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M inst” November 14, 1989

The Honorable Carl Levin
United States Senate
Washington, DC 20510

Dear Senator Levin:

I am responding to your two letters of October 16, 1989, which requested our
views on the matters pertaining to low-level radiocactive waste disposals raised
by Wesley Bullock and Jennifer Simkins-Bullock and Ms. Charlotte Runnells,
Although the U.S. Environmental Protection Agency is developing generally
applicable environmental standards which address low level radioactive waste
disposals, we, at the Nuclear Regulatory Commission, are deeply involved with
the issues raised by Ms., Runnells. These two letters, in fact, raise concerns
common to several letters which the NRC has recently received from citizens of
Michigan (re: the letter from Mr. Ken Russell which you forwarded to us on
April 3, 1989).

As the Bullocks indicate, they had previously sent a letter to us in which
they requested and were provided with further information on this subject. At
the request of another Grand Rapids citizen, Mrs, Corinne Carey, we have also
recently sent similar information to Mr, Marvin Hiddema, a Kent County
Commissioner.

In responding to these citizens' concerns, I would point out that the Commission
has neither evaluated nor published any proposed regulations that would allow
disposal of low-level waste as mandated under the below regulatory concern
(BRC) provisions of the Low-Level Radioactive Waste Policy Amendments Act of
1985 (P.L. 99-240, Section 10). Thus, the Bullocks have incorrectly presumed
a schedule for a Commission action on this subject. 1In 1986, in compliance
with the Act, the Commission did adopt a final policy that established the
standards and procedures that will permit us to act upon any BRC rulemaking
petitions that we might receive. On December 2, 1986, we also published an
Advanced Notice of Proposed Rulemaking that solicited public comments on the
issue of BRC waste disposal. Most recently, the Conmission has been developing
a broadly applicable policy statement that would establish the principles and
criteria that would govern Commission decisions related to the exemption

of radioactive materials from some or all regulatory control. The policy is
intended to provide the public health and safety framework that would be
apylied to the development of appropriate regulations on issues such as BRC
waste disposal. As a key step in this initiative, the Commission issued for
public comment the enclosed Federal Register Nutice on December 12, 1988. You
may recognize this notice as the one transmitted in our May 2, 1989 letter to
you, which responded to the concerns of Mr. Russell. We have received, and
continue to receive, responses to this notice which now total approximately
250 letters. The issues raised in these letters are being considered by the
Commission, and we anticipate that the statement will be issued later this
year or in early 1990.
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The Honorable Car) Levin 2

With respect to the specific qoints raised by the Bullocks, the NRC is aware
that the nation's nuclear utilities are funding research to determine, in the
industry's view, what low-level radivactive waste coulo be potentially
classified as "below regulatury concern." The industry's preliminary estimetes
indicate that thirty percent (by volume) of low-level radiocactive waste
originating at nuclear power plants sites may be considered "ERC." However,
the total amount of radioactivity in this weste is only about 0.01 percent of
that contained in a1l low-level waste generated at these sites,

The Bullocks also stated that, “. . . there is & crowing evidence that exposure
to low-levels of iunizing rediation have much greater negative health effects
than previously assumed . . . ." The Bullocks may be referring to estimates
recently made by the United Nations Scientific Committee on the Effects of
Atomic Radiation (UNSCEAR). These estimates were made primarily based upon

the Japanese atomic bomb survivors, ang pertain to the high doses and dose
rates essoCiated with those exposures. The dose levels, which would be
associated with practices such as BRC waste disposel, are significantly smeller
than those receivec by the bomt survivors. in fact, because these cuses are a
small fraction of natural background exposures, there is no direct evidence
upon which risi estimates at such coses may be based. As & result, the
Commission has used advice from various scientific conmittees, including
UNSCEAR and the National Council on Radiation Protection and Measurements, to
extrapolate the risk stimates applicable to the bomb survivors to the values
used at low doses and dose rates as a cautious assumption for establishing
exposure 1imits to the public, The Commission is using these estimates and
other relevant information in formulating its exemption policy.

In closing, | want to assure you that we take our mandate to protect the health
and scfety of the public very seriously. As a result, the issues raised by

the Bullocks, Ms. Runnells, and other concerned citizens are being carefully
considered.

