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MEMORANDUM FOR: Janmes M. Taylor
Acting Executive Director for Operations
William C Parler, General Counsel

Harold R. Denton, Director, GPA

FROM: ﬂjg;ég;} J. Chilk, Secretary

SUBJELT: STAFF REQUIREMENTS « BECY~89-184 = PROPOFED

COMMISSION POLICY STATEMENT ON EXEMPTIONS
FROM REGULATORY CONTROL

This is tc advise you the the Comnission, with all

Connissioners agreeing, has disapproved your recommendation en

e proposed Commission Pelicy Statement on Exexption from
Regulatory Contrel.

The Commission reguested the staff to submit for Commission

approval & final policy statesent which incorporates the
follovwing eleuents:

A BELOW REGULATOR, TTROL

The NRC will exc fron further regulatory control &
practice that s&. 'ies the criteria listed below.

INDIVIDUAL DOSE CRITERION

The sverage individuasl dese to typicel individuals in
the critical group should be less than 10 mrenm/year
for individusl practices. An interim individual dose
1imit of 1 wren/yr for exposures resulting from
materiels and products used by the general public
should be established until the Commission gains more
experience with the potential for individual
exposures resulting from multiple practices. The
staff should be clear and precise in defining an
approach to distinguish which practices are subject
to each of these dose limits. Dose vwill be
considered in terms of effective dose egquivalent.
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ALAFRA

Collective doses resulting from exposure to a
practice should be as lov as reasonably achievable
(ALARA) . Annual collective doses less than or equal
to 1000 person-rer will be deenmed to satisfy the
ALARA criterion. The calculation of collective dose
does not need to consider individual doses less than
or egqual to 0.1 mren/yr.

OTHER BRC EXEMPTIONS

The NRC may exempt practices that do not meet the
individual dose criterion on & case~specific basis if
the Commission determines that doses to the public
are ALARA and regulatory control is not justified by

further reductions 4irn individual and collective
doses.

The final policy statement should be written in terms
understood by the average lay person and the discussions of the
above criteries should be explained in the context of the risks

that the ordinary individuel feces in his or her everyday life.

The policy statement should also be consistent with the
follovwing format: '

i. INTRODUCTION

Describe the purpose of the BRC Policy; cite existing
exenptions already codified in NRC's regulaticns and
those of other Federal agencies; overviev the content
of the Policy Statement.

TERMS AND CONCEPTS

Define key terms and concepts used in the Policy
Statement (e.g., practice, dose, risk, linear
hypothesis, ALARA).

POLICY

Describe and 4ustify the BRC criteria listed above
(BRC, individual dose criterion, ALARA with the
collective dose criterion and truncation level, and
exempticns at higher doses). The rationale should

clearly describe the unifying risk basis used in
establishing the criteria.




4. IMPLEMENTATION

pescribe how the BRC Policy will be inplemented
through rulemakings and licensing actions; describe
opportunities for public comment throu h subseguent
acrtions; identify the potential need, if any, for
sssesspent of environmental impacts; provide
guidance on how the NRC will consider applications
for exemptions (e.g., would NRC develop & general
rule for exempting consumer products or for specific
products such as frying pans, jewvelry, gas mantles,
etc.); and describe hov the NRC vill reviev already
exenpted practices to ensure that the assumptions
made vere appropriate.

S. ETANDARD FORMAT AND CONTENT

Describe, in general terms, the format and content of
exenption applications that the NRC staff wou.d find
acceptable.

Additional comments are provided in the Commissionevs' vote
sheets.

The BRC Policy Statement should supersede the Comnission's
policy statement on consumer products dated March 8, 1965,
because the BRC policy provides a consistent risk basis for
exempting practices using radicactive materipls from regulatory
contrel.

«¢EDO) (RES) (SECY Suspense: 11/30/89)

The General Counsel should examine the treatment of the issue
of Agreement State compatibility under the Policy Statement,
focusing on the guestion of whether we have the suthority to
require Agreement States to adopt criteris that are identical
to those set forth in the Policy Statement (i.e., Agreement
Etate BRC criteria can be neither less stringent nor more
stringent than t.e criteria established by the Comnission).

