UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON. D C 20565

November 1, 1989

The Honorable Alan J, Dixon
United States Senate
Washington, DC 20510

Dear Senator Dixon:

Your letter of September 18, 1989 requestad our views on matters perteining

to low-level radioactive waste dispocals reised by Messrs., Murray and Pritchard,
Sgec1f1c011y. their concerns are directed to Nuclear Regulatory Commission

(NRC) and Environmental Protection Agency (EFA) ectivities to exempt specific
waste from further regulation if its radioactivity content is sufficiently

low as to be "below rtgulatory concern," This terminology reflects a class of
meterial described in P.L. 99-240, the Low-Level Radioactive Waste Policy
Amendments Act of 1985,

We believe severa) major points need to be made. The low-level waste that
could be considered for exemption under P.L. 99-240 would only involve materials
with the lowest levels of radicactivity content - such as clothing, rags, paper,
wood and plastic which have been used in radiation areas within nuclear power
plents. In fa~t, for some of these materials, the level of radioactivity mey

be such a small fraction of natural background ragiation that it may not be
reacdily cetectable.

The implication that these BRC waste disposal activities would not be regulated
is untrue. The NRC wil) estab'ish regulations for determining which wastes are
"below regulatory concern" and, under its normal fnspection procedures, wili
monitor its licensees' activities to assure compliance. One element of these
regulations would assure that the disposal form of the "below regulatory concern"
waste must have negligible potential for recycling. This element would reflect
an existing Conmission policy (10 CFR Part 2, Appendix B) and would be intended
to preclude the recycle scenario described in their paper.

While it 1s true that radiation protection policies have conservatively presumed
that any level of radiatiun may involve risks, this has not been scientifically

proven, Each of us 1ive in an environment with a natural background of raediation.

The exposures from this background to members of the public, on the average, are
about 100 times greater than the exposures which could be received by members
of the public as a result of "below regulatory concern” waste disposal practices,
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The Honorable Alan J, Dixon 2

Finally, the paper states that "...BRC regulation is being slipped through
without [public] consultation... ." 1In fact, to allow for the broad public
debate, the Commission has been developing a policy that would identify *he
principles and criteria that govern Commission decisions related to the
exemption of radioactive materials from some or all regulatory control. An
advance notice of this policy development effort (enclosed) was published in
the Federa) Register on December 12, 1986 (53 FR 49886). This notice also
announced a public meeting on this subject which took place on January 12,
1689, Over 200 comment letters were received in response to the notice, and
the issues raised have been addressed in the development of the Commission's
broad exemption policy.

| want to assure you that we take our mandate to protect the health and safety
of the public very seriously. As a result, the issues ra‘sed by Messrs., Murray
and Pritchard wil)l be carefully considered.

Sincerely,

ting Executive Director
for Operations

Enclosure:
As stated
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Dear Senator Dixon:

Your letter of September 18, 1989 requested our views on matters pertaining

te low-level radioactive waste disposals raised by Messrs., Murray and Pritchard.
Specifically, their concerns are directed to Nuclear Regulatory Commission

(NRC) and Environmental Protection Agency (EPA) activities to exempt specific
waste from further regulation if its radicactivity content is sufficiently

Tow as to be "below regulatory concern.” This terminology reflects a class of
material described in P.L. 99-240, the Low-Leve)! Radioactive wWaste Policy
Amendments Act of 1985,

We believe several majer points need to be made. The low-level waste that

could be considered for exemption under P.L, 99-240 would only involve meterialis
with the lowest levels of radicactivity content - such as clothing, rags, paper,
wood and plastic which have been used in radiation areas within nuclear power
plants. In fact, for some of these materials, the level of radioactivity may

be such a small fract1on of nature] background radiation that it may not be
readily detectable.

The implication that these ERC waste disposal activities would not be regulated
is untrue. The NRC will establish regulations for determining which wastes are
““2low regulatory concern" and, under its normal inspection procedures, will
monitor 1ts licensees' activities to assure compliance. Onc element of these
regulations would assure that tre disposal form of the "below regulatory concern"
waste must have negligib'e potential for recycling. This element weculd reflect
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NUCLEAR REGULATORY
COMMISSION

WCFRCH I

Policy Statement on Examptions From
Regulatory Control

a0ENtY; Nucles: Regulatory
Commission.