Sincerely,

cting Executive Director
for Operations

Enclosure:
As stated



. November 14, 1989

The Honorable Carl Levin
United States Senate
Washington, DC 20510

Dear Senator Levin:

| am responding to your two letters of October 16, 1989, which requested our
views on the matters pertaining to lcw-level radioactive waste disposals raised
by Wesley Bullock and Jennifer Simkins-Buliock and Ms. Charlotte Runnells.
Although the U.S. Environmental Protection Agency is developing generally
applicable environmental standards which address low level radioactive waste
disposals, we, at the Nuclear Regulatory Commission, are deeply involved with
the issues raised by Ms. Runnells. These two letters, in fact, raise concerns
common to several letters which the NRC has recently received from citizens of
Michigan (re: the letter from Mr. Ken Russell which you forwarded to us on
April 3, 1989).

As the Bullocks indicate, they had previously sent a letter to us in which
they requested and were provided with further information on this subject. At
the request of another Granc Rapids citizen, Mrs, Corinne Carey, we have also
recently sent similar information to Mr. Marvin Hiddema, a Kent County
Commissioner.

In responding to these citizens' concerns, I would point out that the Commission
has neither evaluated nor published any proposed regulations that would allow
disposal of low-level waste as mandated under the below regulatory concern
(BRC) provisions of the Low-Level Radicactive Waste Policy Amendments Act of
1985 (P.L. 99-240, Section 10). Thus, the Bullocks have incorrectly presumed
a schedule for a Commission action on this subject. In 1986, in compliance
with the Act, the Commission did adopt a final policy that established the
standards and procedures that will permit us to act upon any BRC rulemaking
petitions that we might receive. On December 2, 1986, we also published an
Advanced Notice of Proposed Rulemaking that solicited public comments on the
issue of BRC waste disposal. Most receitly, the Commission has been developing
for Operstions” ' ' b Fibin o

Enclosure:
As stated

See next page for Distribution

*See previous concurrences

OFFC RPHED :URE¥  RPAEB: URA® :DD:DRA ¥ :L:.URA® DU/C1:RESF:D:FES :
NAME :WLahs: :DCo0 1 :ZRosztoczy:BMorris  :TSpeis 1EBeckjord :J
DATE:11/02/89 :11/02/89 :11/02/89 :11/0¢,89 :11/3/89 :11/3/89 :1

OFFICIAL RECORD COPY



Federa! Register / Vol 83, No 238 / Monday, December 12, 1968 / Proposed Rules

et e e e o

P T

NUCLEAR REGULATORY
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Policy Statement on Exemptions From
Regulatory Control

agency: Nuclear Regulatory
Coramission.

ACTIONS: Advance notice of proposed
stalement and meeting.

8./8MARY; The NRC is in the process of
developing s broad policy on
exemptions from regulatory control for
practices whose health and safety
impacts could be considered below
regulatory concern. This policy
statement would provide for more
efficient and consistent regulatory
actions in connection with exemptions
from various specific Commission
requirements The Commission. in
formulating this Advence Notice. is
seeking public input on some specific



questions which are hey considerstions
in developing such & policy The NRC
ol will conduct o meeting to inform
the public of its intentions, specifically
to clanfy and snswer guestions
concerning the advanoe notice. and to
hear prelimingry views concerming o
policy for exemptions with emphasis on
the specific questions raised by the
mion
PATEE: Meeting 10 be held on January
321088 Written comments should be
submitied by January 30 1986,
Comments received afier this dete will
be considered if it s precucal to do eo,
but ssswrance of considerauon can only
be gven a9 10 comments received on of
befure this dete
ADDRESSIE: Mnm* will be held ot the
Holidey lnn. 8120 Wisconsin Avenue,
Pethesda, MD 20814 (4 blocks north of
the Bethesda Metro Station) Telephone:
(301) 6522000, 1-800-465-4320 Mail
writien comments 10 Searetary. US.
Nuclear Regulatory Commission,
Washington DC. 20555 Attention:
Docketng and Service Branch
Comments may be delivered 1o 11558
Rockville Pike. Rockwille. MD between
230 am and 415 pm weekdeys.
Copies of the comments received may
be examined and copied for a fee ot the
NRC Public Document Roowr st 20 L
Btreet. NW. Washington, DC.
POR FPURTHER INFORMATION CONTACT:
Catherine R Mattsen, telephone (30)
4923638 or William R Lahs, telephone
301) 492-3"7¢, Uifice of Nuclear
eguleory Research, US Nuclear
wlum Commission. Washington

