Atomic Energy Commission, forerunner egency to the Nuclear Regulatory Commission.

Documents ava;lable from public and special technical librarles include all open literature J

ltems, such as books, joumal artic8as, and transactions. Federal Register notices, Federal
and State legislation, and congressional reports can usually be obtained from these libraries.

- Documents such as thesos, dissertations, foreign reports and translations, and non-NRC con- i
forence procoodings are available for purchase frorehe organization sponsoring the publica-
tion cited.

Single copias of NRC draft reports are available free, to the extent of supply, upon written
request to ti,J Office of Administration, Distribution and Mall Services Section, U.S. Nuclear
Regulatory Commission, Washington DC 20555-0001.

Coples of industry codes and standards used in a substantive manner in the NRC regulatory
procesa are mairitained at the NHC Library, Two White Flint North,11545 Rockville Pike, Rock-
ville, MD _20852-2738, for use by tne public. Codes and standards are usually copyrighted

. and may be purchased from the originating organization or, if they are American National
Standards, from the American National Standards Institute,1430 Broadway, New York, NY
10018-3308.
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Abstract

As part ofits redesign of the materials licensing process, the United States Nuclear Regulatory
Commission (NRC) is consolidating and updating numerous guidance documents into a single
comprehensive repository as described in NUREG 1539," Methodology and Findings of the
NRCs Materials Licensing Process Redesign," and drafl NUREG 1541," Process and Design for
Consolidating and Updating Materials Licensing Guidance." Draf) NUREG-1556, Vol. 3,
" Consolidated Guidance about Materials Licenses: Applications for Scaled Source and Device
Evaluation and Registration," dated September 1997, is designed to provide applicants for
requests for a scaled source or device safety evaluations, and reviewers of such requests, with the
information and materials necessary to make determinations that the products are acceptable for
licensing purposes. It provides the applicants and reviewers with information conceming how to
file a request, a listing of the applicable regulations and industry standards, policies affecting
evaluation and registration, certain administrative procedures to be followed, infomiation on
how to perform the evaluation and write a registration certificate, and the responsibilities of the
registration certificate holder.

This document combines the guidance previously found in NUREG 1550," Standard Review
Plan for Applications for Scaled Source and Device Evaluations and Registrations," Regulatory
Guide 10.10," Guide for the Preparation of Applications for Radiation Safety Evaluation and
Registration of Devices Containing Byproduct Material," Regulatory Guide 10.11," Guide for
the Preparation of Applications for Radiation Safety Evaluation and Registration of Scaled
Sources Containing Byproduct Material," and the Office of Nuclear Material Safety and
Safeguards Policy and Guidance Directives 84-22,"What Source and Device Designs Require an
Evaluation," and 84 5," Source and Device Evaluation Technical Assistance Request."

Note that this document is strictly for public comment and NOT for use in preparation or review
of applications for sealed source and device evaluations until it is published in final form,

iii NUREG-1556, Vol. 3 (draft)
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FO' REWORD
.

The NAC is using Business Process Redesign techniques to redesign its materials lic ensing ,

process. This effort is described in NUREG 1539. A critical element of the new process is
,

consolidating and updating numerous guidance documents into a NUREG series of reports, ,

' - Below is a listing of volumes currently included in the NUREG 1556 series:

Vol. Volume Title Status -#

No.'

c1- Program-Fpecific Guidance About Portable Gauge Licenses Final Report >

,

'2 Program Specific Guidance About Radiography Licenses Draft for Comment

i3 . Applications for Scaled Source and L5vice Evaluation and Dmf1 for Comment

Registration
_

i

.

I raft NUREG 1556, Vol. 3," Consolidated Guidance about Materials Licenses: Applications forD
Scaled Source and Device Evaluation and Registration," dated September 1997, provides

- pplicants requesting a sealed source or device safety evaluation, and reviewers of sach requests,-a
with t' e information and materials necessary to make determinations that the products aren:

acceptable for licensing purposes. It provides the applicants and reviewers with information
conceming how to file a request, a listing of the applicable regulations and industry standards,
policies affecting evaluation and registration, certain administrative procedures to be followed,

-information on how to perform the evaluation and write a registration certificate, and the
.

responsibilities of the registration certificate holder.

' A team composed ofNAC headquarters staff prepared draft NUREG-1556, Vol. 3, drawing on
its collective experience in radiation safety in general and as specifically applied to sealed source
and devices designs, and the experience gained through development and publication of

- NUREG 1550," Standard Review Plan for Applications for Scaled Source and Device-

Evaluations and Registrations," that was published in 19%.-

Draft NUREG 1556, Vol. 3, represents a step in the transition from the current paper-based
'

- process to the new electronic process. This document is available electronically by visiting the.

NRC's Home Page (Asqp:#www.we. gov) and choosing Nuclear Materials, then Business Process
Redesign Project, then Library, and then draft NUREG-1556, Vol. 3. Text =hown in bold italics

L indicates information that will be linked electronically allowing thc ut.er, by simply " pointing
and clicking," to see the actual text of regulations, acronyms and abbreviations, and other
referenced documents.-.

1

I| This draft guide is being disuibiited for comment and is NOT for use in preparation or review of
applications for sealed source and device evaluations until it is published in final form. Please I

-. submit comments within 60 days,ofits publication. Comments received during the comment j
1

ix NUREG-1556, Vol. 3 (draft)
J

'

.

D _.

. .



period on this draft guide will be considered in developing the final guide. After the fmal guide is
published, applicants may use the document in preparation o applications for sealed source andr
device evaluations and the NRC staff will use it in its review of requests for sealed source and
device evaluations.

Address comments to: Chief, Rules and Directives Branch, Division of Administrative Services,
Office of Administration, U. S. Nuclear Regulatory Commission, Washington, DC 20555-0001.
Hand deliver comments to 11545 Rockville Pike, Rockville, Maryland, between 7:15 a.m. and
4:30 p.m. on Federal workdays. Comments may also be submitted through the Internet by
addressing electronic mail to diml@nrc.c v.

Drafi NUREG 1556, Vol. 3, is not a substitute for NRC regulations, and compliance is not
required. The approaches and methods described in this draft repen are provided for information
and comment only.

Donald A. Cool, Director
Division ofIndustrial and Medical

Nuclear Safety
Office of Nuclear Material Safety

and Safeguards

:

,

1
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OGC Oflice of the General Counsel

OSP Office of State Programs

QA Quality Assurance

QC Quality Comrol

>

NUREG-1556, Vol. 3 (draft) xii



- - _- - ._ - . - - - . - - - - . - _ - _ . -

1 PURPOSE OF DRAFT REPORT

This draft NUREG provides assistance to applicants on submitting requests to the NRC for
,

radiation safety evaluation and registration of sealed sources and devices containing byproduct
material. In addition,it is designed to provide the reviewer of such requests for sealed source
and device safety evaluations with guidance, infomiation, and materials necessary to make a
detennination that the product is acceptable for licensing purposes. It provides the applicants'

and reviewers with infonnation concerning how to file a request, a listing of the applicable

regulations and industry standards, policies affecting evaluation and registration, certain
administrative procedures to be followed,information on how to perform the evaluation and1

write a registration certificate, and the responsibilities of the registration certificate holder.
.

Radiation safety programs for the use of byproduct material as a scaled source or device arei

structured on the presumption that the byproduct material will not breach its containment and
contaminate the environment, or unnecessarily expose individuals to radiation. This
presumption depends largely upon the adequacy of the containment properties of the scaled
sources or devices in withstanding the stresses imposed by the environment in which they are

possessed and used.
'

The regulations provided in Title 10 of the Code of Federal Regulations (CFR), Section 30.32(g)
require an applicant for a license to use a scaled source or device to identify the sealed source or
device as registered with NRC in accordance with 10 CFR J2.210 or to provide the information
contained in 10 CFR 32.210. 10 CFR J2.210 provides for the registration of a product and

provides a means for having a single safety evaluation of the product performed. This process
,

' m

allows applicants and license reviewers to refe"ence the evaluation when licensing the product .

for use or distribution without having to perfomi a complete evaluation of the product for each

licensing action.

The NRC maintains a registry of radiation safety information on scaled sources and devices
containing byproduct material. Agreement States also provide information on their radiation

,

safety evaluations to the NRC for the registry. Iloth the NRC and the Agreement States use the
infonnation in the registry. Thus a vendor needs to provide detailed information about its sealed
source or device only to a single agency, and the results of the radiation safety evaluation will be
available for use in granting licensing approval to users of the device throughout the United

,

States.'

Any infonnation collection activities mentioned in this document are contained as requirements
in 10 CFR Paits 19,20,21,- 30,31,32,34,35,36,39,40,70, and 71, which provide the
regulatory basis for this document. The infonnation collection requirements in these parts have
been cleared under Ollice of Management and lludget Clearance Nos. 3150-0044,3150-0014,
3150 0035.*,150 0017,3150 0016,3150 0001,3150 0007,3150 0010,3150 0158,3150-0130,
3150-007% 3150 0009, and 3150 0008, respectively.,

,

1-1 NUREG 1556,' Voi, 3 (draft)
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2 AGREEMENT STATES

Cenain states, called Agreement States (see Figure 2.1), have entered into agreements with the :

NRC that give them the authority for certain activities, including perihmiing safety evaluations
and registration of byproduct, sourec, or special nuclear materials used, possessed, or distributed
by persons within their borders. A current list of Agreement States (including names, addresses,*

and telephone numbers of responsible ollicials) may be obtained upc n request from the NRCs
Oflice of State Programs (OS/'), Any applicant, other than a Federal agency or distributor of a i

product to persons exempt from lleensing, that is located in an Agreement State and wishes to |

apply for safety evaluation and registration of a scaled source or device needs to contact the
responsible officials in that State for guidance on preparing an application; file these applications ;

'

with State oflicials, not with the NRC. Table 2.1 provides a quick way to check on which
.t

agency has regulatory authority.

Three Agreement States, Iowa, North Dakota, and Utah, have voluntarily relinquished their
authonty to perfomt scaled source and device safety evaluations. Therefbre, applicants and
registration cenificate holders located in these States are regulated by the NRC in the same

,

manner, with respect to scaled source and device registration, as those not located in an .

'

Agrectnent State.

When an Agreement State issues a registration ceniticate, a copy of the registration cenificate is
-

forwarded to the Division ofIndustrial and Medical Nuclear Safety (IMNS) by the State. IMNS
perfonns an administrative review of each certificate that includes looking for gross criors or
omissions and ensures the inclusion of all necessary infomiation on the first page of the
certificate. The certificate is incorporated into the national registry and copies are distributed to

.

the NRC regions, all Agreement States, and appropriate Federal and intemational agencies, if
i

any administrative problems or errors are identified with an Agreement State registration
certificate, they are resolved directly with the Agreement State.

Agreement State regulations may vary from NRC regulations. As such, scaled sources or
devices registered by an Agreement State may not have met the regulations required of an NRC
licensee, in addition, the NRC may identify significant safety concems about a scaled source or
device that has been evaluated by an Agreement State. In these cases,IMNS will continue to
incorporate the registration certificate into the national registry. Ilowever, a cover letter
indicating why the scaled source or device is not approved for use by NRClicensees is attached
to the registration certificate. IMNS will raise the safety issues with the State that issued the
registration certificate and with the vendor through OS/' In addition, the NRC will attempt to
obtain a listing of any NRC licensees that may have acquired the device and will take
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appropriate action.- Corrective actions to resolve the registration issues, if any, will be the
responsibility of the Agreement State.'

The above process is necessary to: (1) ensure that NAC license ' ~: viewers are aware of panicular
NAC concerns with the registration cenificate and (2) provide other Agreement States with the
infonnation necessary to detennine whether a license to use the scaled source or device should
be approved. If the registration certificates and cover letters are not included, an NAC or
Agreement State license reviewer may receive a copy of the registration certificate directly from
the registration certificate holder or an Agreement State and may inadvertently assume that
products listed in the registration certificate are acceptable for licensing.

' This policy is described in the memorandum to Omce of the General Counsel (OGC) dated
September 30,1993, and OGC's response dated December 23,1993 (Appendix A).
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Table 2.1 Who Evaluates Sealed Sources and Devices?

ATOICANT AND Ila LOCATION REGULATORY
AGI'NCY

Distributor of products to persons exempt from licensing regardless of location NRC

1ederal agency regardless of location NRC

Non i cderal entity in non Agreement State, US territory or possession NRC

Non i ederal entity in Agreement State at non Federally controlled site Agreement State

Non lederal entity in Agreement State at I:cderally-controlled site NOT subject to Agreement State

exclusive Federal jurisdiction

Non i-ederal entity in Agreement State at i ederally-controlled site subject to NRC
exclusive Federal jurisdiction

Locations of NRC Offices and Agreement States
,
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Figure 2.1 U.S. Map - Location of NRC Omces and Agreement States
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3 MANAGEMENT RESPONSIBILITY

The N#C recognizes that efrective appliant/ registration certificate holder management is vital
to achieving safety and complying with regulatory requirements. 'Ihe NRC also believes that
consistent compliance with its regulations provides reasonable assurance that regulated activities
will be conducted accordingly.13ased on results of routine and special inspections oflicensed

,

activities, the NRC has detennined that ineffective management is frequently the underlying .

cause of compliance problems. Management refers to a senior level manager who has'

- responsibility for overseeing regulated activities.

To ensure adequate management involvement, a management representative must sign the
submitted application acknowledging management's commitments and responsibility for the
following:

Completeness and accuracy of records and all informatica provided to the NRC*

(10 CFR 30.9);
Knowledge about the contents of the application;*

Applying for a registration cenificate amendment if the infomtation provided in the*

application or contained in the cenliicate is modified or changed. Registration cenificate
holders must comply with the infonnation in the registration certificate until the
certificate is amended; and,

,

Committing adequate resources (including space, equipment, personnel, time, and, ifa

needed, contractors) to ensure that the registration certificate holder meets its regulatory
requirements. The registration cenificate holder is required to manufacture or distribute
the product in accordance with: (1) the statements and representation = contained in the
application for safety review rind registration;(2) the provisions of the registration
certificate; and, (3) NRC regulations.

Applicants and registration cenificate holders may be subject to enforcement actions due to
noncompliance with regulatoiy requirements. For infonnation on the NRC enforcement
program, see " General Statement of Policy and Procedures for NRC Enforcement Actions,"
(NUREG-1600), which is available from the NRC upon request. NUREG 1600 is also available
on the Intemet. Visit NRC's llome Page (http://www.nrc. gov), choose " Nuclear Materials,"
then " Enforcement Program," " Enforcement Guidance Documents," and then " Enforcement

Policy."
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4 APPLICABLE REGULATIONS

It is the applicant's or registration certificate holder's responsibility to have up to date
copics of applicable regulations, read them,and abide by each applicahic regulation,

'lhe following Parts of 10 CFR Chapter I contain regulations applicable to scaled source and
device evaluations- :

,

10 CFR Pan 2 " Rules of Practice for Domestic Licensing Proceedings and issuance of
'

+

Orders"
10 CFR Part 19," Notices, Instructions and Iteports to Workers: Inspection and+-

Investigation"
10 CFR Part 20," Standards for Protection against Radiation"+

10 CFR Part 21. " Reporting of Defects and Noncompliance"+

10 CFR Part 30," Rules of General Applicability to Domestic Licensing ofIlyproduct+

Material"
10 CFR Part 31," General Domestic Licenses for Ilyproduct Material"< +

10 CFR Part 32. " Specific Domestic Licenses to Manufacture or Transfer Certain items*

Containing Ilyproduct Material"
10 CFR Part 34," Licenses for Radiography and Radiation Safety Requirements for+

Radiographic Operations"
10 CFR Part 35," Medical Use of Byproduct Material"+

10 CFR Part 36. " Licenses and Radiation Safety Requirements for Irradiators"+

10 CFR Part 39," Licenses and Radiation Safety Requirements for Well Logging"*

10 CFR Part 40," Domestic Licensing of Source Material"+

10 CFR Part 70," Domestic Licensing of Special Nuclear Material"+

10 CFR Part 71," Packaging and Transportation of Radioactive Material"+

10 CFR Part 170," Fees for Facilities, Materials, import and Export Licenses and Other+

Regulatory Services Under the Atomic Energy Act of1954,as Amended"
10 CFR Part 171," Annual Fees for Reactor Operating Licenses, and Fuel Cycle Licenses+

and Materials 1.icenses, including lloiders of Certificates of Compliance, Registrations,
and Quality Assurance Program Approvals and Government Agencies Licensed by
NRC'

To request copies of the above documents, call the Govemment Printing Office (GPO) order
desk in Washington, DC at (202) 512-1800. Order the two volume bound version of'litle 10,
CFR, Parts 0 50 and 51 199 from the GPO, Superintendent of Documents, Post Ollice Box
371954, Pittsburgh, Pennsylvania 15250-7954. Single copies of the above documents may be
requested from the NRCs Regional or Field Offices (see Figure 2.1 for addresses and telephone
numbers).

The regulations embodied in 10 CFR 30.32(g) and 32.210 codify the current and long-standing
practice whereby vendors of sealed sources of radioactive material and devices containing sealed
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sources submit radiation safety infbnnation necessary to perfonn an independent technical
safety evaluation, and to obtain registration of radiation safety inibnnation on certain sealed
sources and devices. *lhe practice has been used by the United States Atomic Energy
Agency /NRC since the 1950's and by the Agreement States staning in 1962.

'lhe specific provisions in 10 CFR 30.32(g) require a license applicant to either make reference
to a registered seakai source or device or provide the infbnnation necessary to perfonn a safety |

cvaluation of the scaled source or device. &ction 32.2/0 outlines the NRC safety evaluation
and registration criteria and clarilles the regulatory responsibility of registration certificate
holders of products for which the NRCevaluates and registers radiation safety inionnation.

! Current regulations only require that products used under a specific license issued in
accordance with 10 CFR Part 30 be registered with the Commission. Ilowever, if registration

;

of a product design is deemed necessary by NRC, the applicant needs to provide the
information contained in 10 CFR 32.210 and the application will be evaluated in the same
manner as all registration applications.

The products listed in Sections 4.1 through 4.5 are used by persons exempt from 'icensing,

requirements or used in accordance with a general license and NRC has determined that
registration of the product design is necessary, llowever, in addition to the gener d
registration criteria in 10 CFR 32.210, the regulations require that the products rsect certain
specific requirements. These specific requirements are listed in the approprie section
(Sections 4.1 through 4.5) and need to be addressed during the produu evaluation.

Some specific licensed products are required by regulation, to meet certain specific
requirements in addition to the general registration criteria provided in 10 CFR 32.210. The
specific requirements for these products are listed in Sections 4.6 through 4.9 and need to be
addressed during the product evaluation.

4.1 Self luminous Products Containing Tritium, Krypton-85, or
Promethium-147 for Use by Persons Exempt from Licensing
Requirements

Under 10 CFR 30,19, persons are exempted from licensing requirements if the products are
initially transferred in accordance with a license issued pursuant to 10 CFR 32.12. Therefore,
the requirements fbr product evaluation are imposed on the person licensed to manufacture or
initially transfer the product. Specific requirements, imposed on the product design that must be
addressed during the product evaluation are listed below:

NUREG 1556, Vol. 3 (draft) 42
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i

I

I ofta to be Addressr.d opplicable 10_CFR Regulations
!

<

Design 30.19(a) & (c),32.22(a)'

Maximum Radiation Ixvels 32.22(a)(2)(vi)
Maximum Dose Commitments 32.22(a)(2)(xill)d(xlv)
Labeling 32.25(b)'

i

# g,,,4es
J e

Figure 4.1 - Watches and Alming Sights Watches and aiming sights are productsi

distributed to persons exempt from licensing under 10 CFR 30.19.
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Figure 4.2 - Smoke and Chemical Agent Detectors - Smoke and chemical agent detectors
are products distribu'.ed to persons exempt from licensing under 10 CFR 30.20.

i

!

I ' The regulation requires identi0 cation of the person licensed under 10 CFR 32.22. Identification can
be the full name of the licensee, their registered trademark, or their NRCexempt distribution license
number.
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4.2 Gas and Aerosol Detectors Containing Byproduct Material for Use
by Persons Exempt from Licensing Requirements

Under 10 CFR 30.20, persons are exempted from licensing requirements if the products are ,

initially transferred in accordance with a license issued pursuant to 10 CFR 32.26. 'lherefore,
the requirements for product evaluation are imposed on the person licensed to manufacture or
initially transfer the product. Specific requirements, imposed on the product design, that must be
addressed during the product evaluation are listed below:

Area to be Addressed Applicable 10 CFR Regulations
Design 30.20(a),32.26'

Maximum Radiation Levels 32.26(b)(6)
Maximum Dose Commitments 32.26(b)(13)&(14)
Labeling 32.29(b)*

4,3 Devices Used under the General License in 10 CFR 31,5

Under 10 CFR 31.5, persons may use certain devices in accordance with a general license
provided the devices were manufactured or initially transferred in accordance with a license
iss.ied pursuant to 10 CFR 32.51. The devices used under the general license include devices
designed for the purpose of detecting, measuring, gauging or controlling thickness, density,
level, interface location, radiation, leakage, or qualitative or quantitative chemical composition,
or for producing light or an ionized atmosphere. The requirements for product evaluation are
imposed on the person licensed to manufacture or initially transfer the product. Specille
requirements, imposed on the product design, that must be addressed during the product
evaluation are listed below:

Area to be Addasicd Applicable 10 CFR Regulations

Design 31.S(a),32.Sl(a)(2)(1)
Maximum Dose Commitments 32.Sl(a)(2)(lli&(lii)
Labeling 32.51(a)(3)
Leak Testing 32.Sl(b)
Testing and Servicing 32.Sl(b) A (c)

8 This regulation is applicable to devices designed to prot:ct life or property from Dres and airborne
i ha/ards, it has been detennined that gas and aerosol detectors designed to detect explosives or chemical

agents may be licensed for distribution in accordance with this regulation,

l * The regulation requires identincation of the person licensed under 10 CFR J2.26. Identi0 cation can
be the full name of the licensee, their registered trademark, or their NRC exempt distribution license
number.
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Figure 4.3 10 CFil 31.5 General License . Oas chromatographs, density gauges, and static j
elimination devices are products used under 10 CFR 31.5 general license.

4.4 Luminous Safety Devices Used in Aircraft under 10 CFR 31.7 ,

i

Under 10 CFR 31.7. persons may use luminous safety devices containing tritium or
promethium 147 in accordance with a general license provided the devices were manufactured
or initially transferred in accordance with a license issued pursuant to 10 CFR J2.53. Therefore,
the requirements for product evaluation are imposed on the person licensed to manufacture or
initially transfer the product. Specific requirements, imposed on the product design, that r.aust be
addressed during the product evaluation, are listed below.

