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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 Regu?atory Concern (BRC) Policy
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, 19%0
(Enclosure 2). The Commission also requested an addition to
the plan concerning some generally licensed producis 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 describes the activities
that have been initiated in these areas. The staff intends to
proceed with the activities outlined 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. Additiona)
resource needs identified as a 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 cencern (previously referred to as the exempticn
policy). The SRM of October 13, 1989, directed the staff to
prepare an action plan to accomplish certain activities involved

in implementing that policy. This plan covers (1) those activities
identified by the Commission in October (items (3) through (6)
below); (2) previously initiated activities which also relate

to implementing the policy (items (1) and (2) below);
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Discussion:

and (3) consistent with the SRM of August 13, 1990, consideration
of exemptions of certain generally licensed devices (item 7).

To restate, the activities covered by this plan are:

(1) Rulemacing and associated asks currently planned
or]jn progress that fall within the framework of the
poiicy;

(2) Evaluation of and action on petitions for rulemaking
to establish or modify exemption levels;

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

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

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

(5) Development of a proy~am of information
dissemination concerning the policy and its
implementation;

(6) Development of a program to ensure that necessary
health effects research is conducted and the results
used to monitor the effectiveness of policy
implementation; and

(7) (a) Evaluation of five identified generally licensed
devices for possible exemption under the policy,
and

(b) Rulemaking as appropriate to exempt these
devices.

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

and rulemaking on residual radicactivity criteria for the
release to unrestricted use of facilities and sites
(decommissioning); (b) development of residual radiocactivity
criteria for equipment and materials (recyclin?); (¢) contractor
stucy characterizing waste streams and disposal practices;

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

In regard to item (c), the Commission directed the staff to
consider the development of a generic rulemaking on BRC waste.
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Ar advance notice of proposed rulemaking on this subject was
published on December 2, 1986, However, in 1ight of the lack
of any expression of need for the generic exemption by our
1icensees, and the concerns expressed by officials from the
Low Leve) Radioactive Waste Compacts, other State Officials,
and expressed public concern with BRC waste, | recommend

that initiation of ¢ ru1emek1n2 to establish & generic BRC
waste exemption not be undertiken at this time, The
development of a data base characterizing existing waste
streams and disposal practices is proceeding, nonetheless,
because it will provide information on the potential for
exposures to multiple practices necessary to support activity
(Zg and the consideration of wastes in activity (3)(a), both
of which sre discussed further below,

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
enticipated from NUMARC, requesting exemption of certain reactor
waste streams, now 1s not expected in the foreseeable future.

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

1ist of exemptions 1s 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
fnvolve release of radioactive material from regulatory contro)

in some manner., Some exemptions are not written explicitly as
exemptions from specific regulations, rather they are
requirements qertaining to releases of radiocactive material,

A1l 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, ‘l 20,302, 20,106(b),
and 50,.36a, allow for case specific exemptions and do not contain
SPﬁfif‘c criteria which are deemed inconsistent with the

policy.

In addition, certain of these regulations; namely, §§ 20.106(a)
(which governs effluents to air and water) and 20.303 (which
governs releases into sanitary sewage systems) are intended to
ensure compliance with the overall dose 1imit and not to ge-
nerically define as low «s is reasonably achievable (ALARA)
releases, Other effluent release limits either incorporate
ALARA considerations generically or are otherwise lower than
the overall dose limit because of generally applicable
environmental standards of the EPA, 1In all cases, effluent
Timits provide an upper bound on controlled releases to which
ALARA measures are to be applied by individual licensees. A
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revision of the overall iimits for effluents presently contained
in §§ 20.106 and 20.303 is included in the overal) revision of

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

is under?oing 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 individua) licensees.) Because
these limits are so broad in their application, it is probably
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) inciudes a reevaluation
of potential doses associated with sewage Yimits (§ 20.303).

A contractor study was initiated in 1987 and is scheduled for
conqletion by early 1991 (as shown in Enclosure 5). The staff
will consider whether further modificatinns to § 20.303 are
appropriate at that time.

Another regulation governing effluents, Part 50, Appendix I,
was developed as a 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-benetit
anal{sis will be performed to determine whether the doses
resulting from the exemption are ALARA. After these dose
estimates and subsequent analyses are completed, the st.ff
will be in a position to determine which exeaptfon regulations
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, i* ‘udgri 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 is met for exemptions exceeding the dose criteria.
However, for consistency, dose estimation should be conducted
as uniformly as practizal with a consistent, up-to-date mode!
and modeling assumptions. As indicated in Enclosure 5, 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.
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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 cannot be
precisely determined unti) the systematic assessment has been
completed, However, preliminary reviews suggest that at least
six rulemakings are 1ikely to be needed. The effort necessary
to conduct these rulemakings is included in the staff's resource
estimate. Any other rulemaking actions determined to be
necessary 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.