ACTIONS: Advance notice of proposed
statement and meeting.

suMMARY: The NRC is in the process of
developing a broad policy oo
exemptions from regulatory control for
practices whose healh and safety
impacts covld 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
formuleting this Advance Notice, is
seeking public input on some specific
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questions which are key considerations
in developing such a policy The NRC
stafl will conduct @ meeting to inform
the public of its intentions. epecifically
to clanfy and answer questions
concerning the advance notice. and to
hear preliminery views conceming &
paolicy for exemptions with emphasis on
the specific questions raised by the
Commussion.
DATIE: Meeting to be held on Januery
12 1989 Written comments should be
submitted by January 30, 1968
Comments received after this dete will
be considerea | it is practical to do so,
but sssurance of considerstion can only
be given es to comments received on or
before this date.
ADORESSES: Meeting will be held at the
Holidey Inn. 8120 Wisconsin Avenue,
Bethesda, MD 20814 (4 blocks north of
the Bethesda Metro Station) Telephone:
(301, 652-2000, 1-800-465-4329 Mail
writien comments to: Secretary, US.
Nuclear Regulstory Commission,
Washington DC. 20558, Attuntion:
Docketing and Service Branch.
Comments may be delivered to 11558
Rockville Pike. Rockville, MD between
7.30 o.m. and 415 p.m. weekdays.
Copies of the comments received may
be examined and copied for a fee ot the
NRC Public Document Room st 2120 L
Street, NW., Washington. DC.
FOR FURTHER INFORMATION CONTACT
Catberine R Mattsen. telephone (301)
492-3638, or William R Lahs, telephone
M) 482-3774, Office of Nuclear
egulstory Research, US Nuclear
Regulatory Commission. Washington,
DC. 20585.
SUPPLEMENTARY INFORMATION:

International Workshop

In addition to conducting this public
meeting. the Commission has sought
input from the intemnationa! regulatory
community through an international
workshop on exemptions from
regulatory control which was held
Octobe) 17-16, 1988 in Washington, DC.
The importance of such intersction
stems from the fact the! many existing
and potential exemptions involve
redioactive materials purposefully used
o consumer products ot introduced into
various products or materials through
the recycling of contaminsted screp,
either of which may enter international
trade. Even effluents and waste disposs)
can involve exposures to people in
countries other than those from which
the effluent or waste originated. This
sspect it 8 significant issue in the
European community Thus, some
degree of consistency internationally is
desirable. since exemplion decisions
can affect populations outside sach
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country's border 1t (s hoped tha'
exchanges of ideas and information
such s occurred ot the internationa)
workshop will besides providing one
svenue of input 1o the Commission's
actions. lead toward o grester degree of
consistancy in such exen ptions world-
wide At the international workshop the
“Advance Notice of the Development of
# Commission Policy on Exempuons
from Regulstory Control for Practices
Whose Public Mea!th and Samcyo
Impacts are Below Reguletory Concem”,
presented in this notice, was made
svailable for discussion ‘i'he transcript
of the internationa! workshop which
includes all the papers preaented at the
meeting may be examined and copled
for o fee at the NRC Public Document
Room at 2120 L Streel. NW,,
Washington. DC.

Advance Notice of the Development of 8
Commission Policy

Introduction and Purpose

Over the las! several years. the
Commission has become increasingly
aware of the need to provide a general
policy on the appropriate critens for
release of redioactive materials from
reguletory control To address this need,
the Commuission is expanding upon its
cuwn!npohcy for protection of the
public from radiehon, currently
expressed in existing regulations (Title
10 Code of Federal Regulations) and

ucy s'stements (30 FR 3462 Use of

yproduct Material and Sorurce
Material dated March 18, 1965 47 FR
57448, Licensing Requirements for Land
Disposal of Redioacuve Waste, deted
December 27, 1862. and 81 FR 30839,
Genera! Statement of Policy and
Procedures Concerning Petitions
Pursuant to § 2.802 for Disposal of
Radioactive Waste Streams Below
Regulatory Concern, dated August 28,
1886). The expansion includes the
development of an explici! policy on the
exemption from regulatory control of
practices whose public hesith and
salety impacts are below regulatory
concern. A pracuce is defined In this
policy us an activity or a set or
combination of a number of similar sets
of coordinated and continuing activities
aimed o' 8 given purpose which involve
the potential for radiation exposure.
Under this policy, the definition of
“practice” is & critical feature which vill
assure that the formulation of
exemptions from reguleiuy control will
not sllow deliberate dilution o material
or fractionation of a practice for the
purpose of circumventing controls tha
would otherwise be applicable