(OGC) (BECY Suspense: 11/30/89)

The Commission reguested the staff to submit a plan, echedule,
and resource reguirements for the following activities:

e. Initiation of a systematic asssssment of existing
exenmptions for radicactive materials in NRC's
regulations. As the first step in Che assessuent,
staff should identifv existing exemptions and prepare
@ pian for evaluating them for conformance with the
BRC policy. -



Rulemaking activities, as appropriste, to ensure that
codified exemptions are consistent wvith the BRC
pelicy.

Developnment of & regulatory guidance to ensure that
the BRC Policy is implemented consistently in
licensing actions and guture exemptions.

Froactive progran for cvi!zseminating information en
th- BRC Policy to other Federal agencies, State and
local suthorities, Indian Tribal organizations,
media, and the pudblic. This program should include
publication of an informstive paxphlet on the BRC
policy for widespread distribution to the general
public in terms understood by the lay person.

srogran for assuring that staff remains cognizant of
ongoing health effects research about the nature and
significance cf risks at lov doses and dose

rates, as vell as working with other resporsible
agencies to ensure that necessary research is being
conducted and will provide useful results.
Consideration should be given for the need to conduct
appropriste health effects research, on a periodic
basis, on the effectiveness of the implementation of
the Comnission's exemption pelicy..

RES
-+EPe/GFA) ) (SECY Suspense: 01/30/80)
(EDO Suspense: 01/16/%90)

Chairman Carr
Conniésioner Roterts
Commissioner Rogers
Connissioner Curtiss
ACRS

ACNW
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EXEMPTIONS FROM REGULATION

CATEGORY EXEMPTION REFERENCE | EFFECTIVE } NUCLIDES COMMENTS
CONSUMER |Exempt Concentratons TR 3014 1960 1A
PRODUCTS Timepieces (walches & clocks) 30.15(a)(1) 1961 H-3

1967 Pm. 147
AsDmobiie Lock Hluminators 30.15(8)(2) :ggg :";1 o
Balances of Precisin R0 064 IH3
IO 1966 IH3
Warine Corpasses and Navigatonal Instuments 130, 15(8X9) 1066 1K
(Thermosial Dias end Pointers €l 196¢
A :
o Radaton Weasuring mevuments 150 B(aye) | 1€%C |
oL 1 197
16 1967 3
1870 G
L) 1966 -3, Kr
. 14
1969
(
1961 U
1947
Vecuum Tubes 20,13 (S0 o7 Jfﬁ
Weiding Rods a0 130 1961 h’n
Electic Lamps for liumineung Purposes QISEN) W"‘h‘n’ =
ézs22eﬂ$;mnmjhnunsa.mxuamaez______.sﬁdiuxluﬂ__.___jﬁe
ol hg.gsm m
Flare Earth Meials and Compounds I 647
P orsonnel Neviron DosImeters 40 13(SH1 (Vi) 1677 ﬂﬁ\
Glazed Coramic | ebiewar : & 13(C0) 1647 h
Prazoelectiic Ceramic CPREIBTAT) 1970 101h
[ iGlassware PR3 T -7 S A (VA
¥t 40 13(c)2)(v) 1964 AL — K
Page 1
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EXEMPTIONS FROM REGUL ATION

i

- — ——— SRy—— ——

CATEGORY EXEMPTION | REFERENCE | EFFFCTIVE  NUCLIDES

COMMENTS

|
|
CONSUMER_Phatographic Fiim, Negatives & Prints 40.13(c)(3) 1847 [0.Th
PRODUCTS AP B -
__IFinished Yungsten or Magnesium Thotym Aoy 40.13(c)4) 1946 |
Products of P‘gjs_r TT

Th

Ur mluvr.ﬁc‘&%;&ﬁ:@ -1-:;[(3;;_;”‘1!5157?58?'\—"40 13(c)(5) 1960 Ll
Frojectiles ¢ Missiies

Uranium as Shieiding in Shipping Containers 40 .13(c)(6) 1961

m in Fintshed Optical Lenses 40.13(c)(7) 1963

ﬁ-?w in Finished Alroraf Engine Pants 40 13(cH(®) 19067

Uranium In Fire Detection Units 40.13(d) 1964
mm.z%%nm' of Proposed
o5

Disposal by Felease nio Saniary Sewage Sysiems |20 303
Exempiion of Patient Excreta from Sewage Umits 120303
Orsposa’ of Specific Wastes 20306