SUPALEMENTARY INFORMATION

Internstiona) Worksbop

in addition to conducting this public
meeting the Commission has sought
input from the intemational regulatory
community through an internstional
workshop on exemptions from
regulatory control which was held
October 17-19, 10688 in Washington DC.
The importance of such intersction
stems from the fact tha! many existing
and porential exemptions involve
redioactive materials purposefully used
in consumer products or introduced into
various products or meterials through
the recycling of contaminsted screp,
either of which mey enter intemnationasl
trade. Even effluents and waste disposal
can involve exposures 1o people in
countries other than those from which
the effluent or waste originated This
sapect is o significant issue in the
Ewopean community. Thus. some
degree of consistency Internationally e
dervoDle. since exemption decisions
can affect populations outeide each
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country's border 1t is hoped thet
exchanges of idess and information
such a0 occurred ot the intemetionsl
workshop will besides providing one
evenue of input 1o the Commussion s
ections. lead toward o greater degree of
consistancy in such exemptions world.
wide At the internations) workshop the
“Advance Notce of the Development of
o Commission Policy on Exempuons
from Reguletory Control for Practices
Whose Public Mealth and “"Zo
Lmpacts are Below Regulsiory Concemn™,
presenied in this notice. was made
svaileble for discussion The transcript
of the intemmetionsl workshop which
includes all the papers presented of the
meeting may be examined and copied
for & fee o' the NRC Public Document
Room et 2120 L Street, NW,,
Washington. DC.

Advance Notios of the Developmen! of o
Comumission Policy

Introduction and Purpose

Ovor the lest severa) years. the
Commission has become increasingly
sware of Wne need to provide o genersl
policy on the appropnriste critena for
release of redicective matenals from
regulatory control Yo sddress this need.
the Commussion s expanding upon ite
onuunuolucy for protection of the
public trom recdiahon. cwrently
express2d in exisung regulations (Tite
10. Code of Federal Regulations) and
‘ohcy statements (30 FR 3462 Use of

roduct Material and Source

sterial deted March 18, 1985 ¢7 FR
57648 Licensing Reguirements for Land
Disposa) of Redioscuve Waste deted
December 27, 1062 and 81 FR 30838,
Ceners! Staiement of Policy and
Procedures Concemning Petitions
Pursuant 1o § 2.802 for Disposal of
Radiosctive Waste Streams Below
Regulatory Concern. doted Auguet 28,
1066). The expansion includes the
development of an explicit policy on the
exemption from regulatory control of
practices whose public heslth and
salety impacts sre below regulatory
concern. A practice is defined in this
policy as an activity or 8 se!l or
combination of & number of simllar sets
of coordineled and continuing activities
simed ot o given purpose which involve
ou:ounml for radiation exposure.
Under this policy, the definition of
“practice” ls o critical feature which will
assure thet the formulation of
exemptlions from regulatory control will
not allow deliberste dilution of material
or fractionation of @ practice for the
purpose of circumventing controls that
would otherwise be applicable

The purpose of this policy statement
is 10 establish the basis upon which the
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Commission mey initigte the
development of approprate reguletions
or mahe Licensing decisions to exemp!
from reguletory control persons who
receive. possess. use, transfer own or
srguire certain retiosctve matenal
This policy is directed principally
toward rulemaking sctivives bu! mey
be applied to license amendmenu or
License applications involving the
relense of Licensed redicective matenas)
either 1o the environment o 10 persons
who would be exempt from Commussion
regulstions 111 imporant (o emphasize
that this polcly does not assert an
sbaence or threshold of nek but rether
establishes 8 baseline where furtter

overnment uons to reduce rske

unwarrant
The concep! of regulatory exemptions

s now new For example, in 1960 and
1970, the Commission promulgeted
tables of exempt quanuties and
concentrations for redioactive materia!l
which & person. under ceriain
circumstances. could recieve possess,
use transfer own or scquire withou! @
requirement for @ liconse (25 PR 78°5
August 17,1960 snd 35 FR 6426 Apnl 22
1970) Other exemptions allowing
distnbution of consumer products or
other devices to the geners! public. or
sllowing releases of redioactive

. material to the environment, have been

embodied in the Commission's
regulations for some time More
recently. the Low Leve! Radioactive
Waste Policy Amendments Act of 1068
directed the Commission to develop
standards and procedures for
expeditious handling of pelititons to
exemp! from regulation the dispossl of
slighty contaminated radiosctive waste
meterial that the Commission
determined 10 be below regulatory
concern. The Commission responded to
this legislation by lssuing @ policy
statement on Augus! 26 1088 (51 FR
$0839) That stetement contained criieria
which, (f satisfactorily sddressed in o
a\mon for rulemaking would allow the

mmission 1o act expeditiously in
proposing appropriste regulstory relie!
on & “practice-specific’ basis consistent
with the merits of the petiton