The purpose of this policy statemen!
is to establish the basis upon which the

Commission may initiate the
development of appropricte regulations
or meke licensing decisions (o exempt
from regulatory control persons who
receive. possess, use transfer own or
scquire certp/n relioacuve matenal
This policy ia directed priacinally
toweard nuemaking sctivites bul may
be applied 10 license amendments or
License spplications involving the
release of Licensed rachoscive meterisl
either 10 the environmen! of 10 persons
who would be exemp! from Commission
regulations. It is important to emphasize
that this polciy does not assert an
sbaence or threshold of nek but rather
establishes a baseline where further
governunent regulations to reduce risks
s unwarrani

The uneo;! of regulatory exemptions
s now new. For example. in 1960 and
1970, the Commission promulgated
tables of exempt quanuties and
concentralions for radiosctive material
which » person. under certain
circumstances. could recieve possess,
use. transfer. own or acquire without s
requirement for a license (25 FR 7878,
August 17,1960 and 35 FR 6426 April 22,
1970) Other exemptions allowing
distvibution of consumer products or
other devices to the genersl public, or
allowing releas.s of redioactive

_materie. (o e environment. have been

embodied ir the Commission's
regulatios.s for some time. More
recenty, the Low Leve! Radicactive
Wante Policy Amendments Act of 1985
directed the Commission to develop
standards and procedures for
expeditious handling of petititons to
exempt from regulation the disposal of
slightly contaminated radioactive waste
material that the Commission
determined to be below regulatory
concern The Commission responded to
this legislation by issuing & policy
statement on Augus! 26, 1066 (81 FR
80839) That! statement conlained criteria
which, if satisfactorily addressed in @
peution for rulemaking. would allow the
Commission to act expeditously in
proposing appropriate regulatory relie!
on a "prectice-specific’ basis consisient
with the merits of the pelition.

The Commission believes that these
“practice-specific” exemptions should
be encompassed within s broader NRC
policy which defines levels of radiaticn
risk below which specified practices
would not require NRC regulation based
on public health and safety interests
For such exemption practices. the
Commission's regulatory involvement
could therefore be essentially liruited to
licensing. inspection. and compliance
s ctivities associated with the transfer of
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the rad calve matenal from o caotralled
10 00 exemp! flatus.

The Commission recognizes thel e
nations! policy op exempuonsy from
regulatory control is to be eflective
Agreement States will pay an importand
implemerzaton role In the past Siates
have been encoaragimg findmgs that
certein wartes ey below qumwy
concern and the Commismon beleves
thet States will sopport an expension of
Uene views to &l prectices tvolving
o1 sy distributron or relesse of
reciosctve material. The Commisston
intends that rolemakings cod 3/
regulatory control exemptions will be
made 8 matter of compatibihty for

ement Stater. Conseguentiy. amy
rulemakings that evolve from this pohcy
will be coot Lpated with the Slates

Adviaory abd swenulc bodmes have
offered diverse views 10 e Lomm smon
in anticipetion of s Policy Surement.
There s DOl Chear CORMDSA an
existing scienlfic evidence of research
regarding the selecuon of numencal
crena for use 1o this Policy Slatement
Furthes. \be Commussion b aware that
there are dulering views wilhin the NRC
steff on the selecias of pumencal
cntenal for BRC

Ln the absence of & scientific
consensus. ft is the Commission’s sk 1o
assess the diversity of views in
establishing 8 responsible BRC pulicy
The suthorty and responsibility to make
the fina! selection of criteria rests with
the Commission Crteria selected must
(1) Provide reasomable sssurerce that
public health and salety will be
protected. and (2) consistent with such
pasurance permit prectices in the pubdlic
domam which invoive the use of
redioisotopes for which socrety
perceives o demand.