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

criterion in 10 CFR § 32.28 applicable to gas and aeroso)
detectors (smoke detectors) from 5 mrem/year to 1 mrem/year.

The 5 mrem/year criterion was part of the initial rulemaking

for smoke detectors in 1969 and was compatible with the
developing industry's practice for the quantities of Am-241

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 Nuclear Energy Agency (NEA) smoke
detector standard with its recommended limit of 1 microcurie

of Am-241 per detector, manufacturers are generally making smoke
detectors which meet the 1 mrem/year criterion. Given the
present situation, an ALARA analysis would not support the
continued use of a 5 mrem/year criterion. Thus a rather
straightforward rulemaking would make this re?u1ation consistent
with the interim criterion for practices involving widespread
distribution of materials in the policy statement. It would
preciude unnecessary doses in the future and would be consistent
with the international 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 update
the 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 requirements for the source material exemptions, revision
of the rule would appear to be critical to the ability of the
Commission to monftor the effectiveness of the policy and
maintain total exposures from multiple sources within the
appropriate limit. A rulemaking to revise 10 CFR Part 40 may
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 consider other aspects of source
material licensing beyond the exemptions. Concerning the
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source material exemptions in Part 40, requirements similar to
those applicable to the distribution of materials and products
exempt from licensing under Part 30, such as quality assurance,
may 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
groducc the greatest collective exposures contain source material.
efore initiating this rulemaking, a preliminary research and
cost effectiveness study would be conducted to determine the
most effective approach.

A third potential rulemaking that may be necessary to achieve
consistency of the regulations with the policy stacement would
be modifications of references to an outright prohibition of
the use of radioactive material in food, boverages. cosmetics,
drugs, toys, adornments, or otherwise designed for ingestion,
inhalation, or application to the human body. Some part of
this prohibition appears at least four places in the re ulations
(88 30.14, 30 19, 32.11(c), and 32.18(b)). Althuugh this may
be a relatively simple rulemaking, it may also be controversial
and raise 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 annua) reporting of quantities of materials
and products distributed to exempt persons. Such a

requirement would be in keeping with the Commission's stated
intent that it w'11 maintain cognizance over the types of
exemptions granted and the quantities of materia) distributed
under exemptions. Since 1983, -eports 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 wil)
be important if the }2C 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 informatien on the distribution of materials

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

In addition tc these four rulemakings, the staff believes that
two rulemakings to 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 other amendments and revisions to specific exemption
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regulations can only he 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 possivly
branch positions that may also need revision because of
inconsistencies either with the polic¥ itself or with the
amendmints made to the regulations. The staff has not yet
identified all the specific revisions that might be needed and
thus cannot estimate at this time what leve)l of effort will be
necessar¥. A somewhat lower priority will be given to these
tasks. Those revisions that reflect changes to existing
regulations governing exemptions or any new guidance needed
for new exemptions would be initiated after the associated
rulemaking is well underway. One document that has been
identified is Standard Review Plan 11.6, "Method for

Obtaining Approval of Proposed Disposal Procedures " which is
presently under development by NRR. This SRP addresses
requests for approval under § 20.302 to dispose of licensed
material in a manner not otherwise authorized in the regulations.
Since NMSS, NRR, NRC Regional offices, and the Agreement States
can authorize these disposals, a formal review plan with
uniform criterfa is needed in order to provide a consistent
approach in staff evaluations. One issue to be resolved is
whether BRC criteria are applicable to actions taken under

§ 20.302 which do not remove materials from regulatory control,
This icsue, and others related to § 20.302 disposals, is the
subg:ct of a separate Commission paper being prepared by the
staff.

The remaining three areas of effort that were specifically
*equested 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 systems ic assessment and associated
rulemaking tasks.

For activity (4), the development of guidance for the staff
to ensure consistent implementation of the policy, a task
force approach has been used, involvi knowledgeable staff
from the various offices whose work will need to incorporate
the policy. Guidance was distributed on July 30, 1990,
describing when Federal Register notification of rulemakings
and 1icensing actions 1s necessary (Enclosure 6). Other
guidance will be developed on an "as needed" basis as issues
are identified. As distinct from the development of regulatory
guides associated with specific regulations, activity (4) is
to develop generic guidance on BRC issues; e.g., criteria for
defining a practice,
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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 to many letters of inquiry, including a large
number of Congressional requests. Besides the written
documents, the staff is actively presenting and explaining the
policy in various technical, professional, and public forums.
Furthermore, the staff wil)l maintain cognizance of efforts
involved in a Committee on Interagency Radiation Research

and Policy Coordination (CIRRPC) initiative to develop a
national 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 CIRRPC Science Panel. 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 and eicourages 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 evaluatin? the implementation of the BRC poiicy. The staff
recognizes, in view of the invaluable potential information

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

The health effects from the Chernoby) release could be expected

to provide information on the health effects of interest to

the NRC. However, the Soviets appear to have limited economic
resources and thus plan only limited national support to gather
health effects data. The US-USSR Joint Coordinating Committee

for Civilian Nuclear Reactor Safety is currently preparing research
protocols fer work with the Soviets.