The Commission believes tha! these
“practice-specific” exemptions should
be encompassed within 8 brosder NRC
policy which defines levels of radiation
rsk below which specified practices
would not require NRC regulation based
on public health and salety interests
For such exemption prectices. the
Commission's regulatory Involvement
could therefore be essentially limited o
licensing. inspection, and complisnce
activities sssociated with the vansfer of




the radastve matenal from o cosrallad
1060 exempl Slatua

The Commissien recognizes thatl ' e
nations! policy oo exempions from
regulatory control is to be eMective
Agreement States will pay an importand
implemerzation role In the past Stater
heve bevn nmuns'm f thet
certmr wertey e below regulatory
concern and the Commisnon believes
thet Stater will gppomt an expension of
Uvene views to all prectices tovolving
ex e distribumon of releese of
rechoschve material. The Commisrion
iniends that rulemekings cod. by
regulatory cantrol exemphons wi be
made & matter of commpatibihty for

enent States. Consegquentiy. ¢
rulemakings thet evolve from this
will be coordunated with the Slstes

Advisory apd s i bodres bave
offered doverse views 10 e Commismon
in anticipetion of th Policy Suemen.
There (s DO sl CanRaehsue based an
existing sCienll evidence of research

ding the selecuon of numencal
wna for use o s Policy Sutement
Furthes, e Coramuss op & sware thal
Were are ullering views within the NRC
staf on the selecios of pumencsl
eniena! for BRC

Lo the absence of o scjenufic
consensus. tt (s the Comumission’s sk 1o
arsess the diversity of views in
establishirg e n?om\blc BRC palicy
‘The suthorty and respons bility to meke
the final selectian of criteria rests with
the Commission Criteria selected must
(1) Provide reasomable sssurance that
public hea!th and salety will be
protected. and (2] conmistent with such
sssurance permit practices in the public
domam which involve the uee of
redicisotopes for which society
perceives o demend.

It is recognized that there is o delicate
balance here Critera cun be set
sulficiently restrictive such that theve is
sbsolute sasurance that hes!th and
safery will slways be protecied. no
matier what events might transpire.
MHowever, in Going s0. the regulaior may
then place undue and nnnecesssry
resthctons on practices which should
be permitied because of otherwise
ressonable sacial, econamic, or
indusural considerations. There is
slways the danger of over-regusuon
which resulls in effects that are felt ia
aress where the NRC does not have
suthority and responsiblity. Moreoves.
the Atamic Energy Act does nol reguure
sbsolute ssswances of salely in the use
of redioactive material and Leersed
focilues

The numerical criteria wimaiely
seiecied will bave significent wpect aa
puclest regulation bere i the Uniied
Siaies and potentially in the

inte e tota) commutaty. The valoes
U Coksade s B 1B b Poucy
Slawmen 4o 00! Bacassiry agree wilb
those sedecied or under copmderslian by
e consines. The Cammuson bas
carciuly reviewed those aliemale
onlena aud does nol Lod sgn Deant
sciebilic evidence el wouk dilete
preferenal setecion ol suy of Lose
views over whet & proposed o Uee
Policy Siatemel.

Radistine Protectios Principles

The Commniss 0t recognzes that three
fundaments! principles of radiation
rotection heve hustorically gu/ded the
ompulauon of 8 sysiem of dose
Livtation to protect workers and e
public from the potentially baredul
elfects of radiation They we (1)
Justfication of the pracuce. which
\hat there be some bet
resulung from the use of redatien or
redioactive materials, (2 dose Lmits,
which define the upper boundery of
sdequete proteciion for o member of the
public whrch ehowd nat be exceeded in
the conduet of puckear senvites and (3)
ALARA, which requires that redation
dose be as Jow as 19 reasonably
sctuevalle econanmc and soc il factars
bemg ke mw sccount. The term.
ALARA. is an scronym for As Low As is
Ressonchly Acthuevabie The
Commisnon i oteresied b assessing
how these pracrples showd be applied
in establuhing appropriste oritera for
relesse of radiosctive matenals brom
regoletory conire
use of the abeence of observed
hea!lh effects below § rem [ yewr (50
mSy /year) swentfic experts incuding
the Intermator.al Commussion on
Rediological Protecton (ICRP) and the
National Counci! on Radiation
Protecuon and Messurements (NCRP)
make the assumption that e frequency
of occurrence of healih effecls per unit
does a! bow dose levels i the same as 84
high doses (10 RAD (0.3 Gy)) where
health effects have bees observed
studied 1o humans and soimals Tha
lineas non-thresho!d bypothess sssumes
that the nisk of redusuon induced eliects
(principally cencer) is Loewrly
poporuanal 10 dose. bo DAter bow
stiall the dase mighi be The coellicient
used io tbe mode! as & basus for
estimaung stausucal bealth risk is oo
the order of 23 10" “ risk of fatal cances
per person-rem of radiauon does
(210" par SV) The Commasion
recognizes that (L is 8 conservalive
model based upon date collecied ot
reluvely high doses and dose rates
which is then extvzapoleied (o the low
dose and dose rate region where Uwre
are po slaustically reliable
epidemiciogical dete sveileble