It is recognized that there is & oelicate
balance here Criteria can be set
sulficiently restrictive such that there is
absolute assurance thet health and
salery willalways be protected. no
matter what events might transpire.
However (n doing so. the regulaior may
then place undue and onnecessary
restnclons on practices which should
be permitted because of otherwise
ressonable soacial, economic, or
indusural considerations. There is
always the danger of over-reguialion
whizh resulls in effects that are feit in
areas where the NRC does not have
suthority ard responsiblity. Moreorer,
the Ataric Energy Act does nol reqaire
ebsolule assuwrances of salely o the use
o/ radicactive malerial and
facilues.

The numerical criteria uiimaiely
selecied will bave significant unpacl aa
puclear regulatios bere in the United
States and potentially in the
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§la el 06 BO! Bacassirly agree wilh
those sesecid or wider cobaderslian by
st connines. The Camp uson bas
cardiuly reviewed those alierna'e
aniena sud does not Led sgn licant
scienlla evidence thal wousd duatate
preferenial seteciion of aoy of tose
views over whet s proposed  Uee
Policy Siatemend

Radatine Protectios Principles

The Commission recognizes that three
fundamenta! principles of radiation
rotecton bave hustorically guided the
ornulaton of 8 system of dose
L tation to protect workers and the
public from the potentially barmful
effects of rachstion They are 1)
Jusufication of the Kuuu. which
puguires \hat there be some bet henefis
resulting {rom the use of redation or
recdiosctive materials, (2) dose Lmits,
which define the upper boundary of
sdeguate protecton for s member of the
public whuch should not be exceeded in
the condoet of puclear sctivites and (3)
ALARA, which requres thit radation
dose be as low as s reasonably
sctuevable econarmic and social factors
betng taken mic sccount The term.
ALARA. is an acronym for As Low As b
Reasonatly Achuevable. The
Commnisaon i interesied ip assessing
how these princples shoud be applied
in establuahing approprate cntena for
relesse of radioactive matErials ’
reguletary control.
use of the ateence of observed
healls effects below § rem/yesr (50
mSy/year) scienthic expers including
the Intermauonal Commussion on
Rediological Protection (ICRP) and \he
National Council on Rachation
Protecuon and Measuwrements (NCRP)
make the assumption thatl the frequency
of occurrence of heaith efTects per unit
does 8! low dose levels is the same as 4
high doses (10 RAD (0.3 Gyl) where
health effects have bees obeerved and
studied i humans and animals This
lineas non-thresbold bypothesis assumes
that the nisk of radiauon induced ellects
(principally concar) is Lnearly
proporucnal 1o dose, Do matier bow
soal the dose mighi be The coellicient
used io the mode! a8 & basis for
estimating stausucal bealth risk is 00
the order of 2 x 107 * sk of fatal cances
per person-rem of rediauos does
(2x10°? paz SV) The Commission
recognizes thatit s e conservauve
model based vpon dats collecied ot
reduvely high doses and dose rates
which s then extrapoleted 1o the low
dose and dose rale region where there
are oo staustically reliable
epidemuological date svailable

Altetns Lve b et bave been
ano-d reevasalions o the dola

o o hugher Goses cordivue The
Comm isman beleves hal use of the
liness noo-4hrasboid bypothess alowe
the thearedcal eatatas hmen! of upper
hmits o Une wmmbes of bealld eflects
the! might G o\ very iow dosey
which are the subject of the exemytam
poly.

The rish of daaih b0 as wndividoal. s
calculated wing \he Wnear model. »
shown (b Tabie 1 for vanous delined
levels of individual dose. A rad.aban
exposwre of 10 moem pev yewr (G mSv
per year) for 8 LeLume corresponds
theoretically o an increase of GI% of
the mdnadeal o annual nisk of cances
death. The lotime rak is based v
the further aasummpuen hat Lhe Exposure
level i \be same (e ench yess ol 8 70
year Lietime.