In regard to the need for evaluating the advances in biology,
the staff is aware that a significant reduction in the
uncertainties associated with risk coefficients might be
achieved with a better understanding of the basic processes of
radiation carcinogenesis and mutagenesis through studies on
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radistion 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.

Te this end, a research program is now underwa{ assessing the
utility of such studies to NRC prograns and will be a catalyst
for future cooperative research efforts in this area.

A scientifically valid research program that could detect or
measure health effects, if anﬂ. due to BRC levels of radiation
is not considered feas{blt. owever, the effectiveness of the
BRC policy can be evaluated with a periodic review of the dose
estimates from the 25, egate of all the actua) BRC practices
that have been ap.roved by the Commission. The frequency of
the periodic eraluation of the aggregated doses will reflect
the number anu kinds of BRC practices that the Commission
approves and that are implemented. As a result, if the number
of approved BRC practices grows significantly over the next
several years, additional resources will be included in (- dates
of the Five-Year Plan to assure a comprehensive and valio
monitoring program.

In regard to activity (7)(«), the evaluation of certain
generally licensed devices for possible exemption under the
pelicy statement, the analyses necessary are essentially the
same as for the reevaluation of existing exemptions. Five
devices were identified by the staff in SECY=90-175 as
candidates for exemprion: (i) static eliminators containing
krypton-85; (11) beta backscatter devices; (ii1) gas
chromatographs containing nickel=63; (iv) x-rag fluorescence
analyzers containing cadmium-109 and iron-55, but excluding
those containing curium-244 and americium-241; and (v) certain
calibration and reference sources having small activities.
Dos2 estimates will be made for comparison with the BRC
criteria, and if necessary cost/benefit analyses will also be
dore. 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) will be carried out in combination with the
assistance of a contractor.

Presuming that the above assessment indicates that certain
generally licensed devices should be exempted under the BRC
policy, appropriate rulemakings (activity (7)(b)) will be
initiated in FY 1993 as shown in Enclosure 5. As many 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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The FY 1991-1995 Five-Year Plan includes resources to carry
out all of the known activities described above. The FIE
resources by Office for these activities are shown below:

FY 91 FY 92 Fy 93 FY 94 FY 95

RES

FTE 7.0* 7.0 7.0 7.0 7.0
NMSS

FTE 1.0 1.0 1.0 1.0 1.0
GPA

FTE 1.9 1.6 1.4 0.3 0.3
ADM

4 SR W Y ™ S ¥ S N
TOTAL 10.1 9.8 9.6 8.5 8.5

* Includes 2 overhire positions.

The above resource estimates ?enerally represent minimum
requirements which could be higher dependin? on the difficulty
of the specific tasks identified .n addition to the NRC

staff resources, an additional $ 5 million per year in
contractor assistance has been ‘rcluded in the Five-Year Plan
for the dose evaluations and the cost-benefit analyses of
activities (3)(a) and \7¥(a). However, the total cost of

these activities cannot be determined at this time. The

actual cost of the dose assessments will depend on the

extent that existing informaticn can show consistency with the
policy without extensive reevaluation. The total cost for the
cost-benefit analyses and environmental assessments or impact
statements will depena 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, a full
scope Environmental Impact Statement, 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 considerably
less costly.

In addition, the above estimates inciude resources for development
of the rules described above but do not include resources for
associated licensing and inspection activities. Resource
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Coordination:

Recommendations:

11

requirements for these activities wil)l be estimated in the
regulatory analysis for each rule in accordance with standard
procedure and cannot be foreseen in sufficient detail at this
time to provide usefu)l estima‘es.

As noted above, addition3] resources may also be needed:
(1) as a result of the systematic assessment of existing
exemptions, (2) if rulemakings are deemed appropriate for
exempting certain generally 1icensed products, or (3) if a
large number of documents such as regulatory guides, SRP's,
or branch positions are determined to need revision.

The FY 1991-1995 Five-Year Plan increased resources previously
allocated to BRC and now includes the resources known to be
needed to carry out the activities described “n this plan,
Seecifically. + have anroved two overage positions for RES in

Fy 1991. Starting in FY 1992, 1 have reprogrammed two FTEs

from the RES high-level waste program and have authorized one
additiona) FTE to continue level und%ng for RES BRC activities.
Also, I have authorized the Director, RES, to be?‘n the hiring
process for these FTEs, since a shortage of qualified experienced
personnel may make it difficult to carry out this plan according
to the proposed schedules.