fdudb’bhll\foknNumIMMy.MhOuSﬂlmlvh

Altetns Lve hypoibeses b ve been
Lw arl reevalnelions o the dela

= 8! hupheer Goses cardinme The
Commismad beleves Uil use of he
linews not-hres boid bypothies s & wwe
the Vwaretaca) eaialds vmen ) of upee
kit oo Use pumbes of beeld eflecis
the! mag'y auear ol very low doses
which are the subjec! of the exeryrine
polsy.

The rish af dasih W as wdrv doal. 00
calculated uming the Lnew model »
shown i Tebie 1 for vanous delowd
Jevels of individual dome A rad auan

sare G 10 moem per year (G mSv
pet yeor) for o Lieume corresponds
theoretically 10 an increase of 6% of
the individea! s annual nisk of cancar
death The Wetune rak w based v
the further assumpuon that e exposure

level @ tbe same lor sach yeat of 8 70
year Lietime.
In esumating the dose rales o

members af the public that mugh! arise
throvph the use of vamous pracices for
which exemplions are beng cous dered,
the Cotvnusson has decrded o appuy
tha cancep! of the “effective dose
equwvalent” This concepl. whah »
besed au & compansan of e deloyed
mortality eliects of wnuring redis Lok
exposures. permns Lhrough e ol

we ghtng factors, the calculebon of the
whow body dose equvalent of parual
body exposures Tha spprosch was
orgaaly developed by the
Internauonal Commussion on
Rediolog cal Protecuan and was fisd
expressed i i Publbcatan 26 waued in
1977 Since that Ume, the concept bas
been reviewed and evaluated by
rudistion protection organizetions
throughou! the warld and bos pauned
wids scceplance.

Tamsgt!
Sae W
roeme sy eves [ o o

L) Vet A | ey

| s 2088

Qm-u"___.._-. "N_:; Wi
:o:: B gl?"i ::l'g_‘
Crmon e L LAl X

The Commission recognizes that
impossible 1o messure ek 0
individusle or populations direcdy and.




the! i mos! situstions. it is imprectice!
10 measure ennue! doses o Individuale
ot the low levels implied by exemplion
decisions Typically redioisotope .
concentrations or radietion levels from
the matens 1o be exempled are the
attual messurements the! can be made,
and doses are then estimated by
exposure pathwey anslysis combined
with other types of sssumpuons relsted
10 the ways in which people might

become exposed Under such conditions,

conservetive assumptions are freguently
used in modeling s0 tha! the actusl dose
is or the low side of the calculated dose
The Commussion bolieves that this is the
appropriate spproach 1o be taken when
determuning |/ an exemption from
tory controls is warranied.
llecuve dose is the sum of the
individusl doses resulung from ¢
ctice or source of rediation exposure.
y assigning collectuve dose o monets
value. it can be used in cos! benehit an
other guantitative anaiysis techniques It
18 o fuctor 1o consider in balancing
benefits and societa! impact

Considerotions in Cronting Exempiions
From Regulotory Control

The follo elements are being
considered br ¢ Commission as e
basis for evaluating practices which are
proposed 1o be exemp! from regulstory
control These practices U approved.
would result in products conteining low
levels of redioactive materia) being
distributed 1o the genera! public end
redioactive 2fMuents and solid waste
being released 1o areas of the publicly-
accessidle environment.

¢ Justification=The Commission
seeks comment on the extent to which
exposures resulting from any practice
should be justified As lower levels of
rediation exposure are projected. should
lower levels of benefit be required for
praciice justification? In establishing its
exemption policy. should the
Commission exclude certain practices
for which there appear to be no
reasonsble justification? In considering

posals for exemptions. should the

mmission evaluate the social
scceplability of practices? Should the
Commission determine o practice to be
unjustified if nonred.oactve economical
aliernatives exist?

¢ Dose Limits and Criterione—
Individua! doses from practices
exempted under this policy should not
be allowed 10 exceed 100 mrem per year

1 mSy per year). This is the dose limit
or members of the public specified in
the final revision of 10 CFR Part 20,
Standards for Protection Ageinst
Radiation The duse limits in the fina!
revision of 10 CFR Part 20 apply to all
sources of rediaton exposure under 8
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Licensee's contro! (netwel beckground
and medica! exposures are excluded)
Because of the smal) risks involved o 10
mrem (01 mSy) individual dose critenon
is proposed a0 the basis for exemplion
decisions based on sumple anslysis and
fudgements The Commussion
specifically seeks comment on the need
for establishing o collective dose limit in
sddition to an individual dose caterion
L such o collecuve dose emienon is
needed what is the basis for this need?
U the Commisnion decides that o
collecuve dose crtenon s needed what
approsches allowing truncation of
individual dose in calculation of
collectve dose or weighung factom for
components of collective dose would be
spproprate® What altematives showd
be considered for assesning societal
tmpect?