Fadoactivity i Effuents o Unresiicied Areas __ 120.106(a)
Radoactivity In Effiuents o Urvestricted Areas

achnice Spectfications on Etuents from
Nudear Fowe: Plants

Releases of Radoactive Matenal from HLYWY
Reposhory dunng Operation

Protection of the General Populgtion from
Releases of Radwoactivity

Crtenia for Radioactive Materials in Effluents from
an ISFS|or MRS

COMMENTS
1A isotope Concentrations listed in 30.70, Schedule A

Exempt Quantives per 30.71, Schedule B

isotope Quantities bsted in 30.71, Schedule B

Section previously covered onsite tsposal

<10 x C imits/da ( y of X

mits, in any event <1 Gl
<0 .05 3 Clgm liquid scintiliation ' ur r animal tissue) H-3 or C-14

Average you 'y conoent ations up 1o krits I Agpondlx B, Table ||

Pari 60, Appdx | provides 0ose cevian obiectives; spectii. kmiis under
Dates subject to verfication

Allows case spectiic exemptions

Pt ENCLOSURE 4
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ACTIVITIES PLANNED PRIOR TO BRC POLICY

‘8
MILESTONES o
.)'IOQO MiAa NiD{) A Sloinip siFimiaimislsia
Ac'th"y(l)

8. Residual Redioactivity Criteria
- Facilities 8 Sttes
1. Pathway Analysis Report
2. Interim Criteria
3. GEIS
4. Rule
5. Residual Radfoactivity Criteris
- Materials 3 fquipment
1. Pathway Analysis Report

2. 615
3. Rule

€. Generic BRC Waste

1. Assessment of wastes
Z. Rule

d. Sewage Sludge

1. Reassessment of doces
2. Rulz (7)

Activity(2)
2. Petitions on Blomedical Waste

1. Assessment of Wastes

2. Rule

Fome

F=INITiATIOW
D-DRATT
Forimei

OH=SCHEDULED
A-COMPLETED
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ACTVITIES ADDRESSED IN -

TENT SRM's

MILESTONES

- ft
1. Activity (3}{a
Review of existing exemptions

ANPPS-exemption policy 7 3
A

A. identification
B. review against dose criteria

: 0st- fit analyses

z. Sctiﬂq iJ;lbi

Rules

R. smoke Jetectors

8. annual reporis

C. Part 40 revision

D. modify specific prohibitions
£. exempt guantities

f. Exempt concentrations

Revisions of R.G."s, branch
positions, etc.

. Rctivity (4]
F Guidance or lmp lementation

. Activity (5)
Develer inftial info. packages
‘or distridution to govermment
agencies, Indian Tribes, etc.

"Platn Engliish” pamphlet
Ongo’ng information program

o

2

. Rctivity (6]

Ongoing updating of health
effects research

Periodic review of effectiveness
14

. Activity
Exemption of items currently
under generz] licensee
A. evaluation
8. rules

[l i

T=INITIATION A-SCHEDIMLED
DDRAFT A-COMPLETID
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Subject:

Purpose:

Background:

Contact:

The Commissioners
James M, Taylor, Executive Director for Operations

STAFF ACTION PLAN FOR IMPLEMENTATION OF BELOW REGULATORY
CONCERN POLICY

To inform the Commission of the staff action plan for the
implementation of the Below Regulatory Concern Policy (BRC)
Statement, This plan was originally requested in the Staff
Requirements Memorandum (SRM) of October 13, 1989, concerning
the subject policy (Enclosure 1). The need for such a plan
was reiterated in the (revised) SRM of June 28, 1990
(Enclosure 2). The Commission also requested an addition to
the plan concerning some generally licensed products in an
SRM of August 13, 1990 (Enclosure 3).

This paper presents resource estimates and projected schedules
for activities related to implementation of the subject policy

as requested by the Commission, It also doscribes the activities
that have been inftiated in these areas, The staff intends to
proceed with the activities outiined in this action plan unless
directed otherwise by the Commission. The resources known at
this time to be necessary to implement this plan are included

in the latest revision of the Five-Year Plan. Additional
resource needs identified as 2 result of the studies

(3(a) and 7(a) below) conducted under the plan will be included in
future revisions of the Five-Year Plan,

The Commission has recently published the policy statement on
below regulatory concern (previously referred to as the
exemption policy). The SRM of October 13, 1989, directed the
staff to prepare an action plan to accomp‘1sh certain activities
involved in implementing that policy. This plan covers those
activities identified by the Commission at that time (items (3)
through (6) below), previously initiated activities which also
relate to implementing the policy (items (1) and (2) below),