Some details of the assignments and specific tasks will have
to be determined as the program proceeds and the results of
the systematic assessment of existing exemptions and the
evaluation of generally licensed devices become available.
The staff will prepare a summary for Commission review when
this effort is completed and the recommendations regarding
rulemaking and regulatory guidance revisions are available.

GPA has concurred in this staff plan. The Office of the
General Counsel has no legal objection.

That the Commission note that:

1) The staff plans to proceed with the impiementation of
this plan unless otherwise directed by the Commission,
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MEMORANDUM FOR: Japes M. Taylor

Acting Executive Director for Operations
Willism C. Parlur, General Counsel
Harold R, Denton, Director, GPA

FROM: ((lgiégﬁ 2, Chilk, Eecretary

SUBRJECT: STAFF REQUIREMENTS = BECY-89-184 « PROPOSED
COMMISSION POLICY STATIMENT ON EXEMPTIONS
FROM REGULATORY CONTROL

This is to advise you the the commission, with all
Commissioners aTrulng, has disapproved your recommendation on
a proposed Comn ssion Policy Statement on Exenption from
Regulatory Contrel.

The Commission reguested the staff to submit for Commission
approval a final policy statenment wvhich incorporates the
fellowing elements: »

A BELOW REGULATORY CONTROL

The NRC will exexpt frow further regulatery control @
practice that setisfies the criteria listed belov.

8. INDIVIDUAL DOSE CRITERION

The average individusl dose to typical dndividunls in
the critica’ group should be less than 10 mren/year
for individual practices. An interinm individual dose
1imit of 1 mren/yr for exposures resultisg from
materials and products used by the ¢/neral pidtie
should be established until the Cov. ission gLins more
experience with the gotonttul for Individua
exposures resulting from wultiple Jractices. 12De
staff should be clear &nd precise an defining an
approach to distinguish vhich practices are svhject
to each of these dose linits. Dose vill be
considered in terms of effective dose equivalent.

flez'y Vii, o'y
Dete.. ZJo-V6 -89




c. ALAFA

Collective doses resulting from exposure to e
practice should be as lov A& ressonably schievable
(ALARA) .  Anual collective doses less than or equal
to 1000 person-rem will be deemed to satisfy the
ALARA eriterion. The calculstion of collective dose
does not need to consider individual doses less than
or egual to 0.1 mren/yr.

D. OTHER BRC EXEMPTIONS

The NRC may exempt practices thet do not meet the
individus) dose criterion on a case-specific basis 4if
the Comnission determines that doses to the public
are ALARA and regulatory control is not ustified by
:urthtr reductions An individusl and colliective

oses.

The final polt:g statement should be written in terms
understood bx e average 1.{ person and the discussicns of the
above criteris should be cxg ained in the context of the risks
thet the erdinary individual faces in his or her cvo:lely life.
The pelicy statement should alsc be consistent with the
folloving format: :

1. INTRODUCTION

Describe the purpose ©f the BRC Policy! cite existing
exepptions already codified in NRC's regulations and
those of other Federal agencies; overviev the content
of the Policy Statement.

2. TERMS AND CONCEPTS

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

3. POLICY

Describe and Justify the RRC criteris listed above
(BRC, individual dose uriterion, ALARA with the
collective dose criterion and truncation level, and
exerptions at higher doses). The rationale should
cloan{ describe the un risk basis used in
establishing the criteria.



‘. IMPLEMENTATION

pescribe how the BRC Policy will be implemented
through rulemakings and licensing sctions; describe
opportunities for public comment through subseguent
sctions; identify the potential need, if any, for
assesspent of environmental impacts; provide
guidance on how the NRC will consider spplications
for exemptions (e.g., would NRC develop & general
rule for cualpting consumer products or for specific
products such as frying pans, jevelry, gas mantles,
etc.)i and describe how the NRC will reviev already
exenpted practices to ensure that the assusptions

wade were appropriate,
$.  STANDARD FORMAT AND CONTENT

Describe, in genersl terms, the format and content of
exenption applications that the NRC staff would find
acceptable.

Additiona) comments are provided in the Comnissionars' vote
sheets.

The BRC Policy Statement should supersede the Commission's
colicy statement on consumer products dated Warch 8, 1965,

ecause the BRC policy provides a consistent risk basis for
cxonpt§ng prectices using radiosctive materipls from regulatory
contrel.