¢ ALARA «The ALARA pnnct:h
r:nonlly applies 1o determining dose

vels below which exemptons may be

anted on o cost-benefit basis

owever, it is the purpose of this policy
to establish critens which woud. in
effect delineete achievement of ALARA
without cost-benefit analysis

Although it is ponsible to reasonably
project what the dose will be from o
proctice. and then take thie information
into scooun! in controlling regulated
pracuces so that the dose limits are not
exceeded exemplions imply some
degree of loss of control The
Commission believes that o hey
consideration in establishing o policy for
exemptions, and subsequently in
specific nilemaking or Licensing
decisions, is the question of whether
individuals may expenrience radiation
urooun spproaching the limi
values through the cumulative effects of
more than one praclice. even though the
exposures from each practice are only
small fractions of the limit. The
Commission specifically seeks comment
on the issue By appropriste choices of
exemption criteria and through its
evalustions of specific ecemption
proposals In impiemes:ting the policy.
the Commission intends 10 assure that it
o unlikely that any individua!l will
experience exposures which exceed the
mmm per year (1 mSv per year)

L

Principles of Exemption

A major consideration in exempting
any prectice from regulatory control
hinges on the general guestion of
whether o7 no! application or
continuation of regulatory controls are
necessary and cost effective in reducing
dose To determine if exemption is
appropr ste. the Commission must
determine if one of the following
condiuons is met.

1 The application or continusuon of
regulsiory controle on the prectice does
no' result in any significant reduction in
the dose received by individusls within
the critical group and by the exposed
populetion or,

2 The costs of the slory controls
the! could be tmposed for dose
redutuon are no! balanced by the
commensure'e reduction ib rsk !
could be realised.

For purposes of implementing i
policy. the Commission recognizes that
only under unusual ciroumsiances
would preclices which cause redistion
exposures approeching the 100 mrem per
year (1 mSv per year) lumit be
considered as candidates for exempuon
The Commission will consider such
clreumsiances oo o case specific basie
using the genera! principles outlined in
this policy statement. Mowever, as the
doses and atiendent naks 1o members of
the exposed population decrease. the
peed for regulatory controls decreases
and the ans'ysis needed 10 suppor o
::opoul for exemption can ressonably

somewhat simplified

The Comumission is evalusting the use
of two numerice! critera in definung the

on where ALARA has been
schueved They are: () A critenon for
the maximum individus! annual dose
ressonably expected to be received as s
result of the prectice and (b) 8 messwre
of societa! impact to the exposed
populstion These criteris are being
considered 1o assure that, for s given
exempied practice. no individus! will be
exposed 1o o significant risk and that the
population as 8 whole does not sufler o
signiicant impact

Uf the individus! doses from o practice
under consideration for exemption are
sufficiently small the attendant risks
will be small compared with other
societa! maks. The Commission believes
that annua! individia! fetality risks
below sapproximately 10°* (one in
100.000) are of Little concern 10 most
members of society. Providing for some
margin below this level the Commission
proposes 10 mrem (0.3 mSv) as the level
of annual individus!l exposure. The
incremental annual individual cancer
fotality risk associated with an exposure
leve!l of 10 mrem per year (0.1 mSv per
yesr) is about 2x10°* (two in one
million) as indicated in Table 1 ond of
the order of 0.1 percen! (one in one
thousand) of the overall risk of cancer
death.

In evaluating the need for o collective
dose criterion. the Commission
recognizes that this criterion could be
the limiting consideration for practices
involving very small individua! doses to
very large numbers of people It is also




recognized that (o such cases the
collective dose criveman would in #®eet,
apphy the ALARA concept ©0 inévidua!
doses lesy than the below regulstary
concem leve! of 30 mrem per year to the
individus) Conversely, where the
colieetve dove crtievion would not be
Limiung 1t would serve mo povpose. The
Comm.ssron requerts comments on this
issue. tme oding comments o what the
magrutude of the collective dore
crtenon,  eny should be.