Area to be AddTssed Apolicable 10 CFR Regulations

Desiyn 32.53(c)&(d)
Prototype Testing 32.53(d)(4),32.101
Labeling 32.54
Quality Control 32.55,32.110
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l'igure 4.4 10 01:11 31.7 General 1.icense Safety devices, such as exit signs containing

tritium or promethium.147 and used in aircraf t may be used under 10 Cl R 31.7 general
license.

4.5 Ice Detection Devices Containing Strontium 90

Under /# CFR 3/./#. persons may use ice detection desices containing strontium 90 in
accordance with a general license provided the devices were manufactured or initially transferred
in accordance with a license issued pursuant to /# CFR 32.6/. Therefore, the requirements liir
pro.'uct evaluation are imposed on the person licensed to transfer the product. Specific
requirements, imposed on the product design. that must be addressed during the product
evaluation are listed below:

Algitto be t\dshessed Appligable 10 CFR Regulittiens

Design 32.6 /(c)&(e)
I.aheling 32.6 /(d)
l'rototype 'l esting 32.6 /(e)(4), 32./#3

Quality Control 32.6 /(e)(3),32.62,32./ /#

4.6 Radiography Equipment

l'ersoro specilie licensed to peribim industrial radiographic operations are only authorized to use
equipment that meets the requirements of 10 CFR Part 34. The vendor or custom user of the
equipment may demonstrate that the equipment meets these requirements as pan of the
evaluation and registration of the equipment. I herelitre, during an evaluation of radiography
equipment. the items listed below must be addressed:
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hea to be Addressed ilArt cable 10 CF# Reculations
]

,

Uesign J4.20(a), J4.22 |,

1.cak Testing 34.27 !
! Labeling J4.20

i'
Prototype Testing 34.20 |
M ximum Itadiation Levels J4.10,34.11 |
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Figure 4.5 Radiography Equipment Itadiography equipment such as the equipment
shown above, must meet the requirements of 10 CFR Part 34.

.

4,7 Well Logging Equipment |
.

Persons specifically licensed to perform well logging operatiorr are only authorized to use
equipment that meets the requirements of 10 CFR Part 39, Subpart C. One such requirement
is that the licensed material be as insoluble and nondispersible as praetleable. The vendor or
custom user of the equipment may demonstrate that the equipment meets the requirements as

1

. part of the evaluation and registration of the equipment. Therefore, during an evaluation of
well logging equipment, the items listed below must be adekessed: ;

hea to be Addressed Appiitable 10 CFR Reculations

I.abeling 39.31(a)
1.cak Testing 39.35

. Desigu 39.41(a)(1) & (2)
.

Prototype Testing 39.41(a)(3) !

:

,
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Figure 4.6 Well legging Operations - Scaled
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4.8 Irradiators

Persons specifically licensed to use scaled sources in irradiators are only authorized to use
scaled sources that meet the requirements of 10 CFR 36.21. One such requirement is that the
licensed material be as insoluble and nondispersible as practicable if used in a wet source-
storage or wet. source change irradiator. The vendor or custom user of the sealed sources may
demonstrate that the scaled sources meet the requirements as part of the evaluation and
registration of the sea!cd source. Therefore, during an evaluation of irradiator sources, the

,

items listed below must be addressed:

Area to be Addressed Applicable 10 CFR Reculations
3

Design 36.21(a)(2), (3), & (4)

lxak Testing 36.59
Prototype lesting 36.21(a)(5)

n.4.. . ss.i4, , , , , , ,
L,

noam \
- .
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N Redmum Sowce

(b)

Figure 4.7 - Irradiators - NRC evaluates both (a) category 1 (self shielded) irradiators and,
(b) sealed sources used in category IV (panoramic, wet source storage) irradiators.
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4,9 Sealed Sources and Devices for Medical Use

in accordance with 10 CFR 35.49, only scaled sources and devices that are manufactured,
labeled, packaged, and distributed in accordance with a license issued pursuant to 10 CFR
J2.74 may be uwd for medical uses. The vendor of the sealed sources may demonstrate that
the scaled source meets the requirements as part of the evaluation and registration of the
scaled source or device. Therefore, during an evaluation of medical scaled sources or devices,
the items listed below must be addressed:

Area to be A.ddressed Applicable 10 CF# llegulations

1.abeling 32.74(a)(2)(rill) & (a)(3)
1.cak Testing 32.74(b)

One exception to the above requirement is teletherapy sources. Specifically, teletherapy
sources da not need to meet the requirements of 10 CFR 32.74. Ilowever,10 CF# 35.49(b)
indicates that they do need to be manufactured and distributed in accordance with a license
issued pursuant to 10 CFR Parf 30.

r
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5 GENERAL POLICIES AND PROCEDURES

; 5.1 Sealed Source and Device Designs That Do Not Require
Evaluation by /MNS

10 CFR 30.32(g) applies to all scaled sources and devices used by NRC specific licensees and
requires evaluation of the product by NRC. Ilowever, the possession and use of certain
products does not require the evaluation and registration of the pmduct by IAINS.

i Specifically, evaluation and licensing of the following products should be handled as indicated
below by the license reviewer:

.
5.1.1 Calibration and Reference Standards

1

Calibration and reference sources inay be licensed without evaluation review by IAINS if the
sources do not exceed the following: ,

For beta and/or gamma emitting material 3.7 Mllq (100 microcuries) or ten times the*
,

quantity specified in Section 30.71, Schedule R,10 CFR 30, whichever is greater.

For alpha emitting material 0.37 Mllq (10 microcuries).*

i

The above values were chosen because they scpresent rninimal hazard to public health and
safety. To license these sources, license reviewers need to identify the isotope in item 6 of
the license, use the statement " calibration or reference sources" in item 7, and state the
maximum quantity for each source in item 8. Iloth possession and distribution to specific
licensees may be authorized.

h-

* Figure 5.1 Calibration and Referenec
Sources Calibration and reference sources,,,

may not need evaluation and registration by,

"
j IMNS.

.

O

O
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S.1.2 Products Used in 1(esearch and Development or by llroad Scope Licensees

Scaled sources or devices containing s;aled sources that are intended only for use under
research and development or broad scope licenses need not be evaluated by /AINS if the
licensing reviewer has made a determination that:

fbr unregistered sounes, or registered sealed sources not possessed and used in+

accordance with the registration, the licensee is qualified by suf0cient training and
experience and has sufucient facilities and equipment to safely use and handle the
requested quantity of radioactive material in unsealed form.

for registered scaled sources contained in unregistered devices the licensee is*

qualified by sufficient training and experience and has sumelent facilities and equipment
to safely use and handle the requested quantity of radioactive material in unsealed form.

If a research and development or broad scope licensee wishes to transfer a sealed source or
device to another specine licensee, then the recipient must meet the criteria listed almve or the
scaled source or device must be registered in accordance with 10 CFR 32.210 pr!or to
transfer.

License reviewers should utilize the following standard license condition for those recipients
of the registered scaled source contained in unregistered devices:

"The licensee shall use only scaled sources for which a scaled source
registration certincate has been issued by the U. S. Nuclear llegulatory
Commission pursuant to 10 CFR 32.210(c) or an Agreement State, possession
and use of the sealed sources used must adhere to the conditions and limitations
of the registration certincate."

5.1.3 Custon, Scaled Sources or Devices

Scaled sources or devices containing sealed sources built to the unique specincations of a
given user (custom) need not be sent to IAfNS for evaluation if: (a) they contain less than
7.4 Gilq (200 millicuries) of radioactive material or less than 740 Gilq (20 curies) of tritium,
and (b) the licensing reviewer has made a determination that the applicant is qualined by
training and experience and has adequate facilities and equipment to safely use and handle the
requested quantity of radioactive material in unsealed form. Thus, the applicant would not
have to rely on the intrinsic safety of the scaled source or device to demonstrate compliance
with 10 CFR 30.33. Custom scaled source and devices which contain an activity greater than
that listed above must be submitted to IAfNS for evaluation and registration.

To license these custom sealed sources and/or devices, license reviewers need to identify the
isotope in item 6 of the license, use the statement " custom source" (for unregistered sources)
or " scaled source"(for registered scaled sources) including a unique identiGer (e.g., drawing
or model number), if possible, in item 7, and state the maximum quantity of radionuclide per
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source or device in item 8. In item 9 (authorized use) license reviewers need to describe, as
clearly as possible, the actual use of the custom source or device. Examplee: "For use in a
Model A analyzer custom built for the licensee by ABC Company in Notown" or " Custom
source for use in XYZ Model 100 gauge."

The authorization to use sources or devices described above, that have not been evaluated and

registered by /AfNS, apply to only to the custom user of the product.

5.2 Custom Usen

A user of a product that is manufactured in accordance with the unique specifications of, and
Ibr use by, a single applicant is considered a custom user. Custom users are specifically
identified on the first page of registration certificates. The request for the safety evaluation
and registration of the product may be made by the custom user or vendor. Regardless of the
cpplicant, the custom user is required to me:t all commitments made in the application and
registration certificate. Typically, no more than two different NRC or Agreement State
licensees may be cuttom users of, and may register, the same product. liowever, a custom
user may acquire and/or use more than one product.

5.3 As Low As is Reasonably Achievable

The Commission's requirements to establish programs, procedures, and engineering controls
for achieving doses that are as low-as is reasonably. achievable (AIARA) are included in 10
CFR 20.1101, Regulatory Guide 8.10," Operating Philosophy for Maintaining Occupotional
Radiation Exposures as Low as is Reasonably Achievable," explains the NRC's position on
this subject. Although these requirements apply to possession and use of radioactive material,
cpplicants should consider the AIARA philosophy when designing and constructing scaled
sources or devices to avoid unnecessary exposures during installation, maintenance, repair, and
use of the sealed source or device. Regulatory Guide 8.10 may be useful to applicants for
establishing and following an AIARA philosophy during the design of a scaled source or
device.

5.4 Naturally Occurring or Accelerator-Produced Radioactive Material

Agreement and Non Agreement States issue registration certificates for scaled sources or
devices containing Naturally occurring or Accelerator produced Radioactive Material
(N4RAf). Copics of these registration certificates are provided to IAfNS by the States. IAINS
does not perform a review of these certificates, but does incorporate these certificates into the
national registry. Copics are forwarded to the NRC regions, all Agreement States, and'

eppropriate Federal and international agencies as a service to the States. This practice
replaces the United States Food and Drug Administration (FDA)" Radioactive Materials
Reference Manual." Questions concerning NARAf certificates should be directed to OSP, the
State, or FDA.
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As a general rule, the NRC does not accept applications for radiation safety evaluation and
registration of scaled sources or devices that contain NARM. Exceptions to this general rule
include scaled sources or devices that contain material that can be reactor or accelerator
produced (e.g., cadmium 109), or sealed sources or devices that contain NARM commingled
with byproduct material, in either the same or separate encapsulations (e.g., moisture density
gauges containing radium 226 and cesium 137). ;

5.5 Foreign Vendors

Foreign vendors present a unique situation for the NRC in that the NRC has no jurisdiction
over foreign entities. The NRC has historically followed the regulation of 10 CFR part 110
since a foreign vendor is required to establish an address in the United States to which the
NRC can correspond and serve papers as necessary to accomplish its mission. In addition, the
NRC inspects the United States distributor of the product and may occasionally audit foreign
vendors to determine if the products distributed are in accordance with the statements made in
support of the registration certificates.
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Figure 5.2 - Map of the World Foreign vendors are
required to establish an address in the United States to
which the NRC can correspond and serve papers as
necessary to accomplish its mission.

5,6 Use of International or Foreign Standards

in some cases, an applicant may wish to test a product in accordance with an international or
foreign standard, in order for the NRC to find this acceptable, the applicant must first
demonstrate and the reviewer confirm that the standard meets or exceeds any specific
regulatory requirements (e.g., compliance with American National Standards Institute (ANSI)
N4321980 for radiography equipment). The applicant and reviewer must .ach review the
requirements and acceptance criteria of the standard based on the normal and likely accident
conditions associated with use, handling, storage, and transport of the product to determine if
the standard is acceptable. The foreign or intemational standard may be compared with an
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I

cpplicable United States standard in determining the acceptance of the standard. This may
include professional judgement on the parts of the applicant and reviewer.

!

5.7 FDA NRC Memorandum of Understanding )

The FDA and the NRC signed a Memorandum of Understanding (MOU)' to coordinate |
existing FDA and NRC regulatory programs for medical devices, drugs, and biological

'

products that make use of byproduct, source, or special nuclear materials. The principal
statute under wh! h the FDA regulates devices is the Federal Food and Drug and Cosmetic
Act, as amended by the Safe Medical Devices Amendments of 1976, the Safe Medical |

'

Devices Act of 1990, and the Medier.! Devices Act of 1992.

Under the MOli, the agencies agree to promptly inform each other whenever they receive a
report or otherwise become aware of any potential public health problems involving products
of mutual regulatory concern. Further, the agencies will share information to the extent
practicable. For IMNS, this includes information used by the NRC for product evaluations
and approvals, and any incidents involving product failures. The FDA must be notified in
writing when the NRC begins an evaluation of a medical product, whether it is for a new
product or for an amendment to an existing product. The notification should include the
company, product model number, and the scope of the request. NRC policy precludes the
approval of a medical scaled source or device unless the applicant has submitted a pre-
marketing approval (510k) issued by FDA. If the pre marketing approval is not submitted
with the application, the npplicant will be instructed to contact the FDA and obtain the
appropriate approval.

Applicants needing iriformation on FDA requirements may contact:

Food and Drug Administration
Office of Compliance
llFZ 300
2098 Gaither Road
Rockville, MD 20850
(301) 594 4692

4

* The MOU was published in the I ederallkgis,ln(58 FR 47300) on September 8,1993. ,
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5.8 Computer Software

NRC safety evaluations concentrate only on those systems that control fundamental safety
processes such as checking an interlock, source or shielding position, and the functionality of
position indicators. Software applications that deal with process controls are not part of the
product evaluation. The reviewer will determine that if such systems fail (e.g., a power
failure), the scaled source or shielding would return to, or remain in, the fully shielded
position. Medical applications involving computer software and patient planning systems are,
in general, within FIM jurisdiction and FDA is responsible for any necessary review of the
software.

, .,g,
L bC Figure 5,3 - Computer Softw are Safety_
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Applicants should note that some computer systems and software programs, including
embedded microprocessors, currently in use, and some systems and programs being
distr:buted, may experience problems as a result of the turn of the new century. Applicants
sheuld evaluate the effects of the problems on the normal operation and the operation of the

; safety features of their equipment.

5,9 Registration Certificate Revocation

if it is determined that a sealed source or device evaluated by the NRC may pose an undue
hanud when used in accordance with the coaditions of the registration certificate and
corrective actions cannot be implemented or agreed upon between the registration certificate
imider and the NRC, the NRC may modify or remove the registration certifi; ate from the
national registry and may issue orders modifying licenses to all persons licensed by the NRC
to use the sealed source or device.13fNS will also notify OSP so that the Agreement States
are made aware of the NRC actions concerning the scaled source or device.

5.10 Incidents

incidents involving products evaluated and registered by the NRC are assessed to determine
whether the integrity or adequacy of the product was compromised. The assessment involves
a re evaluation of the product to determine its integrity and adequacy, taking into account the
causes of the incident. If it is determined that a generic product fault exists, the registration
certificate holder will be notified and appropriate actions, affecting both products currently in
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use and newly manufactured products, will be taken. In addition, the NRC will re evaluate
similar products to ensure they are not susceptible to the same type of faults.

Usually, incidents caused by abnormal or unauthorized use of the product would be
considered licensing issues and would not require a re-evaluation of the product.

Some information concerning incidents involving products evaluated by the NRC is kept on
Ole by IMNS for use in performing future evaluations of the products involved and products
similar to those involved. Ilowever, the Office of Anelysis and Evaluation of Operational
Data is the NRC Office responsible for compiling, tracking, and analyzing incidents and
reports.

5.11 Proprietary Information

Registration certincates and information contained in the background Oles for the registration
certincates, such as applications, may be made available to the public. Persons may request
access to this information in accordance with 10 CFR 9.23.

Proprietary information (i.e., infonnation not to be disclosed to the public) should not be
included in an application unless it is the only means to adequately describe the radiation
safety properties of the product, if an application contains information marked as
" proprietary,""conndential,"" restricted," or "is the express property of Company X," the
reviewer needs to detennine whether the information is necessary to perfonn the safety
evaluation. If the information is not necessary, it should be returned to the applicant.

If the informa: ion is necessary, the reviewer needs to ensure that the applicant has submitted a
formal request, in accordance with 10 CFR 2.790, for withholding the information. The
reviewer needs to evaluate the applicant's request for withholding against the requirements in
10 CFR 2.790 (Appendix 11 includes a checklist for requests for withholding infonnation
from public disclosure). If the request is denied, in whole or in part, the reviewer needs to
give the applicant the option of withdrawing the information or application, if the applicant
decides not to withdraw the information or application, the reviewer needs to notify the
applicant in writing that the request for withholding has been denied and that the reviewer
will disregard any references concerning the proprietary status of the information.

Any part of the application that the reviewer has determined should be withheld from public
disclosure should be handled in accordance with Management Directive 12.6, "NRC Sensitive
Unclassined Imonnation Security rogram" and the applicant should be notified in writingp

that the NRC plans to honor the request. Ilowever, the notification needs to inform the
applicant that the NRC may have cause to review the detennination in the future, for
example,if the scope of a Freedom ofInformation Act request includes the information in
all review situations, if the NRC needs additional information from the applicant or makes a |

detennination adverse to the initial determination, the applicant will be notified in advance of I
any public disclosure. |

|
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5.12 Transportat'on

This document does not cover detailed requirements for the transportation of devices and
sealed sources. The NRC's transportation requirements are contained in 10 CFR part 71,
"l'ackaging and Transportation of Radioactive Material." 10 CFR l' art 71 establishes (1)
requirements for quality assurance, packaging, preparation for shipment, and transportation of
licensed material and (2) procedures and standards for NRC approval of packaging and
shipping procedures for fissile material and for a quantity of licensed material in excess of a
" Type A quantity"(i.e., exceeding A, or A; as defined in 10 CFR 71,4).

Although an application for radiation safety evaluation of a scaled source or device as
discussed in this document is not expected to include a detailed description of packaging and
transportation procedures to demonstrate compliance with 10 CFR part 71, the applicant is
expected to be familiar with the way those requirements apply to the scaled source or device
and the action needed to ensure that transportation of the device is performed in accordance
with applicable requirements.

Any vendor who has questions about the requirements for transportation may contact the
appropriate NRC region or NRC's Transportation Safety and Inspection tiranch, Spent Fuel
project Ollice, at (301) 415 8502 to obtain assistance.

Packaging Transportation
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Figure 5,4 - Packaging and Transportation - Registration certificate holders must meet all
NRC and DOT requirements for packaging and transporting sealed sources and devices.
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Although IUNS does not evaluate packaging or transportation requirements during scaled
source or device evaluations, IMNS does evaluate the effects the packaging or transportation
has on normal use and operation of the prohet as part of the evaluation. Specifically, IMNS
evaluates the effects of normal conditions experienced during transport (e.g., extreme '

temperatures, vibration) on the scaled source or device. Applicants should consider these
effects during the design of the products and packaging for transport.
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6 HOW TO FILE
!

No special fann is required for applications for scaled source or device evaluations. Ilowever, to
facilitate the revi$w process, applicants for a scaled source or device evaluation are encourage d
to do the following:

;

General /Fonnat:
I

lie sure to review the applicable regulations and use the most recent guidance, including.

this document, in preparing an application.

Submit all documents, including all drawings if practicable, printed, on standard 8 1/2+

inch x i1 inch paper. If submission oflarger documents is necessary, they should be

folded to 81/2 inch x 11 inch.

All pages in an application should be numbered consecutively. If revisions are necessary.

aller an application has been submitted, revised or replacement pages should be
submitted and should show the date of revision or revision number. Supplemental pages
submitted for insertion should be indicated alphanumerically (e.g.,12a,12b, etc.).

Submit an original, signed application and one additional copy. Retain a copy of the.

your registration application for future reference.

Applicants may include a copy of their submittal on 3.5 inch disk in Wordperfect format..

Content:

Comnlete the " Summary Data" section of Appendix C," Application and Review.

Checklist."

Attach the balance of the application to the " Summary Data"infonnation. The order of.

the infonuation in the application should correspond to the appropriate sub section in

Section 10.

Complete the " Checklist" included in Appendix C as a guide to detemiine whether all.

necessary infonnation has been provided.

The application should also include a drawing (s), no larger than deut 4 inch x 6 inch,.

that may be included in the registration certificate, and that provide an overall
representation of the product and its safety features.

When drawings, opemting manuals, descriptive sales literature, or similar documents are.

submitted as part of an application, they should be identified clearly as being part of the
application. This might be done by marking the materials individually and listing them
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on a cov-r sheet for the appheation or listing them as enclosures to the letter that
transmits the application.

Avoid submitting proprietary information unless it is absolutely necessary.+

The application should include a clear, concise presentation of the infbrmation necessary*

thr the evaluation, avoiding ambiguous and conflicting statements and wordy
descriptions that do not contribute to a technical review.

Tenns included in the application should be used as '. hey are defined in NRC regulations*

and national consensus standards, as applicable. All abbreviations and acronyms should
be defined.

!!ngineering Drawings:

All drawings should have a drawing number, revision number, company name, title,*

scale, and date, iteferences to pads or other drawings should be clearly indicated.

Ifdrawings have been reduced or enlarged, this should be clearly indicated.*

All drawings should include one or several isometric projection diagrams showing*

components pertinent to radiation safety such as shielding material, shielding thickness,
on off mechanism, on ofrindicator, label location, assembly methods, source mounting
and security, and dimensions, tolerances, and materials of construction.

l!ngineering drawings, must be in linglish. To facilitate preparing an application on a*

product manufactured c utside the United States, the applicant may elect to write or
otherwise aflix the linglish translation directly on an engineering drawing.

It may be advar ,geous to submit a product (without radioactive material) or a part of a product
with an application l'or example, a vendor of radiography equipment may elect to submit a
" pigtail" connector (used tojoin the source assembly to the drive cable) as a means of clarifying
the related engineering drawings and operating instrus tions.1.arge pieces of equipment should
not be submitted because of handling and storage limitations at the NRCoffices.