In esumating the dose tales o
members af the public that migh! anse
through the uae of vanous pracices for
which exemolions are heing considered,
the Commussiod has decrded W apply
the concep! of the “effective dose
equiveleni” This concepl. whih w
based o & compansan of e deloyed
mortality eliects of wnizing radis uar
exposures. permits hrougd cee ol
weighting factors. the calauiston ol the
whois body dose equivalent of parial
body exposures This approsch was
originally developed by the
International Commission on
Radiolog ca! Protecuan and was fist
expressed o it Publcatian 26 waued in
1977 Since that Ume, th zoncept bas
been reviewed and evalunted by
raciation protection organizations
throughou! the waeld and bas paoed
wide scceplance.
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The Commission recognizes thal n @
impossibie to measure nak o
individuals or populations directly and,
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that in mosi situations, i1 is inpractical
1o measure annual doses 1o individuale
0t the low Jevels implied by exemption
decisions Typically radioisolope
concentrations o7 radietion levels from
the materal to be exempied are the
actual measurements the! can be made,
and doses are then estimated by
exposure pathway analysis combined
with other types of assumplions related
10 the ways 1n which people might

become exposed. Under such conditions,

conservative assumplions are frequently
used in modeling o0 tha! the sctual dose
is on the low side of the calculeted dose
The Commussior. belicves that this is the
appropriste approach to be taken when
detertuning U an exempuion from
regulatory controls is warrented
llecuve dose is the sum of the

tndividual doses resulting from

ractice &r source of radistion exposure.

y assigning collecuve dose 8 monets
value. it can be used in cost benefit an
other quantitative analysis technigues It
s o factor to consider in balancing
beneflits and societal impact.

Considerctions in Grenting Exemptions
From Kegulotory Control

The following elements are being
considered br e Commission as &
basis for evaluating prectices which are

proposed to be exemp! from regulatory
control. These practices. if approved.
would result in products containing low
Jevels of radiosctive material being
distributed 1o the general pubiic and
radioactive effluents and solid waste
being released to areas of the publicly-
accessible environment.

e Justificetion=The Lommission
seeks comment on the extent to which
exposures resulting ‘rom any practice
should be justified As lower levels of
rediation exposure are projected. should
lower levels of benelit be required for
practice justification? In establishing its
exempuon policy, should the
Commission exclude certain practices
for which there appears to be no
reasonable justification? In considering

roporals for exemptions. should the
mmission evaluate the socia!
acceplability of practices? Should the
Commission determine & practice to be
un‘ustified if nonredicactive economica!
alternatives exist?

¢ Dose Limits and Criterion=
Individua! doses from practices
exempted under this policy should not
be allowed 10 exceed 100 mrem per year
}I mSv per year) This is the dose limit

or members of the public specified in
the final revision of 10 CFR Part &0,
Standarde for Protection Against
Radiation The duse limits in the final
revision of 10 CFR Part 20 apply to all
sources of radiation exposure under a

Licensee's contro! (natura! background
and medical exposures are excluded)
Because of the small maks involved o 10
mrem (01 mSy) individue! dose crtenon
is proposed as the basis for exemption
decinions based on sunple analysis and
judgerents The Commission
specifically seeks comment on the need
for establishing o collective dose Limit in
addition 1o an individual dose criterion.
Lf such @ collecuve dose criterion i
needed what is the basis for this need?
I the Commission decides that o
collecuve dose crtenon is needed. what
approaches allowing truncation of
individual dose in calculation of
collectve dose or weighung factoms for
components of collective dose would be
spproprate’ Whet alternatives should
be considered for assessing societel
impact?

¢ ALARA«~The ALARA prtnci‘rlo
r:nonlly applies to determining dose

vels below which exemptions may be
somcd on & cost-benefit basie.

owever, it is the purpose of this policy
to establish critena which would in
effect. delineate achieveront of ALARA
without cos!-benefit analysis.