~ahé plans to consider for exemption certain devices now 1_9

genefally licensed (item 7)., The SRM of August 13, 1990
‘cunt!rn*n9~eho~gono¢¢$—%+ce1f!‘!tuuy’(Enclosure aébfequtttuU'

/ , ; | y
Wt ot ) VA d W ag Sl n /
v

C. R. Mattsen, RES
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the staff-Lo incorponate plans Lo cansi¥der expmptions of
certair néwa1ly licknsed devices into this pverall plan for

implemdnting the BRC policy.
ies covered by this plan @

Rulemaking and associaoted tasks currently planned
or in progress that fall within the framework of the

%

POIICY;

Evaluation of and action on petitions for rulemaking

to establish or modify exemption levels;

() A systematic assessment of existing exemptions
in the regulations for conformance with the
policy, and

Revision of those regulations identified in the
systematic assessment that require modification
to be consistent with the policy;

Development of guidance on consistent implementation
of the policy in licensing actions and rulemaking;

Development of a nrogram of information
dissemination concerning the policy and its
implementation;

Development of a program to ensure that necessary
health effects research is conducted and the results
used to monitor the effectiveness of policy
implement2%ion; and

Evaluation of five identified generally licensed
devices for possible exemption under the policy,
and

Rulemaking as appropriate to exempt these
devices,

Activity (1) includes: (a) development of interim guidance

and rulemaking on residual radioactivity criteria for the
release to unrestricted use of facilities and sites
(decommissioning); (b) development of residual radioactivity
criteria for equipment and materials (recycling); (c) contractor
study and eventual generic rulemeking for BRC waste (in
accordance with the De.ember 2, 1986, advance notice of

proposed rulemaking); and (d) evaluation of potential doses from
reconcentration of radionuclides in sewage sludge to provide
input to a reconsideration of sewage limits,




The Commissioners

Activity (2) includes plans to evaluate and respond to
anticipated petitions for rulemaking to exempt waste streams
from regulatory control, Two such petitions from Rockefeller
Institute and one from the University of Utah related to
biomedical wastes have been received. A petition that had been
anticipated from NUMARC, requesting exemption of certain reactor
waste streams, now is not expected in the fcreseeable future,

Activity (3)(a), the systematic assessment of existing exemptions,
involves two steps. The first step, fdentification of existing
exemptions in the regulations, is essentially complete. The

list of exemptions is included as Enclosure 4, The 1ist includes
only those exemptions contained in the regulations to which

the policy statement could be applicable; that is, those that
involve release of radioactive material from regu‘atory control

in some manner, Some exemptions are not written explicitly as
exemptions from specific regulations, rather they are

requirements qortaining to releases of radioactive material,

A11 such regulations are included in Enclosure 4 for completeness,
However, based on some preliminary considerations, certain of
these will not need to be reevaluated in order to assure
consistency of the regulations. For example, as noted in
Enclosure 4, three of the cited paragraphs, §§ 20.302, 20.106(b),
and 50,362, allow for case specific exemptions and do not contain
sp:c‘fic criteria which could be deemed inconsistent with the
policy.

In addition, certain of these regulations; namely, §§ 20.106(a)
(which governs effluents to air and uater’ and 20.303 (which
governs releases into sanitary sewage systems) are intended to
ensure compliance with the overall dose Timit and not to ge-
nerically define as low as is reasonably achievable (ALARA)
releases, Other effluent release 1imits either incorporate

ALARA considerations generically or are otherwise lower than

the overall dose 1imit because of generally applicable
environtental standards of the EPA, In all cases, effluent
limits provide an upper bound on controlled releases to which
ALARA measures are to be applied by individual licensees. A
revision of the overall 1imits for effluents presently contained
in §§ 20.106 and 20.303 is included in the overall revision of

10 CFR Part 20 which has oeen approved by the Commission and

is undergoing detailed revisions in wording by the staff,

(This rulemaking would also add to 10 CFR Part 20 the requirement
that ALARA be applied by all individual licensees.) Because
these 1imits are so broad in their application, it is probatly
not practical nor desirable to attempt to apply ALARA generically
as would be done for the more practice-specific regulations

which were the focus of the policy statement.