All license applications will be available fbr review by the general public in the NRCs put "c
document room, ifit is necessary to submit proprietary inibnnation, follow the procedure i
10 CFR J,790. See Section 5.10 of this NUlt!!G for additional details.

Applications may be scanned or put through an optical character reader to conven them to
electronic fonnat. To assist with the conversion of the application to electronic media,
applicants are requested to follow these suggestions:

NUlti?G 1556, Vol. 3 (draft) 6-2



_. _. . _ . - - - - _ - - _ ._ . - - .

!.

;

Submit printed or typewritten, not handwiitten, text on smooth, crisp paper that will feed*

easily into the scanner.

Choose typeface designs that are sans serif, such as Arial, lielvetica Futura, Univers,*

the text of this document is in a serif font called Times New Roman. |

Choose 12 point or larger font size.*

.

Avoid stylized characters suca as scri italic, etc..

'

lie sure the print is clear and sharp+

lie sure '.here is high contrast between the ink and paper (black ink on white paper is+

best).

1

J
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7 WHERE TO FILE

Applicants located in states or territories subject to NRCjurisdiction wishing to register a scaled
source or device may file un application with the NRC by submitting the application to:"

| . United States Nuclear Regulatory Commission
Scaled Source Safety Section;
Division ofindustrial and Medical Nuclear Safety'

Washington, DC 20555-0001

Please note that the above address is different from that of tne appropriate NRC region to which

persons would apply for authority to possess and tse radioactive material under a manufacturing
and dist. 'c.ution license,

_
,

; The above address cannot accept mail requiring the receiver's signature (e.g., express mail).
Mail requiring the receiver's signature should be sent to:

'

United States Nuclear Regulatory Commission

.

Sealed Source Safety Section

! Division ofIndustrial and Medical Nuclear Safety

Two White Flint North'

11545 Rockville Pike
North Bethesda,MD 50852

.

Applicants in locations subject to Agreement State jurisdiction wishing to apply for safety
evaluation and registration of a sealed source or device shou'd file the application with the

,

. appropriate Agreement State agency, not the NRC. See Section 2 for additional information
- conceming filing applications with Agreement States.

.

1

(

(
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8 REGISTRATION FEES -

Each application for which a fee is specified, including applications for new registration
certificates and registration certificate amendments, must be accompanied by the appropriate fee.
Refer to 10 CFR 170.3/ to determine the amount of the fee. For applicants for sealed source and
device evaluations, the appropriate fee categories c:e 9A,98,9C, and 9D. The registration
certificate or amendment will not be issued unti! Tull payment of the fee has been received.'

,

Once the technical review process has begun, no fees will be refunded; application fees will be
charged regardless of the NRCs disposition van appiicatie or the withdrawal of an

,

application.

Most NRC registration certificate holders are riso subject to annual fees; refer to
10 CFR 171.16. Consult 10 CFR 171.11 for udditional information on exemptions from annual
fees and 10 C FR 171.16(c) on reduced annual fees for registration certificate holders that may

- qualify as "small entities "

Direct all questions about NRCs fees to the Office of the Controller (OC) at the NRC
headquarters in Rockville, Maryland, (301) 415-7554. You may also call NRC's toll free

number (800) 368 5642 and then ask for extension 415-7554.

.

* This guidance is in accordance with a memorandum from Ronald Scroggins, Office of the

Controller, to all Regional Administrators dated March 17,1994 (Appendix D).
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9 DOCUMENT FLOW !
!

9.1 Application Receipt and Assignment to a Reviewer |

Requests for safety evaluations of sealed sources or devices usually sre submitted by the
tpplicant directly to IAfNS. Ilowever, applicatiom, may be submitted to other NRC sections or j

Offices (e.g., as part of a licensing action omd forwarded to IMNS as a technical assistance j'

request. For example, the NRC regions and other sections within IAINS may receive requests as
part of a license request, or OC may receive e request to make a registration certificate inactive.
The processing of the application is the same in all cases.

NRC staff submitting technical assistance requests for sealed source and devie evaluations to
IMNS should use NRC Form 567," Request for a Scaled Source Device Evaiuation." The
requester needs te follow the istruction block at the top of the form for specific detail on how
and what to submit.

When IAfNS receives an application, an acceptance review is performed to determine whether
there is sufficient information to initiate a review, if there is sufficient information to initiate a
review, the applicant is sent a letter acknowledging receipt of the application; if not, the entire
package is retumed to the applicant for resubmission of a complete application.

Applications are logged into the scaled source and device action tracking system where they
await assignment to a reviewer. Each action is assigned a ur.lque tracking number. Assignment
to a reviewer is determined on a first-in basis. An application may be assigned a higher priority
based on the dire need for the product to protect public health and safety, the product providing a
currently unavailable benefit to society, or commercial hardship that is likely to be experienced
by the applicant if the evaluation process is delayed. Requests for higher priority should include
adequatejustification.

While an application is awaiting assignment to a reviewer, a copy of the cover letter to the
application and the NRC Form 567 is sent to the OC for verification that the appropriate
application fees have been received. OC will return NRC Form 567 to IAINS indicating
whether the appropriate fees have been collected. IAfNS may start an evaluation of a sealed
source or device before fees are collected, however, a final approval of the product will not be

issued until the application fees are paid in full.

9.2 Reviewer's Responsibilities

The reviewer is responsible for performing the technical evaluation of the product, ensuring the
product meets all applicable standards and regulations, corresponding with the applicant to
obtain additional information, if necessary, generating the registration certificate, and ensuring
the application is reviewed and signed by two persons having signature authority. In addition,
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l
the reviewer needs to identify any complex policy issues and bring them to management's
attention.

In some cases, the adequacy of an element of the product design may not be readily evident. As
a result, it may be necessary for the reviewer to exercise professional judgment regarding the
adequacy and safety of the product design. Suchjudgment should be discussed with the
applicant and included in a note from the reviewer to the registration file. A copy of the note to
the registration file should be provided to the applicant.

Once the evaluation and registration are complete, the registration certificate, including cover
letter to the applicant and technical assistance request response, if applicable, and all infonnation
used in suppon of the evaluation, are forwarded to the registration assistant for distribution and
filing.

See Section 2 conceming the NRC review of Agreement State registration certificates.

9.3 Distribution of Completed Certificates

The registration assistant processes distribution of all registration certificates issued by the NRC
and the Agreement States.

After the registration certificate is completed and the package is forwarded to the registration
assistant, all correspondence btween the NRC and the applicant is sent to the Document Control
Desk (DCD). Copies of Agreement State certificates also are forwarded to DCD. DCD ensures
that the information is included in Nuclear Documcats System and the Public Document Room.

The registration assistant distributes copies of all registration certificates to the NRC regions, all
Agreement States, other Federal agencies, and international agencies. The NRC file center
ensures that original NRC registration certificates are maintained in the registration folders and
that a master set of copies of the certificates are maintained and easily accessible to DINS.

9.4 inclusion in the Sealed Source and Device Computerized
Registration System

Once issued, the registration certificate is added to the scaled source and device computerized
registration system. The infonnation included on the first page of the registration certificate is
included in the system and certificate information can be located by searching on any item that is
included in the first page of the certificate (see Section 12.2).
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10 CONTENTS OF THE APPLICATION AND THE REVIEW
PROCESS

Applicants requesting safety evaluations and persons who evaluate the adequacy of products
must address the following items to verify sufficient information is submitted and determine
whether the design of the product is adequate for its proposed uses.

Applicants v.e encouraged to follow the instructions in Section 6 and use Appendix C as a
guideline when submitting applications. Applicants should complete the " Summary Data"
section of the appendix and use the " Checklist" to ensure that they have addressed all items
listed in this section. The balance of the application should be attached to the copy of the
appendix. Iteviewers should use the checklist to verify the applicant has addressed all items
listed in this section.

It should be noted that certain regulations include specific requirements applicable to
evaluation and registration of products. Section 4 lists these regulations and each regulatior,
also is listed at the end of the applicable topic of this section. The regulatory requirements
take precedence over the general guidance provided in this section. Applicants must ensure,
and reviewers verify, that all regulatory requirements are met.

The checklist is not considered an all inclusive review document, it is designed to
highlight important aspects of the application. Further detail and review of specific areas of
the applications may be necessary.

10.1 Summary Information

Manufacturer and Distributor

Applications must include the complete names and addresses of both the manufacturer and
distributor of the product. The same person may be both the manufacturer and distributor,
llowever, if different, the distributor should be the person applying for the evaluation. The
distributor will be responsible for meeting the requirements associated with the registration,
whether the information is supplied by the distributor or by the manufacturer on behalf of the

distributor.

Custom User

Applications .must indicate whether the product is intended for use by a custom user. The
customer user needs to be identified by name and complete address. See Section 5.2 for-
additional information concerning custom users.

10-1 NUREG-1556, Vol. 3 (draft)



A product speci6cally designed and constructed to the order of a single licensee may be
considered a custom product. Since there is a single user of the product, the NRC can
appropriately consider specine departures from accepted standards from the point of view of
compensating quali0 cations or conditions of use for the particular licensee. Usually, these
departures occur in .he areas of prototype testing and quality control (GC) procedures.

Other Companies involved

The application must include the name, complete mailing address, and function of all other
companies involved in the manufacture and distribution of the product.

Model Number. Scaled Source or Device Tvw. and Principal Use Code

The application must clearly state the model number designation for the product. This model
number will be listed on the registration certiGcate for the product and may be listed on |

licenses of persons applying to use the product. The model number is used by the NRC and
Agreement States to uniquely identify the product. j

l
'

An applicant may request to have a model listed as a series, in order to have the model listed
as a series, there should be similarities in the design and construction of the products.
Applicants should provide detailed engineering drawings of each basic source or device series
containing overall dimensions, maximum and minimum dimensions, tolerances, materials of
construction, and differences between models in the series.

The application needs to identify the sealed source or device type as used by the industry
(e.g., level gauge, radiography device, self-shielded irradiator, teletherapy unit, etc.) and the
principal use code that most accurately describes the product. A listing of principal use codes
is included in Appendix E. This information assists applicants and reviewers in determining
the applicable regulations, codes, and standards that affect registration of the product.

The application also needs to identify whether the device is intended to be used under a
speci6c license, general license, either a speciGe or general license, or by persons exempt
from licensing req iirements. If applicable, the applicant and reviewer need to determine
which general license or exemption applies for possession and use of the product.
Information needed to make this determination must be provided by the applicant. This is
discussed further under Section 10.2, which discusses the conditions of use of the product.

Radionuclides Used in the Product

The applicant must identify all radionuclides that will be used in the product and include the
maximum requested activity for each, including loading tolerance. The application must also
include the form of the byproduct material, including contaminates or impurities, if applicable.
It is not necessary for applicants to provide information on contaminates or impurities that
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have little effect on the radiation levels from the scaled source or on how the sealed source
wi" react under extreme environmental conditions.

For evaluations of devices, the applicant must identify whether the associated sealed source is
currently registered. If so, the model number designation and the manufacturer or distributor.

of the scaled source, as listed on the registration certincate for the sealed source, must be
identined.

If the scaled source is not currently registered, the sealed source must be registered separately
or as part of the device in either case, the applicant must submit suf6cient information to
register the scaled source and the reviewer must perform a complete evaluation of the sealed
source if the scaled source is registered as part of the device, the registration certincate for
the device should note that the sealed source is not registered separately, is registered as parti

of the device, and is only approved for use in the device.
,

Lgak Test Freauency

The applicant must provide the maximum time interval between leak tests to be performed on
1

the product. Typically, products are required to be leak tested at intervals not to exceed
6 months. Leak test procedures must be capable of detecting the presence of 185 Bq

(0.005 microcurie) of removable contamination.;

Products containing only krypton-85, hydrogen 3 (tritium), radioactive gas, isotopes with half-
lives of 30 days or less, beta- or gamma-emitting material of no more than 3.7 MBq.

(100 microcuries), or alpha-emitting matecial of no more than 370 kBq (10 microcuries) are
exempt from periodic leak testing requirements. Ilowever, prior to initial distribution of the
product, a leak test should be performed.

Devices may be approved with leak test intervals greater than 6 months if suf6cient
information is submitted to justify such a request. Current policy requires, for specific- or
general-licensed products, the applicant to supply the information listed in 10 CFR 32.51(b)
or 32.74(b)(1) for evaluation if a longer leak test interval is requested.

4

The following regulations should be referenced for additional information concerning leak
' testing:

Regulations Applicability

10 CFR 32.51(b) Devices used under the 10 CFR 31.5 general license.

10 CFR 34.27- Sources and devices designed for use in radiography operations.

10 CFR 39.35 Sources used in well logging operations.

10 CFR 36,59 Irradiator operations,

10 CFR 32.74(b) Sources or devices for medical use.
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Certification and Siunature of a Manacement Representative

i

Individuals acting in a private capacity are required to date and sign the application, i
I

Otherwise, representatives of the corporation or legal entity filing the application should date
and sign the application. Representatives signing an application must be authorized to
make binding commitments and to sign official documents on behalf of the applicant.
As discussed previously in Section 3 " Management Responsibility," signing the application
acknowledges management's commitment and responsibilities for the regulatory requirements.
The NRC will return all unsigned applications for proper signature.

It is a criminal offense to make a willful false statement or representation on.

applications or correspondence (18 U.S.C.1001).
When the application references commitments, those items become part of the*

licensing conditions and regulatory requirements.

10.2 Conditions of Use

The applicant must identify, and the reviewer evaluate, the intended use and users of the
product and which standards, policies, and regulations are applicable. Applicable standards or
regulations may specify prototype testing, labeling, design, maximum external radiation levels,
maximum dose commitments, (!C and quality assurance (GA), or leak testing requirements.

The intended use of the product should include descriptions of the types of users, the
locations of use, the occasions when persons will be near the device and the frequency of
these occasions, and the possibility that the device may be used as a component in other
products.

The applicant and reviewer must also evaluate the likely environments to which the product
will be subjected during normal use and likely accident conditions. Normal use and likely
accident conditions should include those experienced during use, handling, storage, and
transportation (extremes experienced during accident conditions during transportation need not
be considered). The applicant and reviewer need to evaluate whether the product will be
subject to extreme conditions of corrosion, vibration, impact, puncture, compressive loads,
explosion, flooding, poor air quality, excessive high or low temperatures, change in
temperature (i.e., thermal cycling), and cycling of the on/off mechanism.

The applicant should provide the estimated working life of the product. The reviewer should
evaluate the product's estimated working life to determine whether it is justified based on the
information submittedc inclusion of the working life of the product is important since
registration certificates do not have expiration dates. Therefore, the working life provides an
indication of when servicing or re-evaluation of a product integrity may be necessary.

!
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10.3 Construction of the Product

Applicants need to describe construction aspects of the product including components of the
product, materials of construction, dimensions, assembly methods, source containment and
shielding, and operation of the product and its safety features. This should include a brief
written description and summary of the construction aspects as well as specific, detailed
descriptive data such as engineering drawings and product specification sheets.

The brief written description and summary of the construction aspects should include the
overall operation of the product, identification of primary components and safety features,
type of installation including method of attachment to its mounting if installed in a fixed
location and means of relocation if portable, the primary construction materials used for the
product's structure and integrity and for its safety features, accessibility of the radiation beam
during use, the means of providing containment, security, and shielding of the radiation source
including shutters or other movable shielding, location and operation of on/off or
shielded / exposed indicators, and identification of other design features that protect the product
from abuse or tampering. In addition, the identification of the components of the product and
safety features should include a description of each's purpose, function, and operation. An
overall drawing of the product identifying primary components and safety features and
indicating overall dimensions is useful as a complement to the written description of the
product and for providing an understanding of the operation of the product.

Detailed design and construction data should be sufficient to allow the reviewer to fully
understand the construction and operation of the product and its components and safety
features and to evaluate the product's safety and integrity. This should include complete
annotated engineering design and/or construction drawings of all safety critical components,
specification sheets, materials lists, and/or detailed written descriptions, in particular,
mounting and integrity of the radioactive material or scaled source in the product must be
described in detail. Drawings of safety critical parts and components should be fully
dimensioned with tolerances, include identification of the safety critical parts, indicate the
materials of construction or refer to a materials specification sheet or list, indicate fabrication
and assembly methods, and include a drawing number and revision date or number. Parts
critical to safety include those parts or components that provide primary containment, safety,
and shielding of the radioactive material or scaled source, in addition, drawings and
descriptions of non safety critical components and parts that contribute to safety and/or
integrity of the product should be provided. These drawings should include suffielent
descriptive information to determine how the components contribute to the safety and/or
integrity of the product, how the component is integrated with other components of the
product, and determine if the non-safety critical components could degrade the effectivencss
or useftdness of safety critical components.

All special design features that protect the product from abuse, control the hazard from direct
or scattered radiation, and discourage unauthorized access to the source need to be adequately
described. In addition, accessibility of the radiation beam during use, including the sire of
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10.3 Construction of the Product

Applicants need to describe construction aspects of the product including components of the
product, materials of construction, dimensions, assembly methods, source containment and
shielding, and operation of the product and its safety features. This should include a brief
written description and summary of the construction aspects as well as specific, detailed
descriptive data such as engineering drawings and product specification sheets.

The brief written description and summary of the construction aspects should include the
overall operatio-, of the product, identification of primary components and safety features,
type of installation including method of attachment to its mounting if installed in a fixed
location and means of relocation if portable, the primary construction materials used for the
product's structure and integrity and for its safety features, accessibility of the radiation beam
during use, the means of providing containment, security, and shielding of the radiation source
including shutters or other movable shielding, location and operation of on/off or
shielded / exposed indicators, and identification of other design features that protect the product
from abuse or tampering. In addition, the identification of the components of the product and
safety features should include a description of each's purpose, function, and operation. An
overall drawing of the product identifying primary components and safety features and
indicating overall dimensions is useful as a complement to the written description of the
product and for providing an understanding of the operation of the product.

Detailed design and construction data should be sufficient to allow the reviewer to fully
understand the construction and operation of the product and its components and safety
features and to evaluate the product's safety and integrity. This should include complete
annotated engmeering design and/or construction drawings of all safety critical components,
specification sheets, materials lists, and/or detailed written descriptions. In particular,
mounting and integrity of the radioactive material or sealed source in the product must be
described in detail. Drawings of safety critical parts and components should be fully
dimensioned with tolerances, include identification of the safety critical parts, indicate the
materials of construction or refer to a materials specification sheet or list, indicate fabrication
and assembly methods, and include a drawing number and revision date or number. Parts
critical to safety include those parts or components that provide primary containment, safety,
and shiciding of the radioactive material or scaled source. in addition, drawings and
descriptions of non safety critical components and parts that contribute to safety and/or
integrity of the product should be provided. These drawings should include sufficient
descriptive information to determine how the components contribute to the safety and/or
integrity of the product, how the :omponent is integrated with other components of the
product, and determine if the non safety critical components could degrade the effectiveness
or usefulness of safety critical components.

All special design features that protect the product from abuse, control the hazard from direct
or scattered radiation, and discourage unauthorized access to the source need ta be adequately
described in addition, accessibility of the radiation beam during use, including the size of
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openings or air gaps that could allow any part of a human body to enter the radiation beam,
and any protective measures, additional guards, or installation requirements designed to
prevent accessibility of the radiation beam during use need to be addressed.

The reviewer must evaluate how the product is constructed and evaluate its integrity. The
reviewer should be able to determine the construction of the product from the drawings and
written description provided with the application. During the evaluation of product integrity,
the reviewer needs to ensure the following:

The assembly methods (e.g., welds, bolts, screws), including size, materials, and=

spacing, and materials of construction of the device are suf0cient to withstand normal
use and likely accident conditions. These include being subjected to corrosive
environments, vibration, impact, puncture, compressive loads, explosion, Gooding,
excessive high or low temperatures, and drastic changes in temperature (i.e., thermal
cycling), and cycling of the on/off mechanism.

If construction includes use of dissimilar materials, the materials are compatible and-

corrosion is not likely to occur because of contact between the unlike materials (e.g.,
corrosion is likely when you have direct contact between aluminum and steel, or
depleted uranium and steel). In addition, the materials will not cause corrosive
environments without direct contact (e.g., Teden can break down when subjected to
radiation and cause a corrosiu environment for certain metals;.

The materials of construction (e.g., adhesives, lubricants, and gaskets) will not be-

deirimentally affected by exposure to radiation or expected conditions of use.

The assembly methods would have no detrimental effects on the product during its.

fabrication (e.g., heat from welding a holder directly to the scaled source; securing the
sealed source by tightening a screw or bolt against the wall of the sealed source).

The fixed shielding will not move nor easily become dislodged from the device.*

The mom. ting of the sealed source is such that the scaled source will not*

unintentionally move during use nor become dislodged from the device, and the
mounting sufficiently secures the sealed source against access by unauthorized users.

All moving parts have adequate spacing to ensure they will not bind during use. The*

tolerances of the spacing between the parts should be such that likely changes (e.g., )
from bending, temperature changes causing expansion or contraction, introduction of |
foreign materials) will not cause binding that may lead to unintentional exposure of the |
source,

The device can be locked in the closed condition (source fully shielded) and cannot be.

locked in the open condition, if applicable.
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The device contains indicators that clearly identify whethcc the source shielding is in+

the open or closed position. If colors are used to identify thi. open or closed
conditions, red should be used for the open condition where exposure could occur and
green should be used for the closed condition where the source is " safe" in the
shielded position.

Sufficient safety interlocks, barriers, or guards are included to prevent access to the.

radiation beam and prevent exposures in excess of those specified in the regulations
(the inclusion of barriers or guards should be included as reviewer notes to alert

license reviewer::).

If pneumatic or hydraulic systems are used, there are appropriate filtration, relief*

valves, and operating pressures.

The operation is designed to be fail safe, that is, loss of power or a failure in the-

system would cause the shutter to return to, or remain in, the fully shielded position.

If applicable, tamper resistant hardware or assembly methods are used in the design of*

the device. Typicelly, this is required for devices used by general licensees and
persons exempt from licensing.

If applicable, the device is hermetically sealed from foreign materials or moisture..

Scaled sources contain appropriate internal void spacing to ensure accurate leak testing*

results, if applicable, in addition, void spacing should allow for any thermal expansion
of the materials.

Integrity of the product does not necessarily mean the product will perform its intended uses
after being subjected to an accident or unlikely use conditions. Ilowever, the product should
still ensure the byproduct material is not dispersed, the source capsule remains within the
protective source housing, and the shielding integrity is not compromised. Typically, an
increase in radiation of greater than 20% constitutes a compromise of the shielding integrity.