«~tEDO) (RES) (BECY Buspense: 11/30/89)

The General Counsel should examine the trestment of the issue
of Agreement State compatibility under the Policy Statement,
focusing on the question of whether we have the authority to
regquire Agreement Stetes to adopt criteria that are identical
to those set forth in the Policy Statement (i.e., Agreement
State BRC criteris can be neither less stringent nor more
Lhringent than the criteris established by the Comnission).

(0GC) (BECY Buspense: 11/30/89)

The Connission reguested the staff to submit a glcn. schedule,
4 resource requirements for the followving activitias:

8. Initistion of a systemstic assessment of existing
oxongttonl for radicactive materials in NRC's
regulations. As the first step in the assessment,
staff should fdent!fy existing exenptions and prepare
s vian for evaluating them for conformance with the

.)01 ‘w.
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Rulemaking activities, eas appropriste, to sensure that
codified exemptions are consistent with the BRC

pelicy.

Developuent of & regulatory guidance to ensure that
the BRC Polic¥ is implemented consistently in
licensing actions and future exemptions.

Froactive rroqral for dissezinating inforsation on
the BRC Policy to other Federal agencies, State and
local authorities, Indian Tribal organizations,
pedia, and the public, This program should include
publication of an informative pamphlet or the BRC
policy for widespread distribution to the general
publiz in terms understood by the lay person.

Program for assuring that staff remains cognitant of
ongoing health effects research about the nature and
significance of risks at ‘ov doses and dose

retes, as vell as wvorking with other responsible
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 policy. .

R
4.53/6’&)) (SECY Buspense: 01/30/90)
(EDO Suspense: 01/16/80)

Chairman Carr

Comnissioner Roberts
Comnissioner Rogers
Comnissioner Curtiss

ACRS
ACNW
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ELCY~895~2360 - COMMISSION POLICY STATEMENT
ON EXEMPTIONS FROM REGULATORY CONTROL

This is to advise you that the Commission (with Chairman Carr and
Comnissiconers Roberts, Rogers and Remick agreeing and with
Commissioner Curtiss agreeing in part and disagreeing in part)
has approved the attached Statement of Policy on Belovw Regulatory
Concern.

The Commission has also agreed that the staff should proceed
expeditiously with its program for dissenminating infourmation on
the BRC peolicy to Congress, media representatives, other Federal
agencies, state and local authorities, Indian Tribal
oerganizations, and the public. Such a progran i8 necessary to
effectively communicate the basis and need for the policy with
these groups. Accordingly, the Commission agreed that a working
group of NRC managers shculd be establ ‘shed to develop and
implement a conmprehensive strategy for releasing the BRC policy.
The working group should arrange briefings for Congressional
staff and other Federal and state agencies (incliuding EPA, DOE,
FDA, CPSC, Agreenent States, and affiliated organizations). The
vorking group should also arrange internal workshops to prepare
NRC Heacquarters and Regional staffs for responding to inguiries
about BRC. Comnmissioners offices should be advised of the tine
and location of all working group meetings. The working group
should also coordinate the development and release of information

about BRC, such as the BRC pamphlet being developed by Public
Affairs. (DEDS)

The Comnission looks forwvard to staff’s progress in imnlementing
the BRC policy, including establishment of interim residual
rodioactivity criteria for decommissioning and assessing existing
exemptions for consistency with the BRC policy. These efforts
will not only @nhance the coherence ¢f NRC’s regulatory

NOTE: THIS SRM AND THE SUBJEZT SECY PAPER WILL BE MADE

PUBLICLY AVAILABLE UPON PUBLICATION OI' THE FEDERAL
REGISTER NOTICE

*RFeissued to include Chairaan Carr’s June 21, 19%0 response to
Commissioner Curtiss’ additional views. The Chhrirman’s response
along with the Policy Statement and Commissioner Curtiss’ views
were forwarded teo the Federal Register for publication on
June 27, 19%0.




“=

framework, but may also encourage the use of a consistent risk
pasis in other areas of the Federal government'’s regulatory
framework for protecting the public and the environment from a
variety of risks. (RLS) 8300615

staff should develop a program for gystematically assessing
existing NRC exemptions (as directed in the October 13, 1585 ERM)
te evaluate their consistency with the criteria and provisions of
the BRC policy and for developing a framework of new regulations
and guidance to implement the BRC policy (e.g., residual
radioactivity limits for decomnissioning, waste exemptions,
regulations to establish a framework for exenmpting consumer

products) .
«~¢EDO)y (RES) (SECY SUSPENSE: 8/17/90) 8900158

staff should revise the analysis of public comments which was
included with SECY-89-184, as appropriate, to reflect the
commission decision in the BRC policy and make this analysis
publicly availakle.