However, as noted above, activity (1) includes a reevaluation
of potential doses assocfated with sewage limits (& 20,303).
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A contractor study was initiated in 1987 and is scheduled for
completion by early 1991 (as shown in Enclosure §). The staff
will consider whether further modificetions to § 20,303 are
eppropriate at that time,

Another regulation governing effluents, Part 50, Appendix 1,
was developed as & generic ALARA regulation. Although
technology may be somewhat improved since the original
analysis, no major flaw has appeared in the original basis for
these ALARA criteria, Therefore, the staff does not believe
that these criteria should be reexamined further,

The second step to be undertaken is to systematically assess
the doses for each exemption., This task will be accomplished
with contractor assistance. In those cases where the
exemption results in doses that exceed the individual and/or
collective dose criteria of the policy, a cost-benefit
analysis will be performed to determine whethe' the doses
resulting from the exemption are ALARA. After ‘hese dose
estimates and subsequent analyses are completed, vie Staff
witl be in a position to determine which exemption regulitions
are candidates for revision in order to achieve consistency
with the policy. Examination of the principal literature on
previous estimates of doses from specific exemptions has been
initiated. Existing dose estimates, if judged adequate, could
be the basis for determining that the dose criteria of the
policy are unlikely to be exceeded. Also, existing analyses
may provide at least a partial basis for decisions on whether
ALARA 1s met for exemptions excceding the dose criteria,
However, for consistency, dose estimation should be conducted
as uniformly as practical with a consistent, up-to-date mode)
and modeling assumgtions. As indicated in Enclosure &, the
preliminary schedule for completion of the assessment of
existing exemptions is September 1993; however, this depends
on the number and complexity of the ALARA analyses needed.

Activity (3)(b) will involve the rulemaking actions necessary
to revise exemptions for consistency with the policy statement,
The number and extent of these rulemaking actions cannct be
precisely determined until the systematic assessment has been
completed. However, preliminary reviews suggest that at least
six ruiemakings are 1ikely to Le needed. The effort necessary
to conduct these rulemakings is included in the staff's resource
estimate., Any other rulemaking actions determined to be
r2cessary as a result of the systematic assessment will require
additional resources in the period 1993 and beyond. The order
of the six rulemakings discussed below is not meant as an
indication of their priorities.

el ' st e 0 B o R



The Comnissioners 6

One rulemaking that has been identified by the preliminary
review as a candidate for conforming the regulations to the
policy would be reducing the specific individual dose

criterion in 10 CFR § 32.28 applicable to gas and aerosol
detectors (smoke detectors) from & mrem/year to 1 mrem/year,
The & mrem/year criterion was part of the initie) ruleméking
for smoke detectors in 1969 and was compatible with the
developing industry's practice for the quantities of Am-24]
used per detector at the time, As a result of advancements in
the design of smoke detectors and the issuance in 1977 of the
internationally accepted Nuclesr Energy Agency (NEA) smcke
detector standard with its recommended limit of 1 microcurie

of Am-24]1 per detector, manufacturers are generally making smoke
detectors which meet the 1 mrem/year criterion, Given the
present situation, an ALARA analysic would not support the
continued use of a 5 mrem/year criterion., Thus a rather
straightforward rulemak:. g would make this regulation consistent
with the interim criterion for practices invoiving widespread
distribution of materials in the policy statement. It would
preclude unnecessary increases in doses in the future and would
also be generally more consistent with the internationa)
regulatory community.

The second rulemaking that would appear to be necessary to
conform the regulations to the policy is a revision of 10 CFR
Part 40, "Domestic Licensing of Source Material," to upgrade
the safety requirements and to improve tracking of exemptions
by the Commission, The staff has been aware for a number of
years that such a rulemaking is desirable. In addition to
updating the safety requirements for the source material
exemptions, revision of the rule would appear to be critical

to the ab1i1ty of the Commission to monitor the effectiveness
of the policy and meintain total exposures from multiple sources
within the appropriate 1imit. A rulemaking to revise

10 CFR Part 40 would probably involve revamping the regulation
to make it more consistent with the approach taken in

10 CFR Part 30 for the regulation of byproduct material and
should reconsider other aspects of scurce material licensing
beyond the exemptions. Concerning the source material
exemptions in Part 40, requirements similar to those applicable
to the distribution of materials and products exempt from
Ticensing under Part 30, such as quality assurance, should be
considered. Better controls and information on distribution

of source materials to unrestricted use may be especially
important to the Commission's stated intent to control "multiple"
exposures since the consumer products previously estimated to
produce the greatest collective exposures contain source
material. Before initiating this rulemaking, & preliminary
research and cost effectiveness study would be conducted to
determine the most effective approach.