Appendix F includes a listing of references that may be useful in detennining the adequacy
and integrity of the product design.

The following regulations should be referenced for additional information concerning product
designs:

Regulations Applicability

10 CFR 30.19(a)&(c) Devices used under the 10 CFR 30.19 exemption.

10 CFR 32.22(a)
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Regulations Applicability

10 CFR 30.20(a), Devices used under the 10 CFR 30.20 exemption.

10 CFR 32.26

10 CFR 31.5(a), Devices used under the 10 CFR 31.5 general license.

10 CFR 32.51(a)(2)

10 CFR 32.53(c)&(d) Devices used under the 10 CFR 31.7 general license.

10 CFR 32.6/(c)/<(c) Devices used under the 10 CFR 31.10 general license.

10 CFR 34.20 & 34.22 Sources and devices designed for use in radiography
operations.

10 CFR 39.dl(a)(1)&(2) Sources used in well logging operations.
~

. )(2)(3)&(4) Sources used in irradiator operations.10 CFR . ;

10.4 Labeling

Applicants must provide a description of the labeling of the product, including information
contained on the label, materials of construction of the label, and how and where the label is

'

attached. The labeling should be sufficiently durable to remain legible for the useful life of
the product and, for devices, should be in a readily visible location, it is recommended that
applicants provide samples or copies of the labels as part of the application. |

The reviewer must verify that the application includes sufficient information concerning the
labeling of the product. In addition to applicable regulatory requirements, applicants and
reviewers should follow the guidelines outlined below for labeling of products:

For Devices: Model Number, Serial Number, Isotope, A :tivity, Distributor's Name,.

Date of Assay, Trefoil Symbol, and the words " CAUTION - RADIOACTIVE
MATERIAL.'" If applicable, the label should include a statement that it contains
depleted uranium as shielding and include the total weight of the uranium. The label
should also include limiting conditions of use or other information necessary for safe
use of the product, such as servicing instructions, if applicable.

For Scaled Sources: Should contain the same information as included on a device.*

Ilowever, because of its size, all of the information may not fit. Therefore, it should
contain as much of the information as possible with inclusion based on the importance
of the information. The applicant should provide a justification for which information
will be included. Final approval of the information is left to the discretion of the

' The word danger may be used in lieu of the word caution.
L
'
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reviewer. llelow is a listing, in no particular order, of the information, with a
description of why the information may be important:

Trefoil Symbol and/or the Words " CAUTION - RADIOACTIVE MATERIAL"*

- This information is important if a source is found by a member of the public
since it alerts the person finding the source that it contains radioactive material.
The trefoil system is fairly well recognized. Therefore, for small sources where
all the information may not fit, it is probably more importent than the words
" CAUTION - RADIOACTIVE MATERIAL."

Serial Number - The serial number can usually be traced back to determine the*

original activity, isotope, date of assay, and the last known user of the source.
The current activity can be calculated, given this information. Ilowever, to
trace back to this information, either the vendor or the last person possessing
the source must be known and be in business. The serial number may be
important for sources that would be stored in large quantities. This would
assist the licensee in maintaining accountability of each source.

Distributor's Name or Logo - This may be important in trying to locate*

additional information concerning the source. Ilowever, if the serial number is
not known or the distributor is no longer in business., this information may not
be of much value.

Model Number - The NRC includes the scaled source model numbers in its.

scaled source and device computerized registration system. Therefore, the NRC
could identify the distributor, possible isotopes, and maximum allowable
activities, given the model number.

Isotope, Activity, Date of Assay - This information could assist trained.

personnel in responding to an incident involving the source, llowever, this
information could be obtained from other information included on the source,
as indicated above, or by analysis and from surveying radiation levels around
the source.

The reviewer must evaluate whether the labeling is durable, will remain on the product, and
will remain legible under normal use conditions through the working life of the product.

The preferred method of labeling scaled sources is engraving or laser etching the information.
For devices, the preferred method is a metal label, with the information engraved or etched
into the label, and the labd attached to the device with screws or rivets. Other materials and
methods may be acceptable depending on the likely environments in which the product wi!!
he used.
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Labels must be placed so that they are easily visible to the users of a device and will remain
attached to the part of the device that contains the radioactive material, that is, they are not
attached to the detector housing or to a barrier or guard. The applicant may elect to have
additional labels on the detector housing or on barriers or guards. |

The reviewer needs to verify that the labeling does not misinterpret, misrepresent, or lead the
user into violating any applicable regulations. For example, devices distributed to speciDe
licensees must not include statements concerning use of the device under a general license.'

The following regulations should be reviewed for additional information concerning product. I

labeling: |
l

Regulations Applicability

10 CFR 32.25(b) Devices used und:r the 10 CFR 30.19 exemption.
.

10 CFR 32.29(b) Devices used under the 10 CFR 30.20 exemption.

10 CFR 32.51(a)(3) Devices used under the 10 CFR 31.5 general license.

10 CFR 32.54 Devices used under the 10 CFR 31.7 general license.

10 CFR 32.61(d) Devices used under the 10 CFR 31.10 general license.

10 CFR 34.20 Source and devices designed for use in radiography operations.

10 CFR 39.31(a) Sources used in well logging operations.

10 CFR 32.74(a)(2)(rili) Sources and devices for medical use,

& (a)(3)

10.5 Prototype Testing

An applicant must provide information that verifies that the product design will maintain its
integrity when subjected to conditions of nomial use and likely accident conditions. Normal
use and likely accident conditions should ir.clude those experienced during installation, use,
handling, maintenance, storage, and transportation (only normal conditions during
transportation need to be considered). Applicants need to determine an appropriate method to
demonstrate the product's ability to maintain its integrity when subjected to conditions of
normal use and likely accident conditions. This may include:

(i) Testing a prototype of the product. A prototype product must be a complete
representation of the final product that includes all safety feat. ires, shielding, safety
markings (if appropriate), and any accessory features or mounting that may have a
detrimental effect to the safety and integrity of the product when subjected to normal
or likely accident conditions. Prototypes must be constructed from the same materials
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and to the same dimensions and tolerances as the final product, but may be a scale
representation of the final product. Any variations of the prototype product from the
Dnal product must be analyzed for the effect to the test results the change would be
expected to cause (see engineering analysis below).

(2) Performing an engineering analysis. An engineering analysis consists of a detailed,
systematic analysis of the design and materials of construction of the product and the
processes used in the manufacturing of the product to determine the product's ability

- to maintain its integrity when subjected to normal and likely accident conditions. The
analysis may consist of calculations, modeling, sample testing, and evaluation. In
addition, when evaluating products for which an industry standard is applicable, an
engineering analysis may be used to demonstrate that the item would successfully pass
the standard tests, ifit were subjected to the tests. The conclusions of an engineering
analysis should be fully justined with supporting documentation describing the analysis
and including calculations or other applicable reference material.

(3) Operational history of the product. Operational history includes identical devices
(excluding accessory equipment that has no effect on the safety or integrity of the
product) used in equivalent or more severe conditions of normal use. This typically
includes products used in the United States as a custom product or in another country.
Operational history should include the environmental and operating conditicas,
numbers of cycles per year, the results of any known accident conditions, the results
and root causes of any known product failures, and the years of use of the product.
Operational history must be sufGcient to demonstrate that the product would be
expected to operate safely and maintain its integrity during the product's intended
normal conditions of use, in addition, if operational history is sufnciently
comprehensive, it may also be used to demonstrate product integrity for likely accident
conditions, ilowever, a product's operational history would not be sufHcient to
demonstrate its ability to operate safely or maintain its integrity if it has never been
subjected to the extremes of expected normal use or likely accident conditions.

(4) Comparison to a similar or equivalent model previously reviewed and registered.
Information concerning a similar or equivalent product may be used to demonstrate
safety or integrity of the requested product, if the design of the similar or equivalent
product and its intended normal and likely accident conditions of use are identical or
similar to the requested product or can be related (through engineering analysis) to the
requested product's conditions of use, in addition, prototype testing of the similar
product may also be submitted if it can be related to the requested product. The
compt.rison should contain the information on the similar or equivalent pioduct
including prototype testing, applicab!c engineering analyses, or operational history and
a detailed discussion and analysis of how this information relates to the requested
product. In addition, the comparison must demonstrate that the requested product's
ability to operate safely and maintain its integrity is equivalent to or more robu:t than
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the previously approved product, or that the differences between the products are such
that the integrity and safety would not be affected.

,

Regardless of which approach the applicant chooses to pursue, the reviewer must evcluate ;
whether the applicant has adequately demonstrated that the product will maintain its integrity
during normal use and likely accident conditions, and whether the information adequately
addresses all concerns about the source or device's integrity when used in a way the applicant ;

'

has defined as the normal conditions of use.

If the product is registered for use by a custom user, prototype testing may not be required.
This is typical in a situation where only a limited number of units will be manufactured,
usually one or two. Therefore, it may not be feasible to manufacture and test a prototype
product which may not be able to be used after testing. Since only one licensee is using the
product, additional administrative controls can be implemented by the licensee.

Sources

Typically, for sealed sources, the NRC will only accept actual testing of a prototype unit to
demonstrate integrity. This is because the sealed source is the primcry containment of the
radioactive material. The sealed sources should normally be tested in accordance with ANSI
N542, " Sealed Radioactive Sources, Classi6 cation," or International Organization of
Standardization (ISO) 2919, " Sealed Radioactive Sources, Classincation." When reviewing
the testing, the reviewer must evaluate the test methods, procedures, and conditions of the
tests and acceptance criteria used by the applicant against the standard. Any variations must
be evaluated.

In addition to testing in accca ace with an ANSI or ISO standard, the applicant may need to
perform additional testmg to L m %t the source will withstand the conditions of use. For
example, long sources may neco to oe subjected to a bend test and applicants may need to
verify a source design will withstand corrosive environments.

Depending on the wall thickness of a source, engraving or etching the labeling information
may have a detrimental effect on the source integrity. For thin walled sources, the
prototype source should include all engraved or etched labeling information prior to testing.

Devices

When evaluating a device, the reviewer must verify that the scaled source incorporated in the
device has achieved the appropriate ANSI N542 or ISO 2919 classi6 cation for its intended
use and be authorized for the activity to be loaded. The registration certiGcate for the scaled
source should include its classincatien.
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Devices should be tested in accordance with applicable industry and consensus standards. A-

listing of applicable standards is included in Appendix G'.' If there is no applicable standard
for a product, the applicant and reviewer, using professional judgement, need to ensure that
the testing performed sufficiently simulates the conditions that may be expected during use,
handling, storage, and transport of the product. The applicant and reviewer may obtain usefuli

general guidance from a standard for a compaiole source or device,
,

in addition to the testing recommended in the standards, the applicant and reviewer need to
consider other potential use and accident conditions that may affect a particular device's
integrityi Devices should be tested to demonstrate they will maintain their cont. ' unent
integrity and that the necessary safety features remain operable aller being subjected to any
conditions they are likely to experience.

The testing does not need to verify that a device will operate and perform its intended
function after being subjected to accident condition testing. Ilowever, the product should still
ensure the byproduct material is not dispersed, the source capsule remains within the
protective source housing, and the shielding integrity is not compromised. Typically, an

,

increase in radiation of greater than 20% constitutes a compromise of the shielding integrity.

Occasionally, an applicant may indicate that a product has been tested in accordance with a
standard that.has limited applicability in demonstrating that the product will perform

- adequately, from a radiological standpoint, during normal use and likely accident conditions.
. Some examples of such standards are Type 7A package testing, special form testing for sealed
sources, and testing.to Underwriters Laboratory standards. The reviewer should ensure that
the applicant does not rely on this testing alone to demonstrate device integrity.4

The following regulations should be referenced for additional information concerning
prototype testing:

Regulations Applicability

10 CFR 32.53(d)(4), Device > used under the 10 CFR 31.7 general license.

10 CFR 32.101

10 CFR 32.61(c)(4), Devices used under the 10 CFR JI.10 general license.
10 CFR 32.103

10 CFR 34.20 Source and devices designed for use in radiography operations.

:

' For copies of standards, contact the llealth Physics Society,1313 Dolley Madison Blvd, Suite 402,
McLean, VA 22101.

4
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10 CFR 39.41(a)(3) Sources used in well logging operations.

10 CFR 36.21(a)(5) Sources used in irradiator operations.-

10,6 Radiation Profiles

The applicant should provide the maximum radiation levels around the product when it
contains the maximum allowable quantity of each nuclide, or combination of nuclides. The
applicant should include the maximum radiation levels on the surface of the product, at 5,30,
and 100 cm (2.0,11.8, and 39.4 in.) from the product, and levels in the radiation beam (if the
beam is accessible). -If applicable, radiation levels should include when the device is in the
open and closed conditions and when material is present in the measuring area. Doses during
transient conditions and during other conditions of use, such as during calibration, may also
need to be reported. The reviewer must verify that the applicant has provided the maximum
radiation levels. i
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Figure 10.1 - Radiation Profiles - ANSI-538 suggest radiation profiles be provided as
indicated above.

Measured radiction levels are preferable, but calculated levels also are acceptable. If the
measured radiation levels are submitted, the reviewer needs to verify that the conditions under
which the measurements were taken and the equipment used -- including type, window
thickness, and sensitivity -- are acceptable for the nuclide and quantity included in the
product. If calculated levels are submitted, the reviewer needs to verify the calculations were
performed in accordance with acceptable methods or standards.

,:
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If the applicant is taking credit for external shielding or barriers or guards that restrict access
to higher radiation n cas, the radiation levels at, and at distances from, each barrier or guard4

need to be reported.

The reviewer needs to verify that radiatica levels are reasonable. The levels for gamma
emitters should be consistent with the inverse square law and levels for non-gamma emitters
should not. The reviewer also needs to assess whether levels that initially appear

.

unreasonable, such as higher levels farther from the prc.luct, are possible because of scatter.

Even though 50 pSv/hr (5 mrem /hr) at 30.5 cm (12 in.) is an industry goal that has been used
for many years, in general, there are no maximum external radiation level limitations for ,

scaled sources and specifically licensed devices. Ultimately, it is the responsibility of the user,

to ensure the product is used in accordance with 10 CFR Part 20, (e.g., the specific licensee is
responsible for ensuring that persons do not receive doses in excess of the occupational limits
or limits for members of the public and that occupational exposures are AIARA).

If a device is intended for use on a patient, the dose to the patient for a typical application
should be provided. This will serve as a reference point in approving and licensing the
product.

The following regulations should be referenced for additional information concerning radiation
profiles and maximum dose commitments:

,

Regulations Applicability

10 CFR 32.22(a)(2)(vi), D vices used under the 10 CFR 30.19 exemption.
(xili), and (xiv)

10 CFR 32.26(b)(6), Devices uvd under the 10 CFR 30.20 exemption.
(13), and (14)

10 CFR 32.Sl(a)(2)(ii) Devices used under the 10 CFR 31.5 general license.

&(iii)<

10 CFR 34.20 & 34.21(a) Source and devices designed for use in radiography

1
operations.

10.7 Quality Control and Quality Assurance

The applicant must provide details of the QC program that will be implemented to ensure that
- the product is manufactured and distributed in accordance with the representations made in the
application, and the statements contained in the registration certificate for the product. At a
minimum, the QC program needs to ensure that: (1) the materials of construction and the final
assembly mee; the design specifications; (2) the final product is leak tested; (3) a final
radiation profile is performed; (4) a test that verifies the product operates as intended,
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including all safety functions, is perform:d; and, (5) a visual and mechanical inspection of
components that are considered critical to safety or are expected to be susceptible to failure
under extreme or unusual conditions must be performed. Some of these inspections may be
performed on a sample basis. The reviewer must verify that the applicant has provided
adequate information concerning the GC program.

Current practice allows acceptance of the submission of a GA program in lieu of a GC
program. The GA prog:am provides control over all activities applicable to the design,
fabrication, inspection, testing, maintenance, repair, modification, and distribution of the
scaled sources or devices. This puts more emphasis on the overall management structure and
on the program that covers construction of the device from the time of initial design through
refurbishment. Regulatory Guide 6.9, " Establishing Quality Assurance Programs for the
Manufacture and Distribution of Scaled Sources and Devices Containing 13yproduct Material," )
provides applicants with information necessary to establish and implement a GA program that |

Iencompasses all of the GA and GC requirements necessary for the manufacture and
distribution of scaled sources and devices. The guide contains sample documentation and a
checklist for assessing completeness and implementation of the program. GA programs
submitted by applicants are evaluated against Regulatory Guide 6.9. It should be noted that
Regulatory Guide 6.9 discusses acceptance of programs meeting the requirements of other

established GA standards.

If the product is registered for use by a custom user, submission of a complete GC program
may not be required. This is typical in a situation where only a limited number of units will
be manufactured, usually one or two. Since the purpose of a GC program is to ensure all
devices are manufactured to the same specifications, development and submission of a
complete program may not be feasible. Since only one licensee is using the product,
additional administrative controls can be implemented by the licensee.

The following regulations should be referenced for additional information concerning quality
assurance and control:

Regulations Applicability

10 CFR 32.55 & -32.110 Devices used under the 10 CFR 31.7 general license.

10 CFR 32.61(c)(5), 32.62, Devices used under the 10 CFR 31.10 general license.
& 32.110

10.8 Installat!on, Servicing, and Instructions to Users

The applicant should provide any special procedures that need to be followed when the
product is installed at the user's facility. These include verifying the integrity of the
mounting, the installation of interlocks, guards or barriers, and determining whether the
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installation needs to be performed by a specific licensee. General licensees may be permitted
to perform installation depending on the design of the product.

In addition, the applicant needs to indicate whether other sersices necessary to support safe
use of the products need to be performed by a specific licensee or may be performed by a
general licensee. These include calibration, relocation, leak test, routine maintenance,
radiation surveys, necessary training for users, changing of sources, and final disposal of the
byproduct material. The applicant needs to indicate whether the applicant, or the
manufacturer or distributor, will provide the necessary services or identify an entity that will
provide such services, if the applicant cannot identify an entity that will provide the

,

necessary services, the registration certificate should include this in a reviewer note.
Ilowever, if the device is to be possessed and used by a general licensee, and the applicant

_ cennot identify an entity that will provide services that cannot be performed by the general-
licensed users, the device should not be registered. Reviewers should recognize that vendors
or service companies may discontinue providing services. The NRC is typically notified
when a vendor decides to no longer provide services.

Registration certificate holders requesting to transfer a registration certificate to inactive
status should identify whether they plan to continue to previde services for the registered

products or whether they are aware of an entity that will provide services. See Section
13.3," Transfers to inactive Status"

The reviewer needs to verify that procedures for servicing the product are adequate, can be
performed by the persons indicated by the applicant (e.g., by a general licensee), and do not
interfere with, or compromise, the integrity of the product.

,

,

The reviewer must verify that the distributor provides the user of the product with the
information necessary to safely operate and maintain the product. These include instructions
for operation, maintenance, calibration, damage / failure, specific wamings, leak tests, and
radiation surveys. The distributor should also provide information to the user concerning who
may provide services for the product. For devices distributed to ge;.eral licensees, the
distributor needs to provide copies of regulations governing use and transportation of the
product and a listing of regulatory authorities who license possession and use of the product.

To_ assist the reviewer in determining whether certain activities may be performed by general.

licensees, the applicant must provide an estimate of the dose to a worker for each activity to
be performed.

<The reviewer ne ds to verify that the documentation provided to users of the products does
not misinterpret, misrepresent, or lead the user into violating any applicable regulations.
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Figure 10.2 - Installation and Servleing of Devices - Applicants must specify the
qualifications needed by individuals to perform installation and servicing of devices.

The following regulations should be referenced for additional information concerning
servicing:

Regulations Applicability

10 CFR 32.51(b) & (c) Devices used under the 10 CFR 31.5 general license.

10.9 Final Evaluation and Concurrence

Once the reviewer has evaluated all necessary information and has determined that the product
is acceptable for licensing purposes, the information will be passed to a second reviewer to
perform an independent technical evaluation. The second reviewer must independently arrive
at the same finding as the initial reviewer. Any discrepancies between reviewers must be
resolved before the registration certificate can be issued. Once both reviewers concur in the
findings in the document, they will sign the certificate.

Typically, the initial reviewer will generate a draft registration certificate for evaluation by the
second reviewer. The second reviewer will evaluate both the application and the draft
registration certificate to ensure accuracy and completeness.
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11 DEFICIENCIES IN THE APPLICATION

in the process of evaluating an application, a reviewer may determine that insufficient
information has been submitted if this is the case, the reviewer must contact the applicant to
obtain the infoimation. Depending on the type ofinfomiation needed, the reviewer may obtain
the information by sending a formal written request to the applicant, requesting a meeting with
applicant, notifying the applicant of the need for information via telephone or electronic mail, or
obtaining the information directly from the applicant during a telephone conversation or via
electronic mail.

Because of the need to complete the application reviews in a timely manner, the reviewer should
do the following when addressing deficiencies in applications:

11.1 Sending Deficiency Letters to Applicants

Any significant or complex deficiencies in an application for an evaluation must be set forth in a
famial deficiency letter to the applicant. The letter should request that the response be provided
in duplicate. The letter to the applicant .hould request that the applicant respond within a4

gecified number of days from the date of the deficiency letter. The number of days is typically
30 to 60 days but depends on the complexity of the information and the levd of effort needed by
the applicant to respond (e.g., extra time may be needed to perforra prototype testing on a
product).

l

If a written response' to the deficiency letter is received within 5 working days aRer the date ;
'

requested in the deficiency letter, the reviewer will proceed with review of the response.

If a written response to the deficiency letter is not received within 5 working days aller the date
requested in the deficiency letter, the reviewer should send a second letter to applicant. The
second letter should notify the applicant that unless a response to the first letter is received
within 30 calendar days from the date of the second letter, the reviewer will consider the
application as " abandoned"' for failure to provide the requested information "without prejudice"
to the resubmission of a complete application. Prompt action (5 working days) should be taken
to " void" the application after the application has been considered as " abandoned." The
application will be held in a " void file."

I A written response may be either a letter or a fax from the applicant.

''" Abandoned" is not meant to have legal connotations. It means simply that the applicant for a new
license or for an amendment to an existing license has given up its pursuit of the license or amendment.
"Without prejudice"is not meant to be understood in a legal sense. This means that the applicant can
resurrect its application within some reasonable time without having to pay another fee, having its
application redocketed, etc. " Void" should not be thought ofin its legal sense. It means here that the'

application is, in practical efTect, nullified.
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If a response to the deficiency letter is received afler the application has been voided and the
response is received not more than 1 year from the date of the letter, the application should be
assigned a new tracking number and handled as a new application. Ilowever, no additional fee
may be necessary ifit is a continuation of the evaluation. liigher priority will not be assigned
solely based on the fact the application is a resubmission.