M the dose s lem than the below
regulatory concern crtena then the risk
from e prectice would be considered 10
be ALAKA wthou! further apalysn The
Commission siresses that sdoption of
the criters should not be constreed e o
decision that imaller doses are
neaessary before 8 prachce ean be
exempted whie doses above the
critera woud preciude exempons On
the cantrary. the critens sumply
represenit & of risk which the
Commission bele ves 10 saficently
small corpared o otber individual and
sometal naks that 8 cost bene fit analysie
is not required in order to =ake @
decision regarding the acceptabulity of
an @emption Pracuces not meetng
these criteris may be granted
exemplions on & case-by-<cuse bass i
sccordence with the principles
ermbodied within thas policy. To further
emphasize e Commussion s recoge fion
that 8 npd Lmitabas on coliecive dose
would be inapproprisie. it motes that lor
some pracuces. such as use of smoke
detecturs appreciable benelits can only
be sttained through extenaive ulilization
and. hence. wilh 8 commensurals
collective dose.

The Cammussiob is sware that
existing regulations of the
Environmental Protection Agency
establish criteria mare restnctive than
exemplions which could otherwise be

anted under this proposed palicy.

/ith regard 1o its own regulations, the
Commussion will evaluats whether there
are exermpuon criteris embodied thered
for which modification, sccording 1o the

rinciples of this policy. would be

neficial.

Exclusions From Exemptions

The Commission's Mareh 18, 1965,
notice on the Use of Byproduet Material
and Source Maleria) Products Intended
for use by General Public (Consumer
Producta) (30 FR 3462) providies the
basis for the Commission's approval af
the use of these malerials in consurner
products without reg Jatory control on
the consumer-user. This s sccomplisbed
by case-by<ase exemphan of be
possession and use of approved ilems
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from apphcadle licensing requiremenia
Approval of o proposed conmmet
product depesds upad a» assesdmes! of
exposuwres of persans \ MLt &
wel &5 &b evaluaton of the wefulness
of the produst

Caraib precuces ivolving reduatos
ar radioacuve malenals bave been
judged by NRC 1o be socally
uneccepiable regardiess of bow trival
the resulting dose migh! be snd
therefore, bave been eacludad ram
exeepuas Excluded pracuces mclude,
but are oot Lmuied w, the intenuonal
introductuan of radosclve matenal wlo
toys sud products nweoded la
ingeston inbaks uon ar durect
spplicaton W e shin (such os
cosmeucs)

in addition to socially unscceplable
uees of radioacuve matenals o guestian
880 arises regarding uses where Wbere
are clear economica’ aliermatives and
po unigue benebu exus! bam uaing
recioacuve material Where naks are
trivial, the regulatony prabluton of such
uses could pose an unnecessary
regulatory burdes by interlering with the
conduct of businesa.

The Comumission seeks cotumnants ok
whether pracuces sbould be
cetegorically excluded based an the
Commission's judgement regarding
socis! scceptability or the exintance of
alternatives Ansllermative o
categorical exclusian could be & case
specific dererminaban based o & salety
snalysis.

Proposals for Exemptian

A proporal for exempuon must
rovide & besis upon which the
misson can determune if the basic
cand lions described above bave been
satafied. In genersl this means that be
proposal showd address e indivicual
dose And societal umpact resulung trom
the expected acuv e under Lbe
exemphion. tncluding tbe use of the
redioactive materials. the pathways of
exposure. the levels of activity. and e
methods and consiraints for assuring
that the assumptions used to deline &
pracuce remain appropriate as the
redioaciive matenals move from
n'umor) control 1o an exemp! status
{ & proposal for exemption results in
o rule containing generic requirements. &
person lpp!yﬂ 10 wtlize the exemption
would not need to sddress pusulication
ot ALARA. The Corumission decision an
such proposals will be based on the
licensee s meeting the conditions
specilied in the rue. The promulgation
of the rule would, under these
circumstances. consutute o finding that
the exempied pracie is jestified and
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peumsmane e

et ALARA caraderatans bave bees
deall with Thas sppraach o s rent
with pas! pracice. ¢ g cansemes
product rules w10 Pert 30

In evalws UG Hoposals L exenyuon
undes Uws palcy. the progecied
exposures (o dilleren companeny of
the expossd pepulabon wul be
cansxierad with regard 10 We potental
the! some ExbVduels may receive doses
neat the 1D mrem per year 1} mSv per
year) liput when doses trom other
pracuces ore olso kew into
connderaton If exposures from
prottiple practhices can eceur which eve
signrficantly beyond the mdrviduel dose
enterion 10 mrem per year (01 mSvy per
year)). the exemptian will not be franted
without further analysis. As experence
is gained. this palicy and it
implementatian wil be reevalusted with
regard w this waue W assure that the
exposures W the public remain well
below 100 mrem per yeas (1 mSv per
year)

In addition to considerstions of
expected sctvities and pathways. the
Commission recognizes tha!
consideration must also be given to the
potential for eccidents and misuse of the
radicactive matenals mvolved m the
prectice A proposa! for exemption of &
defined practice must therefore also

‘address the potentials for accidents ar

misuse and the consequences of there
excepUonal conditions to terms of
individuals and collectve dose.