R Am-\s‘.‘. ,.._‘,.r.m,-.m:. =



The Commissioners

A third potential rulemaking that may be necessary to achigve
consistency of the reguiations with the policy statement would
be mocifications of references to an ontright prohibition of

the use of radioactive material in food, beverages, cosmetics,
grugs, toys, adornments, or otherwise designed for ingestion,
inhalation, or application tu the human body. Some part of

this prohibition appears at least four g]aces in the regulations
(§% 30.14, 30.19, 32.11(c), and 32.18(b)). Although this may
be a relatively simple rulemaking, it may also be controversial
and raisc public opposition. Also, other agencies such as the
food and Drug Administration and the Consumer Product Safety
Commission may have a regulatory interest in such modifications.

Additionally, a rulemaking which should be seriously considered
would be to resume annual reporting of quantities of materials
and products distributed to exempt persons., Such a

requirement would be in keeping witl the Commission's stated
intent that it will maintain cognizarce over the types of
exemptions granted and the quantities of muterial distributed
under exemptions. Since 1983, reports have been required only
every 5 years without the requirement to break the data down

by years. This has made it difficult for the staff to

maintain a clear picture of distribution trends of materials

and products to exempt persons. Information of this type will

be important if the NRC is to keep current on the amount of
materials being released to unrestricted use and to carry out

the stated intent to ensure that the exposures of the public
from all sources controlled by the NRC do not exceed 100 mrem/yr.
Keeping up with information on the distribution of materials

on an annual basis will also be important in achieving an effective
continuing public information program,

In addition to these four rulemakings, the staff believes that
two rulemakings tc revise the exempt quantities and exempt
concentration tables of 10 CFR Part 30 will be necessary after
completion of the assessment and calculation of doses based

upon updated models and scientific information. However,

these and 2ther amendments and revisions to specific exemption
regulations can only be initiated after completion of the review
and assessment of the respective individual exemptions for
consistency with the policy statement.

In addition to rule changes, there are other documents, such
as regulatory guides, standard review plans, and possibly
branch positions that may also need revision because of
inconsistencies either with the policy itself or with the
amendments made to the regulations. The staff has not yet
identified 211 the specific revisions that might be needsd and
thus cannot estimate at this time what level of effort will be
necessary. A somewhat lower priority will be given to these
tasks. Those revisions that reflect changes to existing
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regulations governing eramptions or any new guidance needed
for new exemptions would be initiated after the associeted
rulemeking 1s well underwsv. One document that has been
identified is Standard Revie~ Plan 11.6, "Method for
Obtsining Approval of Proposec Disposal Procedures," which is
presently under development b, NRK., This SRP addresses
requests for approval under § 20.302 to dispose of licensec
material in a manner not otherwise authorized in the
regulations. Since NMSS, NRR, the Regional offices within
NRC, and the Agreement States can authorize these disposals,
@ forma) review-plan with uniform criteria is needed in order
to provide a consistent agency approach in staff evaluations,
One issue to be resolved 1s whether BRC criteria are
applicable to actions taken under § 20,302 which du not
relieve licensees from possible future requirements, 1.e.,
some actions under § 20.302 do not remove materials from
regulatory control. A plan to deal with this issue, and
others reiated to § 20.302 disposals, is the subject of a
separate Commission paper being prepared by the staff,

The remaining three areas of effort of the four that were
specifically requected by the Commission in the

October 13, 1989, SRM (activities (4) through (6)) are
relatively straightforward., Resource estimates for these
activities do not depend to any extent on the outcome

of the systematic assessment and associated rulemaking tasks.

For activity (4), the development of $u1dance for the staff
to ensure consistent implementation of the policy, a task
force approach has been used, 1nvo1v1n? knowledgeable staff

X from the various offices whose work will need to incorporate

{} the policy. Federal Register notification of rulemakings and
licensing actTons was aisfrisute on July 30, 1990
(Enclosure 6). Other guidance wiN be developed in a similar

omanner, As distinct from the develdpment of Regulatory Guides
associated with specific regulations) activity (4) is to
de;eiop generic guidance on BRC issues, e.g., criteria for
ini ice. T,
defining a practice )‘&t_w_%\