11.2 Meetings with Applicants

NRC or applicants may request meetings to discuss sealed source and device applications. The
meetings may be prior to submissian of an application or to discuss items included in a
.xficiency letter. Meetings between NRC and applicants may be at an NRC office, or at the
applicant's facility ifit is determined that it would enhance NRC's understanding of the product.

11,3 Use of the Telephone or Electronic Mail to Obtain Additional
Information

There is no prohibition on using the telephone or electronic mail for obtaining clarifying
information from an applicant. These mechanisms may be used to notify an applicant of simple
deficiencies, to accelerate the review process, l

Use of the telephone or electronic mail for notify.c an applicant of deficiencies must be limited
to items that are simple and such that they can be si :cified simply. Simple items include a
model number for a sealed source, need for a applicant commitment to perform a procedure, or
clarification of a material type or a dimension.

if the deficiency is a clarification ofinformation provided in the application, it may not be
necessary to have the applicant respond in writing. This decision is left to the discretion of the
reviewer. Ilowever, the applicant's response, either via telephone or electronic mail, must be
documented and included as part of the application.

In all cases, the telephone conversation or electronic mail transmitting deliciencies to an
applicant must be documented by the person initiating the telephone call. If the applicant does
not respond within 15 calendar days, a confirmatory letter must be sent to the applicant. The
confirmatory letter must clearly specify the deficiencies and be handled as a typical deficiency
letter with the exception that it includes a statement that the information needs to be received
within a specified time frame or the application will be voided.

11.4 Response Time Extensions

A request from an applicant for an extension of time to respond to any correspondence about its
application may be granted ifit is determined that there is good cause to grant an extension. The
request may be in writing or via the telephone. Typically, the reviewer responds by telephone to
notify the applicant that an extension has been granted. All requests for extensions must be
approved by Management and must be documented in a conversation record.

NUREG-1556, Vol. 3 (draft) Il-2
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12 CONTENTS OF THE CERTIFICATE

Registration certificates are written in a standard format. This allows license reviewers and
inspectors to quickly retrieve information necessary to perfonn a license review, perform a site
inspection, or respond to incidents involving lost, damaged, and/or abandoned sealed sources or
devices.

The registration certificate is a summary of the technical evaluation of the product. It contains
summaries of the areas examined during the evaluation process. Appendix 11 includes standard'

formats for registration certificates for a scaled source, for a device, and for an exempt device.
Further clarification of the infonnation that is included in a registration certificate is listed

below.

12.1 Header

The header includes the title of the document, the registration number, date ofissuance, page
numbering, and the sealed source or device type. If the certificate is amended or corrected, this
is indicated in the title; the page number of each corrected page(s) needs to be listed or the
header notes that the certificate is amended in its entiretv. The registration number is assigned

by the reviewer, in accordance with the numbering procedures in Appendix 1. The issue date is
the date the certificate has received both reviewer and concurrence signatures.

12.2 First Page Information

The firr,t page of each certificate includes the name and complete address of the manufacturer
and distributor, the model number of the sealed source or device, the manufacturer or distributor
and model number for the scaled source incorporated in the device, isotopes, maximum
allowable activity levels, leak test frequency, principal uses (inclading code and description),
and an indication of whether the registered product is designed for custom use, if registered for
custom use, the name and address of the custom user is included. This information is entered
into the NRC maintained computerized registry of scaled sources and devices.

The following subsections are included in the order listed below starting on the secc 1d page of
the certificate.

12.3 Description

This section provides a narrative description of the construction of the product, safety features of
the product, and ON/OFF and safety indicators. The description should include the materials of
construction and fabrication techniques for critical safety components of the product. These
typically include source encapsulation materials, source holder materials, shutter mechanisms,
welding process, and device security features, such as tamper resistant fasteners, leeks, etc.
Overall dimensions of the sealed source and the device are also included.

12-1 NUREG-1556, Vol. 3 (draft)



Certificates for scaled sources include the chemical and physical forms of the source material.
Certificates for devi:es describe how the scaled source is secured within the device and how the
product is protected from its intended environment (e.g., hermetically sealed, fire-proof,
corrosion-resistant, etc.).

12.4 Labeling

This section describes how the labeling requirements are fulfilled. It lists the infomiation that
can be found on the label, construction of the label, and how and where the labeling is attached

to the product. Any exemptions from labeling requirements or omissions of'nformation
typically included on the labels will be noted.

12.5 Diagrams

This section lists the diagrams, drawings, sketches, or pictures of the product that are included in
the certincate. These are typically included as attachments to the certificate and snould include
overall dimensions of the product, the location of the sealed source within the device, and the-

safety related features of the product. A person using the certificate, such as an inspector or
license reviewer, should be able to identify a device given the diagrams and the description from !

1the certificate.

12,6 Conditions of Normal Use

This section lists the environmental conditions the product is intended to withstand. The normal
intended uses of the product and any limitations that define these uses are included in this
section. The workin t life is also included.

12.7 Prototype Testing

This section describes tests pe: formed on prototypes of the product to demonstrate it will
maintain its integrity, if the product was tested in accordance with an applicable industry or
consensus standard, the ccrresponding classification, as defined by the standard, should be stated
in this section. If the product was tested in accordance with an applicable regulation, this section
specifies whether the product satisfactorily met the requirements of the regulation.

If, in lieu of prototype testing a product, an applicant submitted operational history of the
product or a similar product or provided an engineering analysis that demonstrates that the
product is adequately designed, this section will provide the details of the operational history or
analysis and the basis for determining the design to be adequate.
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1
1

12,8 External Radiation Levels !

!

This section states the maximum radiation levels from the product when loaded with the
maximum activity of each nuclide or combination of nuclides. If the manufacturer is unable to
provkie measured external radiation levels for the product, a conservatively calculated maximum,

!radiation profile is listed, if applicable, the radiation profiles are listed for shutter open and
closed conditions. The stated levels are the maxiraum radiation levels expected from the product |

and take into consideration factors affecting the levels, such as whether product i nresent in the j
measuring area or whether certain areas around the device are restricted from accc,s. Any J.

significant contaminants that would change the expected radiation levels are stated. Ideally, the
radiation levels listed in this section will include the levels on connet with the product, at 5,30,'

and 100 cm (2.0,11.8, and 39.4 in.) from the product, and in the beam.

Should there be a device containing a number ofisotopes and designed with a range of
dimensions, a distributor may commit to ensuring that the radiation levels do not exceed a
specified level. If this is the situation, the certificate needs to include the maximum allowable
radiation level and include limitations conceming the installation of the device.

12,9 Quality Assurance and Control

This section includes a summary of the GC procedures that will be followed to ensure the
product meets all applicable specifications. If the GC procedures meet a national or industry-

standard or regulation, it is specified in this section. In lieu of submitting GC procedures, an
applicant may commit to following a GA program. Again,if the GA program meets a national or
industry standard or regulation, it is specified in this section. If the applicant commits to
following a complete GC or GA program, a short cummary of the program may be included and4

this section should reference that details of the complete program are on file with the NRC. The
section also contains a statement reflecting that the GC or GA program has been assessed and

deemed acceptable by the NRC.

12,10 Limitations and Other Considerations of Use

This section establishes the limiting conditions imposed on the scaled source or device. These
include leak testing, handling, storage, use, transfer, disposal, environmental conditions, ,

'

labeling, special handling procedures and tools, and specific licensing conditions that should be
addressed by the license reviewer. This section needs to clearly indicate the services that may be
performed by general-licensed users of the products, state that sources or devices should not be
subjected to environments that exceed their ANSI or ISO classifications, and state that if
subjected to such environments, the licensee must dise'.ntinue use of the source or device until a
demonstration that no affect to the source or device iny;ity has occurred as a result of operation

outside the specified range. It also includes a limitation that states that the registration certificate
and the information contained within the references shall not be changed without the written
authorization of the NRC,

i
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1

7

. 1. imitations on sealed sources and devices can be divided into two categones, the first being
'

limitations placed on the manufacturer or distributor of the sealed source or de es ad the
j second being limitations placed on the user of the sealed source or device. Lin.L nons of the
'

first category are derived from regulations, in addition to regulations, the second category of
] limitations is also derived from conditions imposed by the manufacturer, by particular conditions
; of use that would reduce the radiation safety of the device, and by circumstances unique to the

sealed source or device, which require that the scaled source or device receive a special
limitation.

in addition, this section of the certificate may contain reviewer notes. The purpose of such notes,

j is to identify to license reviewers areas of use of the product that cannot be controlled as part of
! the registration. This alens the license reviewer to verify that the licensee implements certain
j administrative procedures before initial use, as part of routine use, or as pan of an emergency |

| response to an incident. l'or example, indicating in a reviewer note that a vendor no longer
! offers servicing for the product alerts the license reviewer to obtain more than a statement that
j services will be provided by the vendor.

1

12.11 Safety Analysis Summary

This section summarizes the conclusion of the evaluation perfonned by the reviewer and states ,

that the product is acceptable for certain licensing conditions. Also, typically listed in this '

; section are any additional features that the device, surroundings, environment, or accessories
; may contribute to the integrity or safety of the product. These may include physical constraints
; such as barriers, fences, or guards and actual use time in terms of radiation exposure resulting
] from working around the product.

'

12,12 References
;

j This section incorporates by reference the documents that were submitted in support of the
'

application. These references ie'ude applications, letters, faxes, electronic mail messages, and |
| enclosures to such documents. .ne applicant is required to adhere to the information and

commitments included in these references.

12,13 lawuing Agency

This section identines the NRC as the regulatory agency that issued the certificate and includes '

the date issued and the typed names and signatu.es of the two persons who reviewed the '

certificate and all applicable documentation. All certificates include two signatures as part of the
t quality control measures.

,

,
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1

12.14 Attachments
.

This section typically contains diagrams, drawings, sketches, or picturer .ef the product, as
discussed previously in Section 12.5. These provide inspectors a tool by which they can
easily identify the devices in the field. The attachments also may contain designations of
specific models and their characteristics, such as dimensions and scaled source activities, if a
series of devices are registered.

The header for the attachments is simile to that for the main body of the registration
certificale. The header contains the title of the document, registration number, date of

'

issuance, and attachment numbering. The header does not contain th*e sealed source or device
type.

12,15 Dimensions and Use of Dual Unif

The NACs Metrication Policy (57 FR 46.702) requires that documents specific to a registration
.

certificate holder, such as the registration certificate, include dimensions in the units employed
by the registration certificate holder, in addition to including the units employed by the
registration certificate holder,it is recommended that registration certificates include dual units

;

as specified below:

All measurements should be stated in the units employed by the registration certificate*

holder, followed by the appropriate English or Intemational System of Units conversion
,

in parentheses.

All measurements not provided by the applicent should be specified in English units,*

followed by the converted International System of Units value.
.

-The method of stating measurements for a specified property should be consistent+

throughout the document, if the measurement of the property is Srst stated in
Intemational System of Units, with the English conversion in parentheses, then all other
measurements should be stated in Intemational System of Units, with the English
conversion in parentheset

If a value is being restated (i.e., the measurement is included in a table, was already+

stated in the same section of the document, or was included on the first page of the
document (such as the maxim: m activity)), the restated measurement need not have the
conversion following it since the conversion has already been included in the document.

>

:
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13 MODIFICATIONS TO EXISTING REGISTRATION
*

CERTIFICATES
i

it is the obligation of the registration cenificate holder to keep the registration cenificate current.
If a registration certificate holder plans to make a change to the registered product that affects the '

commitroents made in the infonnation provided in support of the application or the conditions
included in the registration certificate, the registration certificate holder murt file for an
amendment or conection to the registration cenificate. Until the amendment request is approved
and the amended certificate is issued, the registration certificate holder is obliged to comply with
the information in the certificate, llegistration certificate holders are enew iged to anticipate
the need for cenificate amendments as far in advance as possible.

An application to amend a certificate should be prepared in triplicate. The registration certificate
holder should retain one copy for their records and submit the original and one additional copy to
the address specified in Section 7. The application should identify the registration certificate by
number and should clearly describe the changes and the efrects of the changes on the safety

properties of the product. Iteferences to previously submitted infonnation should be clear and
specific and should identify that infonnation by date, document title, and page number.

An application to amend a certificate should be accompanied by the appropriate fee (Section 8)
and, for medical products, the registration certificate holder needs to notify FDA about the

proposed changes to the product.

The request for an amendment or correction needs to address the changes to the product and how
the changes affect the original safety evaluation of the product. The reviewer needs to evaluate
the changes to detennine if they have any adverse effects on the safety of the product and
whether the initial evaluation and the detennination of adequacy are still valid. The reviewer
needs to look at all aspects of the initial evaluation to detennine if the change would have an
elTect on another aspect of the evaluation that may not be readily evident. For example,
changing a part of the source holder from stainless steel to lead may improve the shielding
elliciency, but may have detrimental efTects on how the device will react to accident conditions.
This type of detrimental efTect may have been overlooked by the manufacturer.

13,1 Amendments

if the registration certificate holder requests an amendment to the cernficate ( i.e., it requires a
safety evaluation to be perfonned) the certificate should be amended in its entirety. The
certificate header should include, under the title, the following:

(AMENDED IN ITS ENTIRETY)

'the certificate should be assigned a new issue date and the certificate should be re issued in its

entirety. When possible, the reviewer should use bold type face to highlight the changes that
have been made to the certificate.

13 1 NUREG IS$6, Vol. 3 (draft)

- -_. . _ . - _ _ __ _ _



_ _ _ . _ _ _ - _ _ _ _ _ _ _ __

i

i

13,2 Corrections:

if the change only involves corrections to the certificate (i.e, does not require a safety evaluation
to be perfonned such as change in address or error identified in the cenificate), then only the
aficcted pages of the cenificate need to be updated and issued. 'lhe reviewer should use bold
type face to make the corrections. !!ach affected page should include,in the header, under the

! title, the words "CORRl!C iliD PAOl!S," the number of each page afTected, and the date of the
! conection. An example of this fonnat is shown below:
i

(CORRECTliD PAGl!S 1,2, & 4. JUI,Y 5,1776)

'the issue date of the certificate should remain the same as the last issue date. It is not necessary<

to include the letter from the registration certificate holder in the reference section of the
cenificate.

!

: If the conection requires a change to the signature page of the cenificate, the certificate should
i be amended in its entirety. The reviewer may elect to hold off making corrections to the

signature page until the registration certificate holder requests an arnendment, requiring a safety
evaluation, to the certificate.

,

;

13,3 Combining Registration Certificates

Registration cenificate holders may request that NRC combine Iwo or more certificates into a,

: single cer11ficate. Ilowever, it is /AINS policy that only products which are essentially ide:Acal
; in design, function, construction, and which vary only in a dimensional capacity, in the sources

used or in their application, may be grouped together on a single registration cenificate.>

:

; Combining registration eenificates does not require a safety evaluation, llowever, the reviewer
: must detennine whether the request meets 13fNS policy and can administratively combine the

registration certificates.

13,4 Transfers to inactive Status

if a registration cenificate holder requests that a registration certificate be transferred to inactive
status", the registration certificate holder should provide: (1) the total number of the products
sold; the number of products still in use"; (2) the services (including source seplacement and
availability) the registration eenificate holder will still provide to users of the product or the
identification of an entity that will provide services;(3) a commitment that the registration

" NRC also will transfer a registration certificate to inactive status ifit knows the registration
'

cenificate holder is out of business.
.

" The actual number of products sold and still in use may not be known by tne registration certificate
holder. Ilowever, the registration certificate holder should still provide a best estimate.
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'
!

. . !
'

cenificate holder will no longer commercially distribute the product; and, (4) verification that m,
,

; changes were made to the product since its initial registration or last amendment, ne reviewer
'

must verify that the above infomiation is included and that the background file for the product
evaluation is complete and accurate, llecause some registrations were issued many years ago, ,

| the files may not include all the information that is now required. Therefore, the reviewer should j

request that ? e registration cenificate holder submit any and all additional infonnation that i
i

would be needed to make a determination that the product is acceptable for licensing purposes. !
;

; He reviewer needs to write an updated registration cenificate, including the new registration j

number (see Appendix 1 for issuance ofinactive registration eenificate numbers) and updated ;i=

infonnation. The new certificate will contain a statement that the product will no longer be'

commercially distribuwd but may still be approved for licensing purposes, ne registration [

certificate will replace the old registration certificate and will be used as the basis for continued
licensing of the product. |

;

13.5 Re-Activating inactive Registration Certificates ,

Vendors may submit requests to re activate inactive registration cenificates. Requests to re- |;_
!cctivate inactive registration cenificates are handled in one of the two methods:
i

1. If the background inibnnation on file with the NRC for the inactive registration ;

cenificate is complete, up to date, and the vendor does not request any changes to the ;

infbrn ation, the vendor may simply submit a letter to the NRC requesting re activation
of the registration cenificate. The letter must include commitments that the information

; on file with the NRC is complete and accurate and that the vendor commits to abide by
all infbnnation on file with the NRC. The revicwer must verify the infomtation 's
complete prior to assigning a new registration cenificate number and re issuing tl.e

: certificate.

!

2. If the background infomiation on file with the NRC lbr the inactive registration -
certificate is incomplete, not up to-date, or the vendor requests changes to the
infonnation (e.g., changes in the design of the product or manufacturing or distribution
procedures), the vendor must submit a complete application for evaluation and
registration in accordance with this document. The reviewer must review and evaluate
the application in the same manner as a new application.

,

!
i

?

,

!
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14 IDENTIFYING AND REPORTING DEFECTS AND
NONCOMPLIANCE AS REQUIRED BY 10 CFR PART 21

1(egistration certificate holders are required to adopt appropriate procedures to evaluate
deviations la product designs or failures to comply with registration requirements to identify
defects or failures to comply that are associated with a substantial safety hazard. A substantial
safety hazard is defined in Part 21 as a loss of safety function to the extent that there is a major
reduction in the degree of protection provided to public health and safety for any facility or
cctivity licensed, other than for expon, pursuant to parts 30,40,50,60,61,70,71, or 72.
Ilowever, NRCinformatlon NoIIcc 91-39:" Compliance with 10 CFR Pan 21, Reporting of
Defects and Noncompliance"(available from the NRC upon request) indicates that from a
radiological perspective, a substantial radiation safety hazard exists if there is a potential for a
moderate exposure to, or release of, licensed material. Funber, it provides the following for
detennining moderate exposure or release oflicensed material:

. Guidelines for determining moderate exposure:

* Greater than 250 mSv (25 rem) exposure (whole body or its equivalent to other body

parts) to ac myt!nnally exposed workers in a period of a year or less.

* Greater than WW0.5 rem) exposure (whole body or its equivalent to other body pans)
to an individual in an unrestricted area in a period of a year or less.

* Guidelines for detemiining potential for release oflicensed material:

* Itclease of materials in amounts reportable under the provisions of

10 CFR 20.22024)(2).

All defects or failures to comply that are associated v.ith, or could lead to, a substantial safety
hazard must be reported to the NRC pursuant to 10 CFR 21,21. In addition, registration
certificate holders are required to meet the posting requirements specified in 10 CFR 21.6,

Applicants are not required to submit copies of the procedures that are necessary to meet the
requirements of 10 CFR Part 21, llowever, applicants need to be aware of the need for such
procedures and the NRC will evaluate the procedures during inspections.

14 1 NUREG-1556, Vol. 3 (draft)



15 GLOSSARY

Active Registration Certi//cate means a registration certificate for a sealed source or device that
may be authorized for initial distribution. It constitutes part of the basis for the NRCand
Agreement States to issue licenses.

Active l'endor means a vendor, listed on a registration certificate, that may be authorized to

initially distribute the scaled source or device listed on the registration certificate.

Agreement State means a State that has entered into an agreement with the NRC allowing the
State to regulate the use of byproduct material within the State. A complete ;isting of the current
Agreement States, including addresses and points of contacts, can be obtained from OSP.

Agrecmcnt State Regl3tration Certi/lcate means a registration certificate, issued and maintained
by an Agreement State, fbr a scaled source or device evaluated by the Agreement State.

Applicant means a vendor or custom user of a product that applies for a certificate of registration
with the NRCor an Agreement State. The applicant is responsible for ensuring the infonnation
provided in the application is complete and accurate.

Associated Equipment is equipment that is used in conjunction with a device and directly effects
the safe ua of the device or ensures the device maintains its integrity (e.g., parts that move a
source, control the shielding of a source, control the radiation levels around a device, come in
contact with the source). Associated equipment supplied by the vendor of the device should be
evaluated and registered as part of a device, if the associated equipment is supplied by another
vendor, the evaluation and registration should be handled the same as a device evaluation and a

separate registration certificate should be issued for the equipment.

Custom User means a licensee that uses a product that is manufactured in accordance with the

unique specifications of, and Ibr use by, a single applicant. Typically, no more than two
different NRCor Agreement State licensees may be custom users of, and may register, the same
product, llowever, a custom user may acquire and/or use more than one product.

Inactive Registration Certl/lcate means a registration certificate for a scaled source or device that
may have been authorized for distribution at one time but no longer may be authorized for initial
distribution. Un! css otherwise stated in the registration certificate, the scaled source or device
included on an inactive registration certificate still may be authorized for use and may continue
to be licensed. The vendor listed on the registration certificate may be authorized to provide
service and replacement parts fbr the sealed source or device and may be authorized to receive
the sealed source or device from a user for disposal or redistribution to a licensee, llowever, the

design of the scaled source or device cannot be changed.

The NRC and the Agreement States may continue to issue licenses to persons to use scaled
sources or devices that are included on an inactive registration certificate, This typically would
occur during renewal of a license, llowever, the fact that the rcgistration ceitificate is inactive

15 1 NUREG 1556, Vol. 3 (draft)



serves to alert the license reviewer that the user may not be able to find a firm to service the
device or may not be able to find replacement parts. The license reviewer must ensure that
emergency procedures, operational support, and services are still applicable.

/nactive l'cndor means a vendor who no longer may be authorized to initially distribute the
scaled source or device listed on a registration certificate but may be authorized to provide
services for the scaled source or device.

NARM stands for Naturally occuning or Accelerator-produced Radioactive Material. This
material is not subject to regulation by the NRC but is regulated by the States. FDA Center for
Devices and Radiological llealth assists States in their review and regulatory approval for
distribution of devices containing NARM.