Although it is possible to reasonably
project what the dose will be from e
prectice. and then take this information
into accoun! in controlling regulated
practices o0 that the dose limits are not
exceeded exemplions imply some
degree of loss of control. The
Commission believes tha! a key
consideration in establishing & policy for
exemplions. and subsequently in
specific nlemaking or Licensing
decisions, is the question of whether
individuals may experience rediation
oxronm spproaching the limi
values through the cumulative effects of
more than one praclice, even though the
exposures from each practice are only
smell fractions of the limit. The
Commission specifically seeks comment
on the issue. By appropriate choices of
exemption criteria and through ite
evalustions of epecific exemplion
proposals in implementing the policy,
the Commission in‘ends to assure that it
is unlikely thet any individ: ] will
experience exposures which exceed the
mwum per year (1 mSv per year)

L

Principles of Exemption

A major considerstion in exempting
any practice from regulatory control
hinges on the general question of
whether or not application or
continuation of regulatory conirols are
necessary and cos! eflective in reducing
dose To determine if exemption is
appropriate. the Commission must
determine il one of the following
conditions is met.

1 The application or continystion of
regulaiory conUols on the practice does
not result in any significant reduction in
the dose received by individusls within
the enitical group and by the exposed
population or,

2 The costs of the atory controls
the! could be tmposed for dose
reduction are no! balanced by the
commensuwete reduction in nsk ha!
could be reslzed.

For purposes of implementing i1y
policy. the Commuission recognizes that
only under unususl circumstances
would practices which cause radiston
exposures approaching the 100 mrem per
year (1 mSv per year) imit be
considered as candidates for exemplon.
The Commission will consider such
circwmnstances on a case specific basis
using the genera! principles oullined in
this policy statement. However, as the
coses and attendant risks 1o members of
the exposed population decrease. the
peed for regulatory controls decreases
and the analysis needed to support a
K:opoul for exemption cap reasonably

somewhat simplified.

The Commission is evalusting the use
of two numerical criteria in defining the
region where ALARA has been
schieved They are: (0) A criterion for
the maximum individusl annua! dose
reasonably expected 1o be received an o
resu'’ of the practice and (b) 8 measure
of societal impact 1o tne exposed
population. These criteris are being
considered to assure that. for & given
exempied prectice. no individua! will be
exposed 10 @ significant nsk and that the
population as @ whole does not suffer a
sig/ficant impact

U the individual doses from s practice
under consideration for exemplion are
sufficiently small. the attendant nsks
will be small compared with other
societal neks. The Commission believes
that annual individial fatality risks
below approximately 10°* (one in
300.000) are of little concern 10 mos!
members of society. Providing for some
margin below this ievel the Commission
proposes 10 mrem (0.1 mSv) as the level
of annual individ al exposure. The
incremental annual individus! cancer
fatality mak associated with an exposure
level of 10 mrem per year (0.1 mSv per
year) is about 2x107*(two in one
million) as indicated in Table 1 and of
the order of 0.1 percent (one in one
thousand) of the overall risk of cancer
death.

In evaluating the need for @ collective
dose criterion, the Commission
recognizes that this criterion could be
the limiting consideration for practices
invoiving very small individual doses to
very large numbers of people 1t is also
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recognized that (o such ceses the
collective dose criienan would in eMert,
apply the ALARA concept individua!
doses lesy than the below regulatary
concerm leve! of 30 mrem per year 1o the
individual Conversely, where the
collecthve dose criterion would not be
Limiung it would serve no purpose. The
Comm ssron requests commerts on this
issue mlvdu& comments ov what the
magrutude of the collectrve dose
crienon f any should be
H the dose » lem than the below

rezulatory concerm criera. then the risk
from & practice would be comidered 10
be ALARA withou! further apa'yss The
Commission siresses tha! sdoption of
the critens should not be constreed os @
decision that amaller doses are
necessary before 8 prachce can be
exempled whie doses sbove the
critera wowd preclude exemptions On
the cantrary. e critema oimply
represent o range of nsk which the
Commision beleves is soficently
small commpared to otber individua! and
sooelal naks that 8 cost benefit analysn
18 not required in order (0 make @
decision regarcung he acceptabulity of
sn emplon Pracuces not meeling
these critena may be gran
exempiions on & case by<wse bass
sccordance with the priociphes
erpbadied within the policy. To further
emphasize the Commission » recogethion
tha! & ngd Lm)lauon on coliective dose
would be inapproprisie. it potes that lor
some pracuices wuch 49 use of smoke
detecturs appreciable beneliis cas only
be sttained through extenaive vulizalon
and. hence, wilk a commensurale
collective dose