Verificoton of Exemption Conditiors

The Comsnissian bebeves ot the
implementation of an exempuon under
this broad polcy gudance mus! be
sccormpanied by 8 sukable program
monitor and venfy that the basic
consderstions ander which an
exemption was issued remain valid In
most cases. the products or materials
comprising an exempled practice will
move from regulatory control 10 the
exempt status under @ defined set of
conditions and cmteria The monionng
and verification program mus! therefore
be capable of provichng the Commussion
with the appropriate assurance that the
conditions for the exemplion remain
valid and that they are beung observed
The Commission will delermune
complance with the specific cond Lona
of an exemplon turough it established
licersing and inspeclon program and
will, from Ume to time. conduc! siudies
80 appropriate 1o assess Lhe Unpact of
on erempled pracuce or combiralons
of exempted practices.

="



1 lntroduction and Summeny NRC Sl
U Ducussion of Specifc Quesuony Bree!
NRC $ull summan end presenistions or
questions from achedyled participants
A Application of prnemple of justification
including the guestions

1 As lower levels of radation exposwes
are projecied. should lower levels of
beneft be required for Justification of
o prectce which b o candidere for
erempiion’

2 s ssubluhmg esemption policy.
shouwld the Commisnor exciutie cer
tein precuces for whuh Lher
10 be b0 ressonabile jusulication

3 In considerg proposals for exemp
ton shuuld the Comumission evaluste
social sccepiatuiity of the preciion?

4 Ghould the Commussion determmine &

1o be wnjustified if nomendio
| economical ahertatves exwl!

B Indvidue! dose cnienan for
schievement of the “os low as resson
obly schievebie (ALARA) prnciple @
exemplion Gecision Baking
5. b e 0 mrem/yesr eritenion pro-

posed by the Commission approprsie?

4 Jo the appropnateness of this number
effected by the decision regarding
whether & oolieciive dose amienon
showld be weed with the ndwnidual
dose cnienon!

3 Should the individunl dose eniemon
be choses on e bass of negligbie
mek o0 i done intenslonally (le.
WAEA Safety Series No 89) or can »

somewhe! bigher number be wsed
on ¢ Commusion oec
sion regarding ¢ level individus’

nek for whick espendiiure of re
sourcas b no! warranied!

4. How imporant i internalions! con-
sisency 0 choosing an individual
dose crienon?

€ Use of o ooliective dose erianon for
determining achievement of the ALARA
printiple in exemption decision-making
1 b o coliective dose criterion needed

n o:‘mu © oo individua) dose erite

non'

2 U o wha! 0 the beris of the! need

3 If the Commission decides o collective
dose entenon should be wsed whet!
should iv magritude be?

4 What sltemative 10 & collective dose
enienon should be consderad for a0
sessing societal umpact?

§ In calculeting coliecuve doss. wha!
spprosches sllowing truncation of in-
dividus! doses or the use of weighting
focton for components of collective
dase are sppropriate’

D. Approsches for assuring 1ots! expo-
sures of iIndividuals from mutiple prac-
ticas will ot excerd the 100 mrem/
year Lmit

1. b the spprosch of generally himiting
ind:viduais doses lrom sech souree er

ener 0 8 Pecten: of the evers!
o apprropmete!

2 Although mos! exempied sources
woult be expecred 10 Involve inding
B Oosss which am & el arthos
of the oversll Limit should Nexibiiny
G ymintained by sonsidering exemp
Gone on ¢ cou -baneli! basa sbove 10
mrem/yeart

3 b Ue evelwstion of collectve dome
Imponan o'-»m the mutphe

CXPOILIY 1ePUE
& Wil the emplication of justihcation of
prectice belp @ maibiew o smalier
bumbe of sowrory making f eener o
cosvro! oversl exposures?
5 How imporan is moniorng to Bain-
niung amwante the! Indvidual ex-
. do no! exceed W e ovensl
1

W General Duscusmon/Question Penod.
Comments o1 guestions by scheduled par-
uopans. Open 0 the flo 80 ume por

me
Those members of the public whe wish 0
pervaipaie by speakmg 6! the mee
showld mouly one of woutects lis
obove 80 tha! they can be schaduled
the spenda
Datad i Rock ville, Maryland the 24
of Dacamber | 8 -
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