Product means any sealed source, device, or associated equipment registered with the NRCor an
Agreement State.

1

Rcghtration Ccrtl//cate //oldcr means a vendor or custom user of a product that holds a
certificate of registration with the NRCor an Agreement State. The registration certificate
holder is responsible for ensuring the information in the registration certificate is current and
correct and for ensuring products manufactured or distributed confonn with the conditions of the
certificate,

l'endor means any person, licensed or unlicensed, who manuflictures or distributes products.

II'orking Life means the time period when the product is expected to maintain its integrity. The
working life should is based on the radiotoxicity, total activity, product constmetion, nonnal
operating environments, likely abnonnal conditions, fatigue, and wear.

NUREG lSS6, Vol. 3 (draft) 15 2



----- - - . - - -.--._.A----m oms-* A.-.4m_m.<w- *-.4-_r.-m >.M.d==-_8m._.,e_4e4>---e..mi-Am6-num-4_Ah,--=.m.---ha44--_d--. e._. A*m4*m-u4..

;

4

1

,

!
.

'

| APPENDIX A

'

MEMORANDA BETWEEN C. PAPERIELLO.

AND S. TREBY REGARDING LICENSING
'

OF SEALED SOURCES AND DEVICES -
.

EVALUATED AND REGISTERED BY
| AGREEMENT STATES
:
;

|

|
L

<

4

,

t

., ,,-e., a- - ---....--,m - - , . - , _ . . , .....,. , . . , . , - , .



.. . ..

Appendix A: Memoranda between C. Paperiello and S. Treby Regarding Licensing of
Sealed Sources and Devices Evaluated and Registered by Agreement States

pa % ,
\ UNITS 0 STAf sfeS

[QV/)
kTY NUCLE AR MEGUL.ATORY COMMISSION

*"WWW-
.....

M(MORANDUM f0R Stuart A. Treb/
Assistant General Counsel

for Rulemaking and fuel Cycle
Office of the Geners) Counsel

FRON: Carl J paperiello, Director
Olvision of Industrial and

Medical Nuclear safety, let$$

$UBJtCT: LIC(N$ LNG OF $(AL(D $00RC($ AND D(VIC($ (VALUA1(0
AND R(Gl$i(R(D tv AGR((M(Ni $1AT($

The purpose of this memorandue is to ensure thet OGC has ne legal objection to
the actions we plan to take with respect to registration certificates issued
by Agreement States and to request that 00C provide answers to two specific
questions concerning Agreement $ tate licensees using sealed sources or. devices
under reciprocity. We are providing the following background information to
assist you in making your determinalton and answering the questions.

The Atoetc (nergy Commission, and now NRC, staff has evaluated sealed source
and device designs from a health and safety standpoint since the old Igl0's.
Although the estent of the review was shifted from a health physics point of
view to an engineering based evaluation, the process has reestned intact.
Once the product is found to be acceptable for Itcensing purposes, a
registration certificate is prepared and issued for the product. This
practice was conducted under the general provisions of 10 CFR 30.33, which
states that an application for a specific itcense will be approved if, among
other things. 'the applicant's proposed equipment and factittles are adequate
to protect health and nintette danger to life er property.'

With respect to certain equipment, appittents for specific Itcenses frequently
describe the equipment by referring to data already filed with the NRC by the
equipment manufacturer. Ihts practice is administratively convenient to the
NRC, Agreement $tates, manufacturers of equipment, and applicants for licenses
to use the equipment because it eliminates t.orforming redundant evaluations
and stepitfles paperwork. A single sutsission by a manuf acturer is evaluated

or an Agressent State, and the results of the evaluation are used
by the NRC;s or Agreement States' review of multiple appitcations for specificin the NRC
itcenses as the basis for approval. This practice is provided for under the

that 'laformationgeneral provisions of 10 Cf R 30.32(a) which states, in part, led with thecontained in previous appittations, statements or reports fi
Commission or the Ateetc (norgy Commission may be incorporated by reference,
provided that the reference is clear and spectitc.'

In 1982 a new management control system for sealed source and device
evaluettons was tuplemented. This systes estabitsbed the current standard
format for registration certificates, estabitshed the classification of active
or inactive for vendors and products, and automated the search and retrieval
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of certain information about the sealed source and device. At that time. NRC
undertock the task of maintaining a national registry of all registration
certificates for sealed sources and devices.

In 198$ the states requested that NRC incorporate the Radioactive Material
Reference Manual (RMRM) into the national registry as a service to the $tates.
The RMRM contains evaluation information on naturally occurring or accelerator
produced radioatstve material (NARM). NRC had no objection to this merger
provided that a disclaimer was added to the RNRM certificates that clearly
denoted that NRC has no authority to regulate NARM. Appro Imately 500 RMRM
evaluation certificates have been entered into the national registry.

In 1987,10 CFR 30.3t(g) and 10 (TR 32.fl0 were added to codify the existing
administrative practice for performing ' pre marketing * evaluations and
registrations of radiation safety information on certain sealed sources and
devices. 10 CFR 30.3f(g) clarifles that an application for a specific license
to use a sealed source or device reference a registration certificate issued
by NRC or an Agreement $ tate. 10 CFR 32.210 describes the NRC criteria for
approving sealed source and device designs and clarifles the regulatory
responsibility of manufacturers of products registered with the NRC. These
rules provide some assurances that safety evaluations are perforred uniformly.
Although these were not made a matter of compatibility with the States, the
$tates do recognite the advantages of participating in performing the
evaluations and recognizing registrations issued by NRC or other $tates.

As part of maintaining the national registry of registration certificates, the
NRC provides the Agreement $'ates copies of the registration certificates they
have issued and the State provide copies of the registration certificates they
have issued to the NRC. Thus, when a manufacturer or distributor of products
within either an Agreement 5 tate's or NRC's regulatory jurisdiction provides
detailed information about its sealed source or device to its regulatory
agency for registration, the registration certificate is available to the
Agreement States and NRC for use in granting licensing approval to users of
the source or device throughout the United 6tates, its territories and
possessions, and in Puerto Rico.

When a registration issued by an Agreement $ tate is forwarded to OSP, OSP is
responsible for performing a review of the certifictte. In some cases the
sealed sources or devices cannot be Itcens6d by NRC. The same source or
device may be licensed by an Agreement State due to differences between NRC
and Agreement $ tate regulations.

Based on the above discussion, we plan to do the following:

1. Continue to incorporate MARM certificates into 95 national registry
af ter the Office of State Programs (0$P) has reviewed the certificate
and added the disclaimer that the matertal covered by the certificate is
not regulated by NRC.

.

|
NUREO 1556, Vol. 3 (drall) A-2

__- _- - - -



- . . . - - - . . . _ - - _ _ _ _ _ _ . _ ~ . - - _ , . - . . - . - - _ - -

r

:
'

.

f
e

!

!

Mr. $tuart A. Treby 3

2. Continue to incorporate registration certificates for sources and
9evices containing byproduct esterial for use only within the Agreement
$ tate into the national registry after OSP has reviewed the certificate.

; An erample of these types of certificates are those which specify the
source or device is only approved for use by a custon user.

3. Incorporate registration certificates for sourus or devices which NRC
believes may not provide sn adequate level of safety or are prohibited
for use by certain provisions of NRC regulations into the national
registry with a cover letter indicating way the source or device is not
approved for use by NRC licensees. NRC will then address the safety

'
issues with the $ tate which issued the certificate.

We believe this action is necessary totreviewers are aware of NRC concerns with(the certificate,1)ensurethatNRClicenteif the
certificates knd cover letters are not included an NRC license reviewer
may receive a copy of the certificate directly from the applicant or
Agreement State and assume the registration was accepted by NRC but the
registry had not been updated to include the registration; and (2)
provide other Agreement $tates with the information necessary to
determine whether a license to use the source or device should be
approved,,

if OGC has no legal objection to the actions listed above, we reauest that OGC
provide ansmus tc the following 'luestionst

1. Can an Agreement State Itcensee use a sealed source or davice under the

generallicenseprovidedin10CfR150.20(a)tcensingpurposesforeither
if the NRC has determined

the source nr device is not acceptable for I
of the reasons provided in ites 3 above? It would appear ths use of
some sources or devices would be authortred as long as the Itcensee's
activities comply with the provisions specified in 10 CfR 150.20(b). If
OGC agrees,150.20(a) could allow Agreement $ tate Itcensees to perform i

activities which NRC does not authorite within NRC jurisdiction. An
example of this is an Agreement State Itcensee could perfors, in NRC
jurisdiction, certain mobile nuclear services which are prohibited und:r
10 CFR 35.29. This appears to be authortred since 10 CfR Part 35 is not
Itsted in 150.20(b) as a condition of the general itcense and parts of
10 CFR Part 35 were not a matter of compatibility wl'h the Agreement
States.

2. If OGC determines that an Agreement state itcensee can use a sealed
source or device under the general Itcense provided in 10 CFR 150.20(a),
what actions can NRC take to prohibit the use of a source or device that
NRC has determined is not acceptable for Itcensing purposes under the
general licensef Based on the case involving Wrangler Laboratories, a
general licensee, and the case involving the 3M static eliminator
problem it is not clent that a general license can be revoked or
suspended to an individual without rulemaking.
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Mr. $tuart A, freby 4

Please address your response to this memorandum to $teven Baggett of my staff
at 504 2689, mallstop OWIN 6H).

s4V ' u&
Carl J. eri o Director
Division of Industrial and

Medical Nuclear $4fety, MS$

i
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December !). 1993

MEMORANDUM FOR: Carl J. Papariello, Director
Division of Industrial and

itedical Nuclear Safety
office of Nuclear Material Safety

and Safeguards

FRON: Stuart A. Treby
Assistant General Counsel for

Rulemaking and ruel Cycle
Office of the General Counsel

SUBJECTS LICENSING OF SEALED SOURCES AND DEVICES
EVALUATED AND RE0!STERED SY AGREEMENT STATES

In your memorandum dated Se pt eir.be r 3 0, 1993, you requested our
views on two specific questions related to the approval and
registration nf sealed sources or devices by Agreement States, and
their subsequent usage by Agreement State licensees under the
reciprocity provisions of 10 CFR Part 150. For the reasons
discussed below, the Agreement State licensee is not authorised to
carry out activities in non Agreement States, if NRC licensees are
barred by NRC regulations from conducting such activities.

Duration.1: Can an Agreement State licensee use a sealed source
or device under the general license provided in 10 CFR 150.20(a) if
the NRC has determined the source or device is not acceptable for
licensing purposes because (a) the NRC believes the source or
device does not provide an adequate level of saf etys or (b) NRC
regulations prohibit the use of such source or device?
Reapenas: From our reading of the regulations, sources licensed by
an Agreement State, and prohibited by NRC regulations, are not
authorized f or use in a non Agreement State. The example that you
cite, certain mobile nuclear services prohibited under 10 CFR'

35.29, is invalid.

The provisions of 10 CFR 150.20 are clear, 'Notwithstanding any
provision to the contrary in any specific license issued by an
Agreement State . .. the general licenses provided in this section
are subject to the provisions of ... & 21, ....' 10 CFP 30.34,
' Terms and conditions of licenses ' specifically sets forth in
subsection (a) : 'Esch license issued pursuant to the regulations in
this part and the regulations in parts 31 through 35 and 39 of this
chapter shall be subject to all the provisions of the Act, now or
hereaf ter in ef fect, and to all valid rules, regulations and ordera
of the Commission:' This catchall provision has the ef f ect of
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capturing the prohibitions of 10 CFR 35.29. The intent of the
Commission in promulgating the reciprocity provisions in 1962 was
to allow a valid Agreement state licensee the privilt;w to conduct
licensed activities in non. Agreement States under a Federal general
license, and subject to licensee compliance with NRC regulations.s
Thus, Agreement State licensees are not authorised to conduct
activities in non. Agreement states, unless such activities are also
authorised by the NRC.'

ouention 2: If 00C determines that an Agreement state licensee
can use a sealed source or device under the general license provide
in 10 CFR 150.20fa), what actions can NRC take to prohibit the use
of a source or device that NRC has determined is not acceptable f or
licensing purposes under the general license?

Re a pena.g : Based on our response to question 1, this situation
should not arise. If an NRC licensee is barred from carrying out
certain activities, an Agreement State licensee would also be
barred from carrying out identical activities under an Agreement
State license in the non. Agreement State.

The question remaining involves the activities of Agreement State
licensees in Agreseent States. !! the NRC has reason to believe a
safety issue exists with respect to a particular source or device,
then the use of the source or device can clearly be banned in non.
Agreement states via the reciprocity provisions of Part 150. With
respect to activities in the Agreement States, we would believe
that consultation by NRC staff with the Agreement states in
question might resolve the issues i.e., the Agreemer't States would
agree to ban the source or device. !! consultation with the
Agreement States proved insuf ficient to resolve the assue, the NRC
can take steps, pursuant to Section 2743 of the Atomic Energy Act
of 1954, as amended, to suspend all or part of the Agreement State

Sat 27 fat Rah 1351, Statement of Considerations for 108

CFR Part 1b0 rulemaking, ' Exemptions and Continued Regulatory
Authority in Agreement States Under Section 274.'

8 10 CFR Part 150 does not explicitly set forth every
specific NRC regulation. However,10 CFR 30.34 has the ef fect of
capturing those requirements not specifically alluded to in 10 CFR
150.20(b), which should be included se terms and conditions of the,

specific Agreement State licenses operating in non. Agreement
States. It should also be noted that this ' capture * provision does
not serve to bring in every omitted NRC regulation in Part 150.
For example, 10 CFR 30.33 on ' General Requirements for Issuance of,

Specific Licensee,' would not be relevant. The corresponding
sections of Parts 40 and 10 (Sections 40.41 and 70.32) are also
ref erenced in 10 CFR 150.20(b) as applicable to Agreement State
11eensees.
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! program, with or without nottee to the state, depending on whether
'

; . an energer.cy situation was present.
s

.

5

finally, we have no legal objection to the actions you are;

proposing to take with respect to the national registry. If you
,

require f urther assistance on these matters, feel free to call '

Nvid J. Futoma of my staff at 804*1421.

$ ) r

Stuart A. Treby r

Assistant General Counsel for
Rulemakins and Fuel cycle '

office of the k neral Counsel'
4

L

|
cer Richard L. Sangart, OSP ,

;

4

.

.

i. '

.

| 1

.

4

4

a

; i

.

'

A-7 NUREG 1556, Vol. 3 (draft)

;

s., - ,. . --- . . , , , . . . . . -_ - . - - , . , - - , . , , - , _ . . ,,-,--,--_._..._m.... __ - - - - ._



__. . . .-_- - --_ .____- - - - _---.- - - - - -

:

i

)

:

i

APPENDIX B'

,

CHECKLIST FOR REQUESTS TO WITHHOLD
4

INFORMATION FROM PLIBLIC DISCLOSURE
:
,

.

i

4

.

I

t

j

4

i

_ _ _ _ . . , . . _ . . . . _ , , . _ _ , _ - . - . - __ . . . . . -



Appendix B: Checklist for Requests to Withhold Information from Public Disclosure

Checklist for Hequests to Withhold Information from Public Disclosure

in order to request that the NRC withhold infonnation contained in an application from public discloscre, the
applicent must submit the infonnation and application, including an af0dasit, in accordance with 10 CFR 2,Ms.
'lhe applicant shouid submit all of the following:

A proprietary copy of the information. lirackets should be placed around the material considered to be
proprietary. This copy should be marked as proprietary.

A non. proprietary copy of the infonnation. Applicants should white out or black out the preprietary ponions

| (i c., those in the brackets), leaving the non proprietary portions intact. This copy should NOT be marked as
proprietary.;

!

An altidavit that:

Is notarized.

Clearly identines (such as by name or title and date) the document to be withheld.

Clearly identines the position of the person executing the afDdavit. This person must be an ofUcer or
upper level management of0cial who has been delegated the function of reviewing the infonnation sought
to be withheld and authoriicd to apply for withholding on behalf of the company.

States that the company submitting the infonnation is the owner of the infonnation or is required, by
agreement with the owner of the information, to treat the information as proprietary,

provides a rational basis for holding the information in con 0dence.

I ully addresses the following issues:

Is the infonnation submitted to, and received by, the NRC in con 0dence? Provide details.'

To the best of applicant's knowledge, is the infonnation currently available in public sources?g

Does the applicant customarily treat this infonnation, or this type of infonnation, as con 0dential?e

liplain why.

i $" ' Would public disclosure of the infbrmation be likely to cause substantial hann to the competitive
'

position of the applicant? If so, explain why in detail. The explanation should include the value of
the infonnation to your company, amount of effort or money expended in developing the

i[p , ' " , information, and the case or dilHeulty of others to acquire the infonnation.,

Withholding from public inspection shall not affect the right, if any, of persons properly and directly concerned to inspect the
documents. If the need arises, the NRC may send copies of this information to NRC consultants working in that area. The NRC
cill ensure that the consultants base signed the appropriate agreements for handling proprietary infonnation.

If the basis for withholding this infonnation frorn public inspection should change in the future such that the infonnation could
then be made available for public inspection, the applicant should promptly notify the NRC. The applicant also should understand
Chat the NRC may hase cause to review this determination in the future, for example,if the scope of a freedom of Information
Qct request includes the infonnation in question. In all review situations, if the NRC makes a determination adverse to the above,
the applicant will be notined in advance of any public disclosure.

B-1 NUREG-1556, Vol. 3 (draft)
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Appendix C: Application cnd R: view Ch:cklist

SilM M ARY 11 ATA

N:me c:d Complete Malling Address of the Applicant: Name.Titic, and Telephone Number of the indhidual to lic
Contacted if Additionallnformation or Clarincation is Needed
by the f utC:

T he Applicant is (check one): If the Applicant is Not the Manufacturer, Provide the Name and
Complete Malling Address of the Manufacturer-

Manufacturer

Distfibutor

Manufacturer and ()istributor

if the Applicant is a Cuitum User, Proside the Name and Proside the Name, Complete Malling Address, and l' unction of

Complete Malling Address of the Distributor: Other Companies ins obed:

Model Number: Principal Use Code (see Appendit D):

Name Used by the industry to identify the Product (e.g., For Use by:

R:diography I'.sposure Desice, Teletherapy Source,
S CCIIIC I'ICC"5CC5 U"IYPCclibr: tion Source, etc.):

General I.icensees Only

lloth Specifk and General I.icensees

Persons F.sempt from 1.icensing

leak Test Frequency: Principal Section of the 10 CFR that Applies to the User (e.g.,
General 1.icensees under 10 CI'R 31.5):

Periodic 1.cak Testing is Not Required

6 Months Radionuclides and Masimum Aethitics(includingloading
"

Attached is justification for a leak test frequency of
greater than 6 months

CI:RTil'lCATION:

1111: Al%KANT UNDI Rs1 ANDS TilAi A1.15T A11 MI NT1 AND RIl'RI M NT A1K)NS M AD1 (N Til!$ AltlICAllON ARI lilNDING UlVN illt Alt!ICAN1

lill: AIMKAN1 AND ANY 011ICIAl | XIC111ING Tills Cl R111ICATlON ON 111ilAll Of Tilf AltlICANT,NAMI D IN lil M 2,Cl Rill Y 11tAl till% Alt! ICATlON ($
Pkl.PARLD IN (UNIORMilY %1111 firl.l.10,cDDF OF Il D8 RAL kl UULATR'N5, PART5 30 AND 32 AND TilA1 All INIORMAIlON (UNI A!NID llLRt IN 151 rut AND-

(CRI CT 1011it litsi Of TilllR KNO%'ll 1100 AND illi,lti

VIAkNING 1811 $ 0 M CTION 1001 ACT Of JUNI. 29,1948 f 2 si A1 149 MAKI 511 A CRIMIN Al 0111 Nsl 10 M AKI A % tillUI1 Y I Al.5151 ATI MLN! OR
RI PKl.alNT ATR)N 10 ANY ()l.PARTMt N1 OR AOI NCY 061111 UNITI'[1 s1 All 5 A1 TO ANYM Alli R %111tlN !!$ JUR15DICllON

Cc:tif> lng Officer- Typed Name and Title

Signat:rt: 1) ate:
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CHECKLIST !

Registrellon Certincate Holders !

Modelt i

t)ESCRIPTION OK/DEF COMMENTS
L-

DI:SCRIPTION/ CONSTRUCTION ,

.

l' registration certificate holder is requesting to register more than onc
st arce/ device on a certincate, are designs similar enough to do so?

DeWee/ source design with complete engineering drawings (dimensions,
tolerances, list of materials)

Assernbly methods (screw, wrids, etc.),
verify integrity

Source mounting (sire and integrity) and security

is source ANSI classification sufncient (from ANSI N$421977):
Rad 6ography . Unprotected . . . . . . . . . . 4351$............... .

Radiography in Device . . . . . . . . . . . . . . . . . . . . . . . , . . 43313.

Medical . Radiography . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 32312
Medical . y Teletherapy . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..$3524
y Gauges Unprotected . . . . . . . . 43333... ................ .

y 0auges . In Device . . . . . . . . . . . . . . . . . . . . 43232......... .

[l G:uges, Low I:ncrgy y Osuges or X ray fluorescence . . . . . . 33222.

Oil Well i.ogging . . . . . . . . . . . . . . . . . . . . . . . . . . $6$22......

l' ort:ble Moist / Density . . . . , . . . . . 43333.................... ,

Neutron A pplications . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 43323
y ltradiators (ll. llt, lV) . . . .... 43424.....................

y irr:diators (l) . . . . . . . . , ............ ........ . . 43323
Setic i:liminators . . . . . 22222.................. . .......

Smoke Detectors . . . . ...................... 32222. ...

Definition of shutter operation (locked in Off position, not locked in On
position), l' ail safe, spacing and tolerances

On-Off indicators (description, qty., location) .

Sirety interlocks, guards, etc. to prevent access to beam or high radiation levels

Corrosion between unlike materials (e g., aluminum A steel, depleted uranium &
steel, etc.)

Shielding cificiency and integrity

l'or medical devices: Was a $10L provided7 (prmide written notification to
l'DA) -

Well logging sources must be nondispersible and nonsoluble. (see Appendix J
for a list of approved well logging sources as of November 1991)

See ' ANSI and Other Standards * list for references for particular source / device
designs (e g. radiography, tirach> therapy etc.)