~(BDO) (RES) (SECY BUSPENSE: 6/25/90) 8700019

Commissioner Remick would have preferred that the waste-related
pesition of the policy be deferred until it could be presented
together with more detailed guidance on the implementation of
vaste-related exemptions. He would also have preferred that the
risk cggtticiont used to set the dose criteria in this policy be
4 x 10" " chances of a fatel cancer per rad of exposure. This
nunber is cleoser than 5§ x 10 to the risk coefficients
calculated 'n the Appendix discussions of the UNSCEAR and BEIR-V
stggiot, which provide no apparent calculational basis for 5 X
10 .

Commissioner Curtiss’ additional views are attached.

Chairman .arr’s response to Commissioner Curtiss’ views is also
attached.

Attachments:
As Stated

cc: Chairman Carr
Commissioner Roberts
Commissioner Rogers
commissioner Curtiss
Comnissioner Remick
OGC
GPA

ENCLOSURE 2
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MEMORANDUM FOR: Jemes M. Taylor

Executive Director ror O ons SMoore, NMSS
FROM: Samuel J. Chilk, Secreta
SUBJECT: SBECY~90+~175 « STAFF REQU MENTS =« OCTOBER 3,

1989, FOLLOWING A BRIEFI OR STUDY OF
ADEQUACY OF REGULATORY OVERSIGHT OF MATERIALS
UNDER A GENERAL LICENSE

This is to advise you that the Commiesion (with all Commissioners
agreeing) has concurred in the staff's recommendations. The
staff should proceed with the ruleraking to wodify the general
license in 10 CFR 31.5 and to establish a registration and
response system for general licensees through the propcsed
rulemaking. The periodic verification letters provided for in
the rule should be sccompanied by a copy of the regulations from
time to time. These actions should promote better tracking,
improved communications, and enhanced licensee understanding of
the requirements and compliance with them. Staff should prepare
and submit a proposed rule for Commission review.

“tEPOYy (RES) (SECY Suspense: 9/1/90) 9000191

The steff should slso proceed with a rulemaking to modify 10 CFR
32.51 to restrict the maximum air gap between the device and the

groduct for generally licensed devices. A proposed rule should
e prepared and submitted for Comamission review,

~tEDO) (RES) (SECY Svspense: 3/29/91) 9000192

As a separate but related matter, staff should proceed with
intentions to establish through rulemaking separate exemptions
for certain devices. Staff should ensure that proposed
exenptions of certain devices that are currently used under
general and specific licenses are analyzed and exempted in
accordance with the Below !ogulntory Concern policy. The staff
should integrate its proposal to consider exempting these devices
into the BRC implementation program.

~{EDO) (RES) (SECY Suspense: 9/14/%0) 8900198

SECY NOTE: THIS SRM, THE SUBJECT SECY PAPER, AND THE VOTE SHEETS
OF COMMISSIONERS ROGERS, CURTISS, AND REMICK WILL BE
MADE PUBLICLY AVAILABLE IN 10 WORKING DAYS FROM THE
DATE OF THIS SRM.

.“. i -’" - % 4o
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The staff should conduct reviews and analyses, as described
below, and report findings to the Commission.

1.

Given the staff's belief that losses of generally licensed
devices are underreported, it is likely that some kinds of
accidents and misuses might also be underreported. The
staff's recommendation for periodic verification letters
itself indicates a concern that some general licensees might
not know what problems they are reguired to report, or even
that they are regquired to report. The staff should present
the information obtained through these periodic surveys to
the Commission, with an evaluation of the need for further
regulatory action, This evaluation should consider the need
to require a specific license for additional types of
devices or applications, to provide additional guidance to
general licensces, for changes in the verification letters,
and for other changes to Part 31, such as a regquirenment for
additional training.

The April 1987 report by Oak Ridge Associated Universities
entitled "Improper Transfer/Disposal Scenarios for Generally
Licensed Devices" nuggoot- a potential for significant doses
from several types of devices. Although the staff has
1ntormnll¥ determined that this document is based on
unrezalistic assumptions that produce dose estimates that are
too conservative, the staff currently has no documented
analysis supporting its cenclusions.

The staff should oxflntn why the doses estimated in the Oak

Ridge report are unlikely to be experienced in practice or

othervise insufficient as a basis for rulemaking. To

support its conclusions, the staff should obtain a peer

review of the Oak Ridge report and analyre *ha potential

g:l.l associated with radicactive materials under a general
cense.

gtaff should use its analysis as a major part of the basis
for naking future improvements in regulatory oversight of
general licenses and for making decisions on whether to
recommend specific licensing for other generally-licensed
devices. The staff's analysis could also provide a basis
for gathering additional information on categories of
general licensees where survey responses are sparse. This
analysis should be independent of the proposed rule on the
registration and response system, however, so that the
rulemaking will not be delaysd.