The Commussion is sware that
exisung regulatons of the
Environmestal Protection Agency
esteblish criteria more restnctve than
exemptions which could otherwise be
granted under this proposed palicy.
With regard 1o its own regulalions.
Comrussion will evaluate whether there
are exermpuon criteria emhod ed theresn
for which modification, according o the

rinciples of thus policy. would be

neficial.

clusiony From Exemptions

The Commission's March 16, 19645,
notice on the Use of Byproduet Material
and Source Malerial-Producis Intended
for use by Ceneral Public (Consumer
Products) (30 FR 3462) provides the
beasis for the Commission’'s approval af
the use ol these malerials in coosumer
products without regulatory cantrol on
the consumer-user This s accomplisbed
by case-Ly<ase exemphan of the
possession and use of approved \lerms

from apphcable loenaing requiremenis
Approval of 8 proposed consumer
product depends upad ks Aasessmeni of
exposures Gf persats 1o MCEboL &
wel &3 &0 ¢valuston of the wsefulosss
of the product

Carwun pracuces ovolving redatcs
or redoacive malenals bave been
judged by NRC te be socally
uneccepiabie regardiess of bow mvial
the resuling dose mught be and
therefore, have been excluded ram
exerpuon Exclvded pracuces include,
but are oot Lmuled o, e nesucnal
introductaon of reclosctive matenal wto
toys sad products inended lar
ingesuon. inhakiuon ar direc!
applicabon o e skis (such o0
cosmelcal

Ln addition to socially unacceptable
uses of radicacuve matenals 8 guesiian
880 arises regarding uses whese there
are clear economical sllecnatives, and
1o unique bene i exis) fram vaing
radioactve matenal Where riaks are
trvial the regulatory prob Zution of such
usés could pose an unnecessary
regulatory burdes by inlecfering with \he
conduct of business.

The Commission seeks commants aB
whether practces sbould be
categorically excluded besed an the
Commission’s judgemen! regarding
socia! acceptability ot the existance of
aliernativer Anallernatve W
categorical exclusian could be o case
specific determu oo based oo & salety
analysis.

Proposals for Exemptian

A proposal for exempluon must
provide & basii upo which the
Comnmisman can determune if the basic
cond lions described above have beep
setiafied. In general this means tha! the
proposal showd sudress the ndivicdual
dose and societal impact resulung bom
the expecied acuviles under be
exemption, tncluding the use of e
radioactive materials, the pathways of
exposure. the levels of activity. and the
methods snd constraints for assuring
thet the assumptions used to delne 8
pracuce reciain appropriale & the
rediosclive materals move from
n‘ulnzory control 10 an exemp! slalus.

{ o proposal for exemption results in
@ rule containing generic requirements. &
person epplying le yl)ize the exemption
would not need 1o address pustlication
ot ALARA. The Cormmission decision an
such proposals will be based on Uve
licensee s meeting Ure conditions
specified in the rule. The promulgstion
of the rule would, under these
circumstances. consutute s finding that
the exempled pracike is jestified. and

tha! ALARA conaderations bave been
deall withh Thas sppraach w cousrun!
tyith pas! praclics, ¢ §  Canmmes
product nues & 10 vert 3o

In evalwiUng proposals L exempuon
undes Uus palicy. the projecied
exposures 10 dullerend companenis of
the ¢ aposed populabion wul be
canmderad with regard 10 the potenial
the! some mxbndusls may receive doses
neat the 100 mrem per year {1 mbv per
year) limit when doses trom other
pracuces are olso takew into
conmderanon If exposures from
muttiple prechces can octur which ere
signcantly beyond the mdividoal dose
criterion (10 mrem per year (01 mSv per
yeat)) the exemption will not be ganted
without further analysis. As experence
is gained. this palicy and its
implementatan will be reevalusted with
regard W this Waue 10 assure that the
exposures 1o the public remain wel
below 100 mrem per year (1 mSv per
year).

In sddition 1o considerations of
expected acuvities and pathways. the
Commission recognizes that
considerstion most also be gven to the
potential for sccidents and misuse of the
radioactve matenals mvolved m the
practice A proposal for exemption ofa
defined practice must therefore also

"address the potentials for accidents or

misuse and the consequences of these
excepUonal conditions tn terms of
individuals and collectve dose.