In regard to activity (5) concerning information dissemination,
GPA has prepared and is distributing the “plain English"
pamphlet on exemptions. In addition to that and other planned
information dissemination, the staff has been and will continue
to be responding tc many letters of inquiry, including a large
number of Congressional requests. Besides the written
documents, the staff is actively presenting and explaining the
$o11cy in various technical, professional, and public forums,
his requires travel funds in addition to the staff time and
effort. Furthermore, the staff will maintain cognizance of
efforts involved in a Committee on Interagency Radiation
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Research and Policy Coordination (CIRRPC) initiative to develop
& nationa) policy on education of the public regarding the risks
from radiation,

In regard to activity (6), concerning health effects research,
there are currently several initiatives underway. These
include examination of effects from high-LET radiation for
incorporation into NUREG/CR-4214 and confirmatory research on
effects of hot particles on the skin, In addition, the NRC
staff participates formally in several authoritative commit-
tees and panels such as the C!RRPC Science Panerl, There are
also other ongoing activities, such as attending professional
meetings and symposia and keeping informed about other involved
agencies' activities, through which the staff currently keeps
abreast of a.d encouragec appropriate health effects research,
The task called for in this plan is to review, maintain, and
possibly augment the ongoing program to assure staff cognizance
of health effects research and ensure that necessary research
is conducted. In addition, this information will be utilized
in evaluating the implementation of the BRC policy. The staff
recognizes, in view of the fnvaluable potential information

on human health effects arising from the accident at Chernoby]
and the dramatic advances in molecular and cellular biology in
the last 15 years, the ne2d to maintain cognizance of the
field and to reflect the new information in NRC's regulatory
program. The importance of these events is described below.

The health effects from the Chernobyl release could be expected
to provide information on the health effects of concern to the
NRC, althiough oniy in the long term. The Soviets are willing
to provide the opportunity to gather health effects data. However,
they appear to have 1imited economic resources and thus plan
only limited national support for this research. The US-USSR
Joint Coordinating Committee for Civilian Nuclear Reactor Safety
;s gurrent]y preparing research protocols for work with the
oviets,

In regard to the need for evaluating the advances in biology,
the staff is aware that a significant reduction in the
uncertainties assoctated with risk coefficients might be
achieved with ¢ better understanding of the basic processes of
radiation carcinogenesis and mutagenesis through studies on
radfation effects at the molecular and cellular levels. Of
course, the Departments of Energy and Health and Human Services
have the major responsibility for health effects research,
However, it is important that expertise in contemporary
radiobiology be maintained within the staff to properly advise
the Commission on and take advantage of advances in this science.
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To this end, & research program is now underway 8ssessing the
utility of such studies to NRC programs and will be 2 catalyst
for future cooperative resea.ch efforts in this area,

The infeasibility of conducting & scientificaily vaiid
research progrem that could measure health effects, ¢ any,
due to BRC levels of radiation precludes direct, periodic
monitoring of the health effects resulting from ‘mplementation
of the BRC policy. However, the effectivaness of the BRC
policy can be evaluated with a periodic review of the duse
estimeses from the aggregate of all the actual BRC practices

that have been approved by the Com<ssfon, T t

periodic, agaregalag-+ 40 'th ¢ s

Woniter 0 X oy 3010100y bove
g W T=PTe . -1 1L : - o ,Gurreﬂt

: . The fre&uonqy 6f tlie periodic

TR BRCPUTICY on hesTth
evaluation of the aggregated doses should depend on the number

and kinde of BRC practices that the Commission approves and
that are implemented. If the number of approved BEC practices
grows significantly, the requirement for additional resources
could be expected, either in the form of contractor cr stavf
support, or both,

In regard to activity (7)(a), the evaluation of certaiu
generally licensed devices for possible exomptien under the
policy statement, the analyses necessary ave essentially the
same as for the reevaluation of existing exemptions., Five
devices were identified by the staff in SECY-90-175 as
candidates for exemption: (1) static eliminators containing
krypton-85; (1) beta backscatter devices; (111) gas
chromatographs containing nickel-63; (iv) x-ray fluorescence
analyzers containing cadmium-1C% and fron-55, but exciuding
those containing curium-244 and americium-241; anc (v) certain
calibration and reference sources having small activities,
Dose estimates will be made for comparison with the BRC
criteria, and if necessary cost/benefit analyses will aiso be
done. Because the work to be done on this task is the same as
that for the reevaluation of existing exemptions and because
of the importance of using a consistent approach, activities
(3)(a) and (7)(a) wil, be carried out in combination with the
assistance of a contractor,