3. The staff should assess the design dose criteria established
for generally licensed devices in 10 CFR Part 32 to ensure
that members of the public are adeguately protected. In the
recent Commission deliberations on final revisions to 10 CFR
part 20, Commissioner Curtiss raised a concern about
adoption of 10% of the occupational limit (i.e. 500 mrem/yr)
as the design criterion for generally licensed devices in 10
CFR 32.51(a)(2)(44) and 32,51(c). Rather than dmalay
promulgation of the final rcvisions to 10 CFR Part 20 ard
the conforming changes, this issue should be resclved as
part of an integrated program to improve regulatory
oversight of goncrllly licensed material and derices. Staff
should carefully consider what the decign crit.-'a should
be, given that the pecple receiving tie exposures are
members of the general public rather than raliation workers,
and should provide recommendations for the Commission's
consideration on whether revision of the design criteria
should be initiated.

The staff should submit a plan with milestones for the
accomplishment of these reviews and analyses,

“tEDOy (NMSS) (SECY Suspense: 2/1/91)  Sob0ied
8900 iy

cc: Chairman Carr
Commissioner Rogers
Commissioner Curtiss
Coemmissioner Remick
0GC
GPA
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ACTIVITIES PLANNED PRIOR TO BRC POLICY
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ACTVITICS ADDRESSED IN RECENT SRM's

-
-
-
-

v 9 LA 4 Y93

s

MILESTONES

£z

o-o:v-nl-::nso-lns-a-:;‘asol-oav-au:oaj

.
~
-
~
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1. Actiwity (3)1a

Review of existing exemptions

A. Vdentification

B. review sgainst dose criteria = A
[. cos? fie ‘ [
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Pules

A. smoke detectors B o

8. annual reports -

C. Part 40 revision ® ;'

. mod‘fy specific prohibitions M;‘

exempt cuentities

Exewpt comcentrations
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Revisions of R.G."s, branch
positions, etc,
. Retivity (&) l
Guidance on lmplementation “ 1 1
- Rctworty (S5 4 i i !
Develop initial info. packages i | ’
for distridbution to govermment {
agencies, Indisn Tribes, etc.

“Platn English™ pamphlet

Ongoing information program B

S. Actiwity (&) '

Ongoing updating of health
effects research

Periodic review of effectivensss

of Pl‘% isplementation
. Activity

Exemption of items ceurrently

under gencral licensee 1
A, evaluclion
B. rules . i J*
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MEMORANDUM FOR: Robert ?. aer?ero.ooirector,ugzss
Thomas £, Murley, Director, o
Eric S. Beckjord, Director, RES * i
Thomas T, Martin, Regional Administrator, RI
Stewart D. Ebneter, Regional Administrator, Rll
A. Bert Davis, Regional Administrator, R11]
Robert D, Martin, Regional Administrator, R1V
John B, Martin, Regional Administrator, RV

FROM; James M, Taylor
Executive Director tor Operationg
SUBJLCT: GUIDANCE ON FEDERAL REGISTER NOTIFICATION OF RULLMAKINGS
egDTkICENSIﬂG'ICTTU EXEMPT MATERIAL FROM REGULATORY
NTRUL

The purpose of this memorandum is to provide interim guidance in 1ight of the
Commission's policy statenent on “below Rooulator* Concern (BRC)*, on

Federal Rzgister notificatfon of rulemekings and licensing actions involving
exemption decisions. The BKC policy statement states that opportunity tor public
comment will be provided through noticing 1n the Federal Kegister, for rulemakings
and any new licensing actions involving the exenp!gon of smaTT quantities of
radioactive materfals from regulatory control where generic exemption provisions
have not already been established. The statement permits the continued use of
existing generic exemption provisions that do not require a Federa)l Register
Notice unti) the generic exemption has been reviewed for conSTstency w 3
BKC policy. Licensing actions taken in accordance with such provisions may
continue to be 1ssued without such notice, unless notice 1s otherwise vequired
(for example, Part 51 may require notice).

1 have included as enclosures to this memorandum, interim guidance on how to
proceed with exemption decisions in the near term. In preparing these enclosures,
the staff has taken a broad look at existing examption provisions and has
identified al) those which could be relevant to the ERC policy. Enclosure 1
provides guidance for NRR actions and Enclosure 2 provides guidance for NMSS

and regional actions. Federa) Register Notices required for roftonnl actions
should be preparea by the region iollouing existing guidance. It you have any
questions on this metter, please contact Lemoine J. Cunningham for KRR

questions (452-1086) or John Hickey for NMSS questiors (492-342%),

xecutive Director for Operations

Enclosures:
As stated

ENCLOSURE 6
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KRR GUIDELINES FOR PUBLIC NOTICE
OF LICENSING ACTIONS RELATED T0 THE
BRC POLICY

POWER AND NON-POWER REACTOR LICENSEES
CONTACT: L. J. Cunningham, NRR, 492-1086

1. The following licensing actions do not need to be noticed in the
Federa) Register, unless there is a previously existing requirement for

such notice; such as a Sholly Noiice or 10 CFR 6):

b.

c.