C-3 NUREG 1556, Vol. 3 (draft)
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l' age 2 of 4

CllECKl.IST
Hegistration Certincale lloider:

Model:

1)ESCRIPTION OK/I)EF COMMFNTS

LAllillNO

Copy of label

Materials, dienensions, colors (note on registration certincate if labeling is
esempt from the color requirements of 10 Cl R Part 20)

Permanent attachment and location (s) . sisible to users?

Contents: Modcle, Serial *, Isotope, Acthity, Manufacturer. Date of Assay,
Trefoil, *CAU110N . RADIOACIIVI: MA'll: RIAL,"(Depleted Uranium
information must be induded)

CONDillONS Ol' USI:
5

1:spected wo Ling life of the source /desice hears, operations)

Actions to be taken when product reacher end of its working life
,

Masimum allowable temperature, sibration, shock, corrosion, etc. (during use,
handling, storage, and transport)

llow the desice will be used

Meets dose limits of Part 32 for distribution general licensers or persons esempt
from licensing

l'ROlOl'Ypli Tr.SilNO/IllSTORICAL USI:

Tests methods and conditions (for source and device) -

Tests results

Years of use (incidents, failures, etc.)

Similarities to other sources /desices if they are used as basis.

RADIATION PROl'Ilf,S
r

Survey instrument used (t3 pe, window thickness, sensitisity, etc.)
_

Conditions: including emironments, setter (product in beam), and use of guards
and shields

Distance from source / surface (per ANSI $381979)

Shutter Open and Closed /Fource Shicided

3. Verify radiation surseys for y radiation meet inv law, , q

Verify :=diation sursc>s for non y radiatian hase not been calculated using ine
low. i

NUREO 1556 Vol,3 (draft) C-4
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Page 3 of 4

,

CHECKLIST
Hegistration Certifkate Holder*

,

Mcd:l

DESCRIPTION OK/DEF COMMENTS,

- QUAlliY ASSURANCl;
i

Materials, subassemblics, settices _,

,

Assernbly methods (screws, welding, etc.)'

1)imensions and tolerantes
.

- Arthity, radiation lescis, leak tests

.

QA M:nual nnd comparison of manual to Regulatory Guide 6.9
~

I

.

INS 1 Al.l..AllON |

;

lhed, portable, movable, fised installation but portable source housing |

Inherent shielding, inaccessibility ;

Ile:m access: site of air gap / opening to beam and use of interlocks, locks,1

additional shielding or barriers

| Mounting mtegrity

SArl:1Y INS 1RilC110NS
i

| Operttion, maintenance, calibration, damage / failure, specific warnings, leak test,
,

end rtdiation surse)s
,

! ACCOMPANYING IX)CUMI.N FAllON
a-

1.ctL tests results and radiation sunc>s

'Ir:nsportation documents

$ Operction, maintenance, cahbration, damage / failure, specific warnings, leak test, '

end r:diation suncy instructions if applicable

. l'or I)istribution to General 1 icenseen:
.

'

Verify NRC Regions and Agreement State listing is up to-date and copics of all
pertinent regulations

,.

i

i

C5 NUREG 1556, Vol. 3 (draft)
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Yage 4 of 4

CHECKLIST
;

Hegistration Certincate lloider:

1 Models
m m. =

i 1)ESCRIPTION OK/DEF COMMENTS
-

SI:RVICING
4

The following activities rnay le performed by the persons indicated:

Actitivity by a General Only by a Will be Offered
l.icensee Specific 1.icensee by the Applicant,

Installation

;- |(clocation
-

Maintenance
_

Hepalt
;

: Source
i lathange

Cahbration
,

I. cal Testing

R:diation
Sursey

itzining

I'ORI:lGN VI'NI) ORS

Drop ship

Who and where is source installed

1 eci test and radiation surveys

QA in the U.S.-

.

NUREG 1556, Vol. 3 (draft) C-6
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| APPENDIX D
:

) MEMORANDUM FROM R. SCROGGINS
i REGARDING WORKING ON APPLICATIONS
| PRIOR TO RECElPT OF FEES
i
,
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' Appendix D: Memorandum from R. Scroggins Regarding Working on Applications Prior to Receipt of Fees

f
,

k

fp(R l * IM
!

! M(MORANDUM IOR: Thomas T. Martin. Administrator. Rt
Stewart D. (bneter. Administrator. Ril i

John 8. Martin. Administrator. Rlli
'

James t. Milhoan Administrator. RIV
Kenneth (, Perkins. Jr.. Administrator RV ,

,
fRON: Ronald M. $croggins |

Deputy Chief financialt
Officer / Controller

PROC (DURLS FOR PROC ($$ LNG MAT (RIALS LIC(N$($UBJfCT2
APPt|CAil0N$ PRIOR TO [[[ V(RIFICAil0N

a

in the November 1. 1993. Report of Headquarters Organisational Review, th1 j

Review Team recommended that the materfals license review process should not >

The (00's January 10. 1994 ;be delayed to obtain OC fee concurrence.
memorandum to me rogarding the Report, (copies to Office Directors and

'

RegionalAdministrators) stated: The 100 agrees that the verification of'

OC is to work with thefeel should not delay the Itcense review process.
regions to estabitsh a mutually acceptable mechanism to 4ccompilsh the regions
accurate identtitcation of license fees." As stated in my January 6. 1994

'

memorandum to Thomas T. Martin. Region 1. copy enclosed, it is current agency *

policy not to delay the processing of en application pending the receipt of a3

Accordingly, applications can be processed up to the point of issuancefee.
pending notification that the fee is paid,

if you or any member of your staff have questions regarding this policy or the
procedures, or have suggestions for improving the current procedures, please
contact Glenda Jackson of my staff at (301) 492 8740. ,

;

' ('.:,0 . . ,. ,

R**d M f *. ...a, jh,
,

Ronald M. $croggins
Deputy Chief Financial

Officer / Controller

i
,

p
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APPENDlX E<

l

|

PRINCIPAL USE CODES AND DEFINITIONS;
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Appendix E: Principal Use Codes and Definitions

CODE
A Industrial Radiocran.hy - The examination of the structure of materials by nondestructive

methods that use scaled sources of radioactive material,

11 hiedical Radiocraohv - 1he process of producing x ray or gamma ray images to assist in
medical diagnoses.

C Medical Telethernov - The treatment of disease with gamma radiation from a controlled
source of radiation located at a distance from the patient.

i D Gamma Gaunts - The use of gamma radiation to measure or control thickness, density,
levels, interface location, radiation leakage, or chemical composition.

E lieta Gauces - The use of beta radiation to measure or control thickness, deasity, levels,
interface location, radiation leakage, or chemical composition.

F Well leccina - The lowering and raising of measuring devices or tools that may contain
radioactive sources into well bases or cavities for the purpose of obtaining information about
the well or ad,jacent fonnation.

O Portable Moli,ture Density Gauces - portable gauges that use a radioactive scaled source to
determine or measure the content or density of material. Includes hand held and
dolly transported devices with sources.

11 Osncral Neutron Source Applications - All applications, except reactor startup and well
logging, that use a neutron source.

I Calibration Sources (Activity greater than 30 mCl)- Scurces of a known purity and activity
that are used to detennine the variation in accuracy of a measuring instrument and to ascertain
necessary correction factors.

J Gamma Irradiator. Catecorv i - An irradiator in which the sealed source is completely
contained in a dry container constructed of solid materials, the sealed source is shicided at all
times, and human access to the scaled source and the volumes undergoing irradiation is not
physically possible because of the design of the irradiator.

K Damma Irradiator. Catecory ll- A controlled human access irradiator in which the sealed
,

source is contained in a dry container constructed of solid materials, is fully shielded when not
in use, and is exposed within a radiation volume that is maintained inacccasible during use by
an entry control system.

L Gamma Irradiator. Catecorv 111 - An irradiator in which the sealed source is contained in a
storage pool (usually containing water), the scaled source is shielded at all times, and human
access to the scaled source and the volume undergoing irradiation is physically restricted in its
designed configuration and proper mode of use.

E1 NUREG 1556, Vol. 3 (draft)
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J

;

CODE
M Gamma Irradiator. Catenorv IV - A controlled human access irradiator in which the sealed

source is contained in a storage pool (usually containing water), is fully shielded when not in4

use, and is exposed within a radiation volume that is maintained :naccessible during use by an

| entry control system,

i N lon Generators. Chromatonraohv - The use of an ion generating source and a device to

i determine the chemical composition of material,
i

O lon Generators. Static Eliminators - The use of an ion generating source and a device to
eliminate static electricity on a surface or a surrounding area.

P lon Genera' ors; Smoke Detectors - The use of an ion-generating source and a device to
detect gases and particles created by combustion.

Q Thermal Generator - The use of a radionuclide and a device to produce heat to produce |

energy, |

R Gas Sources - Scaled sources containing radioactive gas such as krypton 85 or hydroge -3.
.

S Foil Sources - Sources that are constructed using thin metal foil. The radioactive material
may be secured to the foil in a number of ways, for example, plating, laminating, or cold
welding.

7

T Qthg1 - All uses not covered 'in other categories.

U X Ray Fluorescence - Sources and devices that use radioactive material to excite the atoms
of samples that in turn em.t charv. eristic x-rays and thereby provide a means for sample
analysis.

V- General Medical Use-Includes diagnostic sources and devices such as bone mineral
analyzers and t'ierapeutic sources and devices such as interstitial needles, therapeutic seeds,
and ophthalmic applicators.

W SglfI uminous 1 inht Source - A source consisting of a radioactive nuclide or nuclides
incorporated in solid inactive materials or sealed in a protective envelope and incorporating a
phosphor to emit light.

X- Medical Reference Sources - Includes flood sources, instrument check sources, spot markers.
.>

Y, , Calibrators - Devices containing calibration sources that are used to determine the variation
in accuracy of a measming instrument and to determine necessary correction factors. a

r

r

1

i

y

~
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APPENDIX F'

i

4

STANDARD REFERENGE MATERIALS
.

;
,

,

6

1

4

.

?

l

,

4

4

5

_ . - . . . _ . - _ _ . - - . - - _ . - _ - - . - . _ _ . . __



Appendix F:, Standard Reference Materials

Avallone, E. A., and Baumeister, T., " Marks' Standard llandbook for Mechanical
Engineering, Ninth Edition," 1987.

Belanger, R., Buckley, D. W., and Swenson, J. B., NUREG/CR-ll56 " Environmental
Assessment oflonization Chamber Smoke Detectors Containing Am 241," November 1979.

Buckley, D.- W., Belanger, R., Martin, P. E., Nicholaw, K. M., and Swenson, J. B.,
NUREG/CR-1775 " Environmental Assessrient of Consumer Products Containing Radioactive
Material," October 1980

Linauskas, S.11.," Doses from Portable Gauges,"(Research Report), August 1988
i

Schweitzer, P. A., "llandbook of Corrosion Resistant Piping," 1969

Shigley, J. E., and Mitchell, L. D., " Mechanical Engineering Design, Fourth Edition," 1983

Shreir, L. L., " Corrosion, Volume 1, Metal / Environment Reactions," 1976

Willems, N., Easley, J. T., and Rolfe, S. T., " Strength of Materials," 1981
_

1

.

.

$f
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Appendix G: Industry and Concensus Standards

Brachytherapy:

ANSI N44.2-1973 "For Leak-Testing Radioactive Brachytherapy Sources"

ANSI N44.1 1973 " Integrity and Test Speci0 cations for selected Brachytherapy
Sources"

Gauges:

ISO 7205-1986(E) "Radionuclide gauges - Gauges designed for permanent
installation"

ANSI N5381979 " Classification ofIndustrial lonizing Radiation Gauging Devices"

Irradiators:

ANSI N433.1-1977 " Safe Design and Use of Self Contained Dry Source Storage
Gamma irradiators (Category 1)"

ANSI N43.101984 " Safe Design and Use of Panacamic, Wet Source Storage
Gamma Irradiators (Category IV)"

Light Sources:

ANSI N43.4-1975 " Classification of Radioactive Self Lumincus Light Sources"

Power Generators:

IAEA No. 33 " Guide to the Safe Design, Construction, and Use of
Radioisotopic Power Generators for certain Land And Sea
Applications"

Radiography:

ANSI N43.9-1991 "For Gamma Radiography - Specifications for Design and
Testing of Apparatus"

ANSI N432-1980 " Radiological Safety for the Design and Construction of
Apparatus for Gamma Radiography"

ISO 3999-1977(E) " Apparatus for Gamma Radiography - Specification"

G-1 NUREG-1556, Vol. 3 (draft)
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Smoke Detectors:

Nuclear Energy Agency - 1977 " Recommendation for Ionization Chamber Smoke
Detectors in implementations of Radiation
Protection Standards"

Sources (General):

ISO 2919-1980(E) " Sealed Radiation Sources, Classification"

ANSI N542-1977 " Sealed Radiation Sources, Classification"

-(Revision of ANS! N5.101968)

ANSI N5.10-1968 " Sewed Radiation Sources, Classification"

Teletherapy:

ANSI N449.1 1978 " Procedures for Periodic Inspection of Cobalt 60 and Cesium-
137 Teletherapy Equipment"

X-Ray Fluorescence:

ANSI N43.2-1977 " Radiation Safety for X-Ray Diffraction and Fluorescence
Analysis Equipment"

ANSI N537-1976 " Radiological Safety Standard for the Design of Radiographic
and Fluoroscopic Industrial X-Ray Equipment"

Miscellaneous:

ANSI N43.3-1993 " Installations Using Non-Medical X-Ray and Scaled Gamma-Ray
Sources, Energies Up to 10 MeV"

NCRP Report No.49 " Structural Shielding Design and evaluation for Medical use of
X-Rays and Gamma Rays of Energies up to 10 MeV"

NUREG-1556, Vol. 3 (draft) G-2

. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . . _ _ _



- - _ - - - - - - _ _ . - - _ . _ _ _ - - - - - -

1

<

h

?

i

1

: APPENDIX H
,

i

STANDARD REGISTRATION
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Appendix Hi Standard Registration Certificate Formats [
t

REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES4

SAFETY EVALUATION OF SEALED SOURCEi

(AMENDED IN-ITS ENTIRETY) i
.

,

4 ,

h NR ***-S ***-S DATE: PAGE 1 OF 5 ,

SOURCE TYPE: Short description of the source type i

! i
! MODEL: ABC
:.

MANUFACTURER / DISTRIBUTOR: Name
Street
Ci ty, Sta te Zip
(if manufacturer and distributor,

are the same, keep subheading as
shown. If different, cielete the
word manufacturer from the

: subheading)

MANUFACTURER: Name
Street
Ci ty, State Zip
(this st'bheading and information is

1

" not necessary if manufacturer and
; discributor are the same.)

.

ISOTOPE: MAXIMUM ACTIVITY:

. List Isotopes J xx mil..icuries (xx GBq)

: . units should be such that the
amount is in the 1 to 999 range

i LEAK TEST FREOUENCY: Not Required
6 Months

v.
.' . PRTNCIPAL USE: (A) Industrial Radiography
V from -listing in-Regulatory Guide 10.11

CUSTOM SOURCE: YES X NO

- CUSTOM USER: Name
~

Street
City, Sta te Zip

.._
(delete entire subsection--if not -applicable)-

6 H-1 NUREG-1556, Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-S ***-S DATE: PAGE 2 OF 5

SOURCE TYPE: Short description of the source type

DESCRIPTION:

Provide the complete description of the source.

LABELING:

The source is engraved with the radiation symbol, isotope,
activity, model number, serial number, da te of assay, name of the
distributor, and the words " CAUTION-RADIOACTIVE MATERIAL". The
text is X" (X mm) high and is on the end/ side of the source
capsule.

DIAGRAM:

Reference all attachments to the document including the total
number of a ttachments.

f&UpITIONS OF NORMAL USE:

The source is designed and manufactured for use in measuring. . . .

The sovrce may be used in harsh enviroments but shall not be
subjected to environments that exceed its ANSI N542-1977
classifica tion, 77COOOOO.

PROTOTYPE TESTING:

A prototype of the Model ABC source was constructed and subjected
to the tests provided in ANSI N542-1977/ ISO 2919 and achieved a
classification of 77C00000.

NUREG-1556, Vol. 3 (draft) H-2
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES I

SAFETY EVALUATION OF SEALED SOURCE
(AMENDED IN ITS ENTIRETY)

!

NO.: NR ***-S ***-S DATEL PAGE 3 OF 5
|
.

SOURCE TYPE: Short description of the source type

EXTERNAL RADIATIQN LEVELS:

The following dose rates were reported by the manufacturer for
the Model ABC source containing 1.0 curie (37 GBq) of Am-241:

Table 1

Maximum Radiation Level

Distance From Window Trom Sidewall /Back

(inches) (cm) (mR/hr) (pSv/hr) (mR/hr) (pSv/br)
_

1.97 5

11.81 30

39.37 100

OUALITY ASSURANCE AND CONTROL:

XV."XXX maintains a quality assurence and control program which
been deemed acceptable for licensing purposes by NRC. A copy'

- che program is on file with NRC.

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:

* The source shall be distributed to persons specifically
licensed by the NRC or an Agreement State.

* The device shall only be used by the custom user listed in
this certifica te XXXXX.r

* Handling, storage, use transfer, and disposal: To ber

determined by the licensing authority.

H-3 NUREG-1556. Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED-; SOURCES AND DEVICES-
SAFETY EVALUATION OF' SEALED SOURCE

'

. AMENDED;IN ITS ENTIRETY)(

.

| HQ 1 NR ***iS ***-S- DATE: PAGE 4 OF 5~

'

SOURCE TYPE: Short description of the s.ource type
4

:

LIMITATIONS AND/OR OTHER CONSIDERATIOND OF USE (Cont.):
i

*-Handling, storage, use transfer, and disposal: To be' r
determined byI the licensing authority. In view tha t: these- -!

;

. sources exhibit high dose rate.s, the sources should be-

handled by experienced licensed personnel using adequate .
handling equipment and procedures.

The source shall be leak tested at intervals not to exceed*

6 months using techniques capable of detecting
0. 005 microcurie- (185 Bq) of removable contamination.

* The source shall not' be subjected to conditions that exceed
its ANSI-N542-1977: classificaticn, 77COOCUO.

* This registration sheet and the information contained within
the references shall not be changed withc ut the written
consent of the NRC.

SAFETY ANALYSIS SUMMARY:

Based on- review of the Model - ABC sealed source, its ANSI
-classification, and the information and t 'st data cited below, we
(continue to) conclude : that _ the source is acce.ptable for
licensing purposes.

Furthermore, we { continue to) conclude that the source would be
expected to maintain it 's containment integrity for normal
: conditions:of use and-accidental-conditions which might occur
. during uses specifled in this-- certiElcate.

-

,

NUREG-1556, Vol. 3 (draft)- H-4 :
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

HQ&1 NR ***-S ***-S DAIR1 PAGE 5 OF 5

SOUL ~E TYPE: Short description of the source type

REFERENCES:

The following supporting documents for the Model ABC sealed
source are hereby incorporatea by reference and are made a part
of this registry document.

's application dated December 25, 0000, with enclosures*

thereto.

*s letters dated July 4, 1776, and December 25, 0000, with*

enclosures thereto.

's tacsimiles dated July 4, 1776, and December 25, 0000.*

ISSUING AGENCY:

U.S. Nuclear Regulatory Commission

Date: Reviewer:
Name of 1st reviewer

Date: Concurrence:
Name of 2nd reviewer
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X DATE: PT.GE 1 OF 8

DEVICE TYPE: Short description of the device type

MODEL: ABC

MANUFACTURER / DISTRIBUTOR: Name
Street
City, State Zip
(if manufacturer and distributor
are the same, keep subheading as
shown. If different, delete the

*
word manufacturer from the
subheading)

MANUFACTURER: Name
Street
City, State Zip
(this subheading and information is
not necessary if manufacturer and
distributor are the same.)

SEALED SOURCE MODEL DESIGNATION: ACME Model 123

ISOTOPE: MAXIMUM ACTIVITY:

List Isotopes xx millicuries (xx GBq)
units should be such that the
amount is in the 1 to 999 range

J.EAK TEST FREOUENCY: Not Required
6 Months

PRINCTPAL USE: (A) Industrial Radiography
from listing in Regula tory Guide 10.10

CUSTOM DEVICE: YES X NO

CUSTOM USER.1 Name
Street
City, State Zip
(delete entire subsection if not appli cable)

H-7 NUREG-1556, Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)''

NO.: NR ***-D ***-X DATE: PAGE 2 OF'8

DEVICE TYPE: Short description of the device type

DESCRIPTION:

Provide the com,plete description of the device and, if necessary,
the source (s) used in the device.

LABELING:

The device is labeled in accordance with 10 CFR 20.1901. The
'

labels contain the radiation symbol, isocope, activity, model
number, serial number, name of the distributor, and the words
" CAUTION-RADIOACTIVE MATERIAL".

When distributed to persons generally licensed, the device is
additionally labeled in accordance with 10 CFR 32.51.

The labels are made of stainless steel or aluminum, rectangular
in shope, X" x X" (X cm x X cm) , and are permanently attached by
rivets or screws to the device. A copy of the label is shown in
attachment X.

DIAGRAM:

Reference all attachments to the document including the total
number of attachments.

CONDITIONS OF NORMAL USE:

The source is designed and manufactured for measuring. . . .

The devices are expected to be subjected to environments
typically found in laboratories occupied by humans. Since the
device is portable, it may experience vibration and shock typical
during normal transpox 'on.

The device will only be used by XXXX at their XXXXX CITY, ST
facili ty.

NUREG-1556, Vol. 3 (draR) H-8



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X DATE: PAGE 3 OF 8

DEVICE TYPE: Short description of the device type

CONDITIONS OF NORMAL USE (Cont.):

The devices are intended for use in industrial gauging
applications. The devices are typically used in industrial
process control e:svironments for the measurement of properties of
materials in a tank or vessel. The devices are designed for the

following environments:

Tempera t u re . . . . . . . . . . . . . . . . - 4 0 'C t o 60 *C (-4 0 'F to 14 0 *F)
Pressure................... Atmospheric
Vibra tion. . . . . . . . . . . . . . . . . . Ranges from zero to mild
Corrosion..................Banges from zero to highly

corrosive vapors
Fi re . . . . . . . . . . . . . . . . . . . . . . . NEC Di vi sion 2 ha z a rdo us

area possible
E.yplosion .................NEC Division 2 hazardous

area possible

PROTOTYPE TESTING:

A prototype of the Model XXXX was constructed and subjected to
the tests listed below. No malfunction occurred nor was there
any loss of shielding or containment integrity.

* Tempe ra t u r e . . . . . . . . . . . . . . . . . . . 1 10 *C (230 'F) for a period of
seven hours.