Presuming that the above assessment indicates that certain
generally licensed devices shoul!d be exempted under the BRC
policy, appropriate rulemakings (activity (7)(b)) will be
initiated in FY 1993 as shown in Enclosure 5. As mary as five
separate rulemakings may eventually be undertaken. Resource
estimates for these rulemakings will be included in the next
update of the Five-Year Plan if the evaluations demonstrate
that exemptions are indeed appropriate.
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Resources:

2

10

The FY 1991-1995 Five-Year Plan includes resources to carry
out a1l of the known activities described acove. The FTE
resources by Office for these activities are shown below:

FY 81  FY 92  FY 83  FYo4 £y 95

— et ———

RES

FTE 7.0*% 7.0 7.0 7.0 7.0
NMSS

FTE 1.0 1.0 1.0 1.0 3.9
GPA

FTE 1.8 1.6 1.4 0.3 0.3
ADM ,

SR R % BN © SR gt Y

TOTAL /! 5 2.6 §.5 @5
* Includes 2 overhire positions,

The above resource estimates generally represent minimum
requirements which could be higher depending on the difficulty
of the srecific tasks identified. In addition to the NRC
staff resources, an additioral $0.5 million per year in
contractor assistance has been included in the Five-Year Plan
for the dose evaluations and the cost-benefit aralyses of
activities (3)(a) and (7)(2). However, the total cost of
these activities cannot be determined at this time, The
actual cost of the dose assessments will depend on the
availa Y OF expertyse BMESN T extent tiat existing

nfo nsistency with the policy without
extensive reevaluation., The total cost for the cost-benefit
analyses and environmental assessments or impact statements
will depend on the number of exemptions (and potential
exemptions) with doses exceeding the criteria, on the
complexities associated with the specific exemptions involved,
and on the depth of the analysis necessary to determine
consistency with the policy statement. Based upon previous
experience, & full-blown Environmental Impact Stotement, if
necessary for one of the more difficult exemptions, could cost
$2 million. However, reexamination of some of the consumer
products on a cost-benefit basis could be relatively simple in
some cases and consfgerably less costly.

A

In addition, theﬁgréstinates include resources for developrent
of the rules described above but do not include resources for
associated licensing and irspection activities. Resource



{ requirements Tor these ctivities will he estigated in the
regulatorv analysis for each rule *r accordance with standard
| procedurs and carnot be foreseen ‘r gsuffigient detai! at this
»

. , ] "
time ¢ ovide usefu estimates.

As noted above, additioncl resources may also be needed

1) as & result of the systematic assessment of existing
exemptions, (2) 1 rulamakings are deemed appropriate for
exempting certain generally licensed products, or (3) if a
large number of documents such as regulatory o/'idgs, SRP's,
oranch po«itions ar: determined to need revisi

The FY 1991-1995 Fi.e-Year Pian that was recently submicteq o
4 the Commission includes resources known to be needed to cay.y '
' Out the activities described 15 this plan. For 1951, one now ;
FTE had been previously authorized for BRC, and RES 15 to be
g allowed two FTE's as overage positions. Sterting in 1992, two
g FTE's pec year w11 te reprogrammed from the high level waste
prograr. plus one ad”itionu] FTE 3.t o/1zed to RES for BRC, a
L0 a1 of “hree additional FTE's per yea~. Since a shortage of
qualified experieiced personne) may nake it diffizuit to carry
out this plan according to the proposcd scledules as well as
meet crner responsibilities, 1 have authorized the Uirector,
RES, (o begin hiring an additional three FTE's for BRC work.

ome deta“ls of the assignments and specific tasks will have
0 be determined as the program proceeds and the results of
the systematic asscssment of existing exemptions and the
evaluation of generally licensed devices dbrceme available.
Tte staff w111 prepare o sumrary ¢f these assessments for

v cemission revisw waen “hic affort is comdeted and the
reCommendutions veoarding culeral.ing end ragy latory guidance
revisions are avai'able,

Coordination: GPA has concurved fr \his staff plan, ‘The Office of the
General Counsel has ne 1eya’l abection.

kecomné ndations: That the Comnissson note thet:

1) The staff plang to proced with the implementation of
this plan urless othernise directed by the Comnission,
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: ne res €5 necessary 1 mplement known activitie f
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James M, Taylor
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