Authorizations based on regulations or guidance fssued after June 27,
1990, f the regulations or guidance do not themselves require notice
and were developed in accordance with the BRC policy and noticed for
comment in the Federal Register,

Authorizations in accordance with provisfons of 10 CFR Section
20,303, 20,306, 30.15(a), 30,18, and 30,20,

Onsite burfals in non-Agreement States approved pursuant to 10 CFR
Section 20.302.*

Authorizations to release equipment or facilities for unrestricted-
use 1n accordance with the guidelines in chulatony Guide 1.86,
NRC Circular B81-07, Information Notice B5-92 or ervironmental

lower limits of detectfon (LLD's) contained in NUREG-0472.

Approvals of incineratfon pursuant to 10 CFR Section 20,305, {f the
ash 1s disposed as non-BRC radioactive waste, transferred to &
Ticensed perscn, or tontains non-detectable radioactivity,

2. The following licensing actions must be noticed in the Feders) Register,
with at least a 30-day comment period.

bl

Any action not covered by No. 1 which uses the BRC policy as justification
for approval,

Any exemption authorization involving transfer of radicactive
material to unregulated status, not covered by 1(b) above, where a
dose analysis is performed, and the projected doses exceed the BRC
criterfa,

Any 20,302 off-site burial,*

Any authorization for incineration which allows disposal of ash
which contains detectable levels of radioactivity as BRC waste.

Any NRR approval letter, 1icense amendment or change in Technical
Specifications that requires notice in the Federal Register
(Sholly Notice),

¥Note that actions under 20,202 do not remove material from regulatory
control unless specifically so stated; thus 20,302 approvals may not
be subject to BRC policy.



NMSS GUIDEL INES FOR PUBLIC NOTICE
OF LICENSING ACTIONS RELATED TO THE
BRC POLCY

FUEL CYCLE AND MATERIAL LICENSEES
CUNTACT: John Hickey, NMSS, 492.342%

1. The following 1icensing actions do not need to be noticed in the Federal Register,
unless there is a previously existing requirement for such notice:

8. Authorizations based on regulations or guidance issued after June 27,
1990, {1f the regulations or guidance do not themselves require
notice and were developed in accordance with the BRC policy and
noticed for comment in the Federa) Register,

b. Authorizations in accordance u1th rovtsions of 10 CFR Section
20.30! 20,306, 30.14, 30. 15(0) 30. ll 30.19, 30.20. 31.7
31.11(f), 35,93, 39.47, 39.4 59 77 io 40.22(b), and 40.25(e).

c. Onsite burtals agproved pursuant to 10 CFR Section 20,302, in
accordance with Policy and Guidance Directive FC 86-10, dated October 9,
1986, or the Federa) R {ster notice entitled 'Disposl‘ or Onsite
Storage of Thorium or Uranium Wastes," 46 FR 52061, October 23, 1981.¢

d. Authorizations to release equipment or facilities for unrestricted
use in accordance with the guidelines in Policy and Guidance
Directives FC 83-3, dated March 7, 1983, and FC 83-23, dated
November 3, 1983,

e. Authorizations to dispose of waste which has been held for decay to
non-detectable radiation levels.

f. Approvals of incineration pursuant to 10 CFR Sectfon 20.305, {f the
ash 1s disposed as non-BRC radfoactive waste, transferred to 'y
1icensed person, or contains non-detectable radfoactivity,

2. The following licensing actions, inCluding renewals, must be noticed in
the Federai Register, with at least a 30-day comment period.

8. Any action not covered by No. 1 which uses the BRC policy as justification
for approval,

b. Any exemption authorization involving transfer of radioactive
materia) to unregulated status, not covered by 1(b) above, where 2
dose analysis 1s performed, and the projected doses exceed the BRC
criteria,

c. Any 20.302 off-site burial or any buria) which is not in accordance
with Policy and Guidance Directive FC 86-10 or 46 FR 52061.*

d. Any authorization for incineration which allows disposal of ash
which contains Jetectable levels of radfoactivity as BRC waste.

€. Any authorization to distribute a new type of consumer product on a
Ticense-exempt basis which has not been previously authorized,

"Note that actions under 20,302 do not remove materials from regulatory
contro) unless specifically so stated; thus 20,302 approvals may not
be subject to BRC policy.