Verificotion of Exemption Conditiors

The Commission bebeves thal the
implementation of an exempuon undes
this broad policy gusdance must be
sccompenied by 8 sutable program o
monitor end venfy that Lbe basic
consderations ander which an
exempiion was issued remain valid In
most cases, the products or malenals
comprising &n exempled prachice will
move from regulatory control to the
exempt status under @ defined set of
conditions and cnteria. The monionng
and verification program mas! therelore
be capable of provicing the Con.mussion
with the appropriate essurance thal the
conditions for the exemplion remain
valid and that they are beung observed
The Commission will delermine
complance with the specific cond uons
of an exempuan through it established
licensiog and inspeclon program and
will. from tme to ine, conduc! sludies
88 ADPrOPriale (o 885088 the Ltupact of
an exempled pracuice or combinalons
of exempled pracuces.
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Tentot/ ve Measing Agendo

1 lotroduction and Summary NRC Sl

I Ducussion of Specife Quesuors Breef
NRC Sl summan and presenialions of
questions from acheduled paricipans

A Application of prnemple of just ficaton
including the guestione
1 As lowe: levels of redation exposwas

ore proeciec. should lower levels of
benefit be required for justificenon of
o practice which s o candidete for
exempiion’

2 Is esublishing esemption policy
should the Commusson exciude cer-
tain practices for which there &

10 be Do reasonabls jusufication

3 In cotsiderng proposals for exemp
ton should e Commissionr evaluste
socinl scceplability of the praciice?

4 Should the Commussion delermuine @

etice 10 be unjustified (f nomeedio-
znu! economical ahernabver exul!

A Individus! dose crienan for determiung
echievement of the “ws low a8 resson
sbly echievabie (ALARA) pnnciple
exemplion decisian -making
1. b the 10 mrem/year enienon pro-

posed by the Commission appropnate?

2 I the appropnateness of this number
affected by the decision regarding
whether o coliective dose oniemon
should be used with the individoal
dose cnierion?

3 Should the individus) dose cmitemop
be choset on the besis of peglgbie
nak a0 id done intermalionally (L.
LAEA Safety Series No 88 or can »
somewha! higher number be wused
based on & Commissnion cy decs
sion regarding o level individus!
nek for which expenditure of re
sources i 0ot warranted!

4 How imporan! & internalonal con
sislency 0 choosing an individual
dose critenon!

C Use of » collective dose eritanon for
determining schievement of the ALARA
principle ln exemphion decision-making
1 Ls o collective dose critenon needed

n o:l-uu to an individual dose erite-
mon

2 U s0. wha! is the baris of the! need”

3 I the Commission decrdes o collertive
dose critenon should be weed what
should i magnitude be?

4 Whe! sltermatve 10 & collective dowe
eritenon should be considered for ao
sessing societal impact?

§ In calculeting coliecuve dose. what
approaches allowing truncation of in-
dividus! doses or the use of weighting
factun for components of collective
dose are appropriate?

D Approaches for assuring total expo-
sures of individuals from mutiple prec-
tices will not exceed the 100 mrem/
year Lmit

3. Is the spproach of generally limiting
individuals doses from esch suuroe er

[——r—

etiee to 8 Pactom of e pveral
it appropreie’

2 Although most exempied sources
would be expected ‘0 Involve indimg
! Ooses which are 8 emall fracthon
of the overs!l LmiL should Nexihilny
Ge waintained by ponsider g exemp
Gore on 8 o -benelil basy sbove 10
mrem 'yeart

3 b e evalwtion of colimtve dose
imporany i considenng the mullpe
exposure isrue?

& WU the applicanon af jesthcation of
prechce belp ® maniain & mmaller
oumber of sources making it sener \o
cos ol everal exposures!

§ How imporant s monitonng 10 Main-
taining emwance the! individual ex:

N:n do not exceed W the oversl

i
Il General Ducusman/Queshom Period.
Commenus or questions by scheduled par-
ucpanis Open 10 the floor as Ume per

mu

Those members of the public whe wish to
parvaipate by speakmg 8! the mwee
shouwld msouly one of sontects L
above oc tha! they can be achaduled n

the spenda

Datad 0 Roch ville. Maryland the 34 dey
of Decamber 