Vibra tion. . . . . . . . . . . . . . . . . . . . . . Approxima tely 30 cps a t an*

amplitude of 0.03"
(0.76 mm) for 90 minutes.

* OFF/ON Mechanism............... Operated by a pneumatic
cylinder for a total of
9320 OFF/ON cycles.*

* Impact......................... Dropped three times from a
height of 4 feet.

* Pene tra tion . . . . . . . . . . . . . . . . . . . . Dropped a 13 pound (5. 9 kg) ,
1-1/4" (3.2 cm) diameter
steel rod from a
height of 40" (102 cm) .

__

H-9 NUREG-1556, Vol. 3 (drafi)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY -EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X DATE: PAGE 4 OF 8

DEVICE TYPE: Short description of the device type

PROTOTYPE TESTING (Cont.):

A prototype of the device has been tested in accordance with
ANSI / ISO standa rd . . . . and has achieved a classifica tion of . . . .
The device ' passed the tests in accordance with the acceptance
criteria included in the standard.

The sealed sources used in the device have been tested by their
manufacturers and have achieved the following ANSI (N542-1977 or
ANSI N5.10-1968) classifica tions: |

Manufa cturer Model ANSI Classification
-----------------------------------------------------------------

Amersham Corpora tion AMCL 77C64344
Du Pont Merck NER-465 C33232
Isotopo Products

Laboretories PH-55 C33232

The sealed source contained in th r device has achieved an ANSI
Nb42-1977 classification of 77CO3000.

The sealed source contained in the device has achieved an ANSI
N5.10-1968 classification of C00000.

EXTERNAL RADIATION LEVELS:

XXXXXXXXX reports that the radiation levels from the device are
not discernable from background.

XXXXXXXXX reports that the radiation levels from the device do
not-exceed 5 mR/hr (50 pSv/ht) at 12" (30. 5 cm) from the surface
of the device.

The- following dose' ra tes were reported by the manufacturer for
the M del ABC transmission gauge containing a 1.0 curie (37 GBq)o

lof Am-241-sealed source:

NUREG-1556, Vol. 3 (draft) H-10
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO :. NR ***-D ***-X DATE: PAGE 5 OF 8

DEVICE TYPE: Short description of the device type

EXTERNAL RADIATION LEVELS (Cont.):

Table 1

Maximum Radiation Le1rel

Distance From Window Trom Sidewall /Back

(inches) (cm) (mR/hr) (MSv/hr) (mR/hr) (pSv/hr)

1.97 'S
__

il.81 30'

39.37 100

The dose rates were taken with no material present in the
measuring area. XXXXXXX indicates this represents the highest
radiation levels of any possible configuration.

OUALITY ASSURANCE AND CONTROL:

XXXXXX maintains a quality assurance and control program which
has been deemed acceptable for licensing purposes by NRC. A copy
of the program is on file with NRC.

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:

* Tne device shall be' distributed to persons specifically
licensed by the NRC or an Agreement State.

* The device may be distributed to specific or general
licensees of NRC or an Agreement State.

= The device shall be distributed to persons generally
licensed by the NRC or an Agreement State.

* The device shall only be distributed to the custom user,
XXXXX.

11-1 1 NUREG-1556, Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X DATE: PAGE 6 OF 8

DEVICE TYPE: Short description of the device type

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE (Cont.):

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

* Handling, storage, use, trans[er, and disposal: To be
determined by the licensing authority or as required by
10 CFR 31.5 or Agreement State equivalent.

The device shall be leak tested at intervals not to exceed*

6 months using techniques capable of detecting
0.005 microcurie (185 Bq) of removable contamination.

The Model XXXXXX sealed source is approved by NRC for use in*

the Model ABC. The source is not registered on a separate
certifi ca te.

The generally lice ,ed user is authorized to perform certain*

maintenance on th sevice (see the device opera tion manual) .
These services include. . .

* REVIEWER NOTE: Neither the distributor nor manufacturer of
the device will provide servicing for the device.

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

SAFETY ANALYSIS SUMMARY:

The distributor has submitted sufficient information to provide
reasonable assurance that:

The device can be safely operated by persons not having*

training in radiological protection.

NUREG-1556, Vol. 3 (drafi) 11-1 2
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

PAGE 7 OF 8NO.: NR ***-D ***-X DATE:

DEVICE TYPE: Short description of the device type

SAFETY ANALYSIS SUMMARY (Cont.):

Under ordinary conditions of handling, stor tge, and use of*

the device, the byproduct material contain J in the device
will not be released or inadvertently removed from the
source housing, and it is unlikely that any person will
receive in any period of one year a dose in excess of 10
percent of the limits specified in Section 20.1201 (a ) ,
10 CFR Part 20.

* Under accident conditions associated with handling, storage,
and use of the source housing, it is unlikely that any
person would receive an external radiation dose or dose
commitment in excess of the dose to the appropriate organ as
specified in the following chart:

DOSEPART OF BODY

Whole body; head and trunk;
active blood-forming organs;

15 rem (0.15 Sv)gonads; or lens of eye

Hands and forearms; feet and
ankles; localized areas of skin
averaged over areas no larger
than 1 cm' (0.15 in') 200 rem (2. 0 Sv)

50 rem (0.50 SV)Other organs

Based on review of the Model ABC, and the information and test
data cited below, we (continue to} conclude that the device is
acce.ptable for licensing purposes.

.Furthermore, we (continue to} conclude that the device would be
expected tc maintain it 's containment integrity for normal
conditions of use and accidental conditions which might occur
~during uses specified in this certificate.

11-1 3 NUREG-1556, Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X DATE: PAGE 8 OF 8

DEVICE TYPE: Short description of the device type

REFERENCES:

The following supporting documents for the Model ABC are hereby
incorporated by reference and are made a part of this registry
document.

's application dated December 25, 0000, with enclosures*

thereto.

*s letters dated July 4, 1776, and December 25, 0000, wi th*

enclosures thereto.

*s facsimiles dated July 4, 1776, and December 25, 0000.*

ISSUING AGENCY:

U.S. Nuclear Regulatory Colamission

Date: Reviewer:
Name of 1st reviewer

Date: Concurrence:
Name of 2nd reviewer

l
|
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS EllTIRETY)

h NR ***-D ***-X Di4TE : ATTACHMENT 1

[

L
J

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

(AMENDED IN ITS ENTIRETY)

NO.: NR ***-D ***-X. DATE ATTACHMENT 2

1
1

;

|

|
,

!
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETV EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

H L NR ***-D ***-E DATE: PAGE 1 OF 2

DEVICE TYPE: Smoke Detector / Gun Sight

MODEL- ABC

MANUFACTURER / DISTRIBUTOR: Name
Street
Ci ty, Sta te Zip
(if manufacturer and distributor
are the same, keep subheading as
shown . If differenc, delete the
word manufacturer from the
subheadingi

MANUFACTURER: Name
Street
Ci ty, Sta te Zip
(this subheading and information is
not necessary if manufacturer and
distributor are the same.)

SEALED SOURCE MODEL DESIGNATION: ACME Model 123

ISOTOPE: MAXIMUM ACTIVITY:

Rmericium-241 1.0 microcurie (37 kBq)
60 millicuries (2. 2 GBq)Hydrogen-3

LEAK TEST FREOUENCY: Not Required

PRINCIPAL USB: (P) Ion Generator, Smoke Detectors
(W) Self-Luminous Light Sources

CUSTOM DEVICE: YES X NO

H-17 NUREG-1556, Vol. 3 (draft)
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF DEVICE

(AMENDED IN ITS ENTIRETY)

h NR ***-D ***-E DATE: PAGE 2 OF 2

DEVICE TYPE: Smoke Detector / Gun Sight\

DESCRIPTION:

Provide a concioe, basic description of the device and if more
than one model is registered, provide the differences between
modela.

REFERENCES 1

The f0110 wing supporting documenta for the Model s',BC cmoke
detectors / gun eights are hereby incorporated by reference and are
made a part of this registry document.

'a application dated December 25, 0000, with enclosures*
,

thereto.

's letters dated July 4, 1776, and December 25, 0000, with*

enclosures thereto.

'o facsimiles dated July 4, 1776, and December 25, 0000.*

ISSUING AGENCY:

U.S. Nuclear Regulatory Commission

Date: Reviewer:
Name of let reviewer

Date: Concurrence:
Name of 2nd reviewer

NUREG 1556, Vol. 3 (draft) H-18
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I Appendix f( Assigning Registration Certificate Numbers
,

~

iEach registration certificate has a unique registration number. The registration number consist

| of either 10 or 11_ characters as described below: . 1
>

NR-XXXX D-YYY-S:-
d .

Agency Code (NR): A two letter abbreviation of the agency issuing the
-

.
+

certificate. All certificates issued by NP.C have NR as the Agency Code.

!
Vendor Code (XXXX): Each vendor (manufacturer or distributor) is assigned a -

"

:- .

unique three digit number (the number may be four-digits). The vendor code
used for the registration certificate number will be the vendor code for the
distributor, if the company is out of business or no longer has an active
registration certificate, the vendor code will between 800 and 1000 or between
8000 and 9000. The SSSS maintains the listing of vendor codes and issues

new vendor codes.

! Source / Device Code (D): A one letter code which indicates whether a-
registration certificate is for a sealed source (S), a device (D), or (A) associated'

equipment..

i
Unit Number (YYY): A separate series of three-digit numbers assigned to
registration certificates for each vendor. These numbers we assigned in
sequential order starting with 101 for active registration certificates and starting'

with 801 for inactive registrat on certificates. A new registration for ani

existing vendor is assigned the next available unit number. The issuance ofi

unit numbers is typically controlled by the agency that regulates the vendor.

-License Code (S): This is a one-letter code which indicates how the source or
device has been registered. "S" indicates it may only be used by specific*

~ licensees, "G" indicates it may only be uwd by general licensees, "B" indicates
E

it may be used by both specific and general licensees, and "E" indicates it may'

be used by persons exempt from licensing.

.

:

a

1-1 NUREG-1556, Vol. 3 (draft)
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| APPENDIX J
;

LIST OF APPROVED WELL LOGGING SOURCES
i
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Appendix J: List of Approved Well Logging Sources

,/.. n. \, umttoltatll
NUCLE An AEGut ATORY COMMittl0N

{ y( ,' . . . - o c ,e...
,

''..... m ,. y;t

TDI All dell Logging Licenseel

SUBJLCil STATUS OF WELL LOGGlkG $00RCis

in a remorandum dated August 10 1989, we informed Nuclear Regulatory
(passillion (NRC) well log ing 1|censeel of a teeporary 9eneric esemption
published in the f ederal tlter on July 26,1969(54FR30643). The
generic esemption esempte ogging licenleet from the requirement to
une only lealed tourtet that meet the prototype testing requirement specified
in 10 CFR 39.41(a)(3). The esemption applied to (and allowed the continued
une of) well logging tources that meet ** tain alternate prototype testis.g
criteria.
The notice indicated that the esemption would remain in effect until NRC
pubillhed its final findings in the FedeNi Rentster. Thus far, NRC has
t,een unable to initiate thlt act16* due to higher priority activillell
however, NRC now anticipates comencing init talk in the near future.

included in the memorandum with the Federal p 1 Ler, notice were three
enclosures that listed various sealeTT3UTle 15 common to well logging
and identified their tuttability for continued use in well logging operations.
There have been a few changes to the littl since first transitted, there
are a few lources which we have determined meet the criteria specified in
10 CFR Part 19. and have added the tources to the approved list.

[nr.losed are the three enclosures which have been updated on o ene time only
balls to show the apparent current Status of known well logging purcel.
teclosure I lists those tource modell which appear to meet $ection 3g.41
requirements and tre approved for continued use. (nclosure ! lists those
tource endell whole continued une il authertaeo unser the temporary peneric
esemption. Inclosure 3 Ittts those tource modell that do not eeet the
routrementt 9f Section 39.41 or the generte exemptien. When a lealed tource
15 contained (and normally Stored) within a device (logging tooll, the lealed
tource manuf acturer and model number 16 shown below the entry. When NRC has
been able to determine that a lealed tource model was manufactured / distributed
by another cospany, or more than one model designation say have been used, this
information 18 Shown in parentheten below the entr{. neutron generators are
shown by the designation "Nu GEN.' An alterisk (*; indicatal that the loJrce
il vled within the logging tool'; electronics package.

Jl NUREO 1556, Vol. 3 (draft)
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NOW t : Jr.

e8e

We do not intend to update these littl in the future. Dwe to the tifne which
hal palled, we believe that all quelttent Concernia; sourcel tcentified cn
the vaapproved litt thould have been selwered. Afy rew well loggleg togrce
introduced by tource manuf acturert must be celigned to meet the criterta
specified in 10 CFR 39.4;. Therefore, it will not be necelsary to update the
list to incivoe a new lource, at the idt or Agreetant State regiltratton theet
for the lource will indicate that Wle of the 60Wrce in Well ID9ging (f erationi
18 acceptable.

If you have any quelttons pleele contact forte Taylor at (301) 492 0611 or
J. Bruce Carrtco at 001),4970634

^

{ /. /, *-

John ( Glenn. Chief
Medical. Acaeemic, and Cornnercial

Une Safety tranch
Dlvillon of Incultrial ana

Medical Ngclear $afety, NM$$

(nclosurelf Al Stated

e

.

|

|
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WELL LVGC:#G $EALED $0VRCE$ APPROVED
UNDER PART 39 REQUIREMENTS

MANUFACTURER g
AMER $ HAM CORPORATION AMN.CYn (n = 1 to 14)
AMER $ HAM CORPORAfl0N AMN.CYl

n=1to4))
AMER $ HAM CORPORATION AMN. pen

nei to IFAMER $ HAM CORPORAfl0N CDC.CYn
AMER $ HAM CORPORAfl0N CKC. con n = ? to !?)
AMER $ HAM CORPORAfl0N CKC.800 SERIES
AMER $ HAM CORPORATION CVN.Crn (n * ? to it)
AMER $ HAM CORPORATION VD(HP)

(GAMA IN00$TRIES, GENERAL NUCLEAR)
AMER $ HAM CORPORAfl0N CVN. CYP

ANADRILL INC.* $G$.AA,$G$.84, OR $G$.CA
!$0f0fEPRODUCTSMODEL??4$EALEDSOURCE

COMPROBE, INC. 1703 DEN $17Y PROBE
GAWA INDU$ FRIES MODEL ',0.HP $F' .h $0VRCE
GULF NUCLEAR, INC. M0' EEL VL-1 $1ALED $0VRCE

DRE$$tR IMOU$TRIES INC (NuGEN) C 58301, C.107298

E.I.DUPONT DE NUMOUR$ & C0. NER.$71

(NEWENGLANDNUCLEAR)

GEARHA3T INDUSTRIES, INC. (Nu GEN) 013 1004 000

GENERAL ELECTRIC. CO. GE(N).Cf.100SERl[$

GULF NUCLEAR, INC. VL-1
(NEEI)

Gut,F NUCLEAR, INC. 71 1
(NLEI) (NEEl.AM8E.711)

KAMAN SCIENCES CORPORAfl0N NuGEN) A.3061
$A.. ?0KAMAN SCIENCE $ CORPORAfl04 Nu GENJ

KAMAN $CIENCES CORPORATION Mu CENl #.570
KAMAN $CIENCE$ CORPORATION Nu GEN l E-3010 AND E.3020

HON $ANTO C0., DAYTON LABORATORY H.245258(N$R.M)
MONSANTO C0., DAYTON LABORATORY 24113
MON $ANTO CO., DAYTON LABORATORY 741$4.C
MONSANTO C0., DAYTON LABORATORY 24174
MON $ANTO C0., DAYTON LABORATORY 24181
MON $ANTO CO., DAYTON LABORATORY F4183

Enclosure 1

J3 NUREG-1556. Vol. 3 (draft)
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WILL LOGGING StAtt0 $0VRCES AFPROVED
UNDER PART 39 R(QUIREMENT$ (cont'd)

MANUFACTUR(R WODEL

P.A, INCORPORATED H.243f68 (N$R.M)
(HON $ANTO)

P.A. INCORPORAftD* P.1946t3

$CHLUMBERGtR DW9 H.ll6666
(MON $ANTO,NUM(C)

$CHLUMBERGCR OWG H.14t108
$CHLUMBERGER OWG H.239681
$CHLUMBERGER WELL SERVICE 5* P-194693
$CHLUMBERG[R W(LL $(RVIC[$ N$R.R

P AFA,(0LO:PA?B, PTfA PTF8, P$FA,UNC NUCLEAR !NDUSTRIES
P$?8 $M.160)

E.I.DUPONT QE NUM00R$ & C0. (NEN) H00tl 478C $EAlt0 $0VRCE

U$ OtPARTMENT OF ENERGY $R.CF 100 stRIES

NUREO 1556, Vol. 3 (draf1) J-4
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WELL LOGGING $EALED $0VRCE$ APPROVED
UNDER THE GEhER(C EXEMPT!0N

MANUF ACYL'Rf R MODEL

COMPROBE, INC. 203 DEN $1TV PROBE
GULF NUCLEAR, INC. MODEL C$V $[ALED $0VRCE

COMPROBE, INC. 2103 DEN $lTY PROBE
GAMMA INDU$TRl[$ (GAf94 TRON) MODEL AN HP $CALED $0VRCE

E.I.00PONT DE NUMOUR$ & CO. NER.$72,NER.$B2
(NEW ENGLAND NUCLEAR)

G4tMA INDU$TRIES C$.1000(HP)
(GENERAL NUCLEAR, INC.)

GA)NA INDUSTRIES GN!.NB(HP)
(GENERAL NUCLE AR, INC.)

GANMA INDUSTRIES ;NB(HP)
GAMMA INDU$7 RIES NHP.A.#

(GENERAL NUCLEAR, INC.)
GAMMA INDUSTRIES WLG 1

GA! NATRON INC. AN.HP
(NUCLEIR$0VRCESANDSERVICE$,INC.)

GAMMATRON, INC. AN.HPG, RN.HP
(NUCLEARSOURCESAND$ERVICE$,INC.)

IR bRCE$AND$ERVICE$,INC.)
GAMMATRON, INC. DA.$

(NUCLEAR $0VRCESANDSERVICES,INC.)

U IR bRCESANDSERVICE$,INC.)

GULF NUCLEAR, INC. AM%.71 2A
(NEEI)

GULF NUCLEAR, INC. C.73 2
(NELI)

GULF NUCLEAR, INC. C$.2
(NEE!)

GULF NUC8. EAR, INC. C$V

(NEEl)

MONSANTO C0., DAYTON LABORATORY 24112
MON $ANTO CO., DAYTON LABORATORY 24120

PARKWELL LABORATOR!t$, INC. PL.104
(USNUCLEAR)

Enclosure 2

J.5 NUREG 1556, Vol. 3 (draf1)



. . -

t

(N06iN $EAL(D $0LkCES NOT AFFACyED
FOR U$C IN 6 ELL LOGGING

MANUFACTURER MODEL

AMER $ HAM CORPORATION CD C0 $987
AMER $ HAM CORPORAfl0N CDC.600 SERIES (.801 TO .611)

ORE $$ER ATLA $ B89b96, B89697, B89$98

FRONTIER TECHNOLOGY CORP. 100

GAMMA !,JU$ FRIES GNI.0L.4
(GENERAL NUCLEAR. INC.)

GAMMA INDU$ FRIES GNI.NB.$.$.0
(GENERALNUCLEAR,INC.)

GAMMA INDU$7 RIES NB.$.$,NB.$.20
GAMMA INDU$TRIES PL.AMBE.2.1

(GENERAL NUCLEAR, INC.)
GAM A INDU$ FRIES RC.1(HP)
GAMA INDU$ FRIES $.14

GAmATRON INC. GT.G
(NUCLEIRSOURCESANDSERV!CEF,ikC.)

GENERAL NUCLEAR, INC. GNIC(G)M.$

GULF NUCLEAR, INC. CO.50
(NEEI)

GULF NUCLEAR, !NC. C$.50
(NEE!)

GULF NUCLEAR, INC. TG.1
(NEEI)

GULF NUCLCAR. INC. 72.C0 200
(NCEI)

HA$ TINGS RA010 CHEMICAL WORKS C$.!!!.A.100

ICN PHARMACEUT CAL, INC. 373
(U$ NUCLEAR

ICN.PHARMACEUT CAL, INC. 374
(U$ NUC'. TAR)

ICN PHARMACEUTICAL, INC. 376
(U$ NUCLEAR)

ICN PHARMACEUTICAL, INC. J146

Enclosure 3
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KNOWN StALID $0VRCE$ NOT APPR0Yt0
FOR l'$t !N WELL LOGGING (cont'd)

_ MANUFACTURER MODEL

!$0 TOPE $ $PECIALT![$ C.0037

LFE CORPORAtl0N C5 15
(TRAC [RLAB)

MINNE$0TA MINING AND MANUFACTURING 4F68
MINNESOTA MINING AND MANUFACTURING 4F6H (RE0t$1GN OF N00tl. 4F68)
MINN[$0TA MINING AND MANUFACTURING 4F65
MINNESOTA MINING AND MANUFACTURING AP6F
MINNESOTA MINING AND MANUFACTURING 4P6U
MINNE$0TA MINING AND MANUFACTURING (P6W

MON $ ANT 0CO.IGERWELLSERVICE$)
DAYTON LABORATORY H 142525

($CHLUMBE
MON $ANTO CO., 0AYTON LABORATORY H.207547

($CHLUMBERGER WELL $tRVICE$)
MON $ANTO CO., DAYTON LABORATORY MRC
MON $ANTO C0., DAYTON LABORATORY MRC.N.$$.W.AMBt(R)
NON$ANTO CO., DAYTON LA80 RAT 0kV N$.WELEX
MON $ ANT 0 CO., DAYTON LABORATORY 2410
MONSANTO C0., DAYTON LABORATORY 24154 8

NUMEC.AM. 62 100, 123, 154NUCLEAR MATERIALS AND [QUIPMENT CORP.
NUMECDWG.II.638.IO8NUCLEAR MATERIALS AND EQUIPMENT CORP.

PARKWELL LABORATOR!t$, INC. PL.AMBE

SCHLUMBERGER OWG H.1061850
SCHLUMBERGER DWG H.123515
$CHLUMBERGER OWG H.123837
$CHLUMBERGER OWG H.218733
$CHLUM8ERGER OWG X 113176

WELL RECONNAl$ANCE, INC. 10411
AMER $ HAM /SCARLE MODEL X.154 $tALt0 $0VRCE

W$1 A4794

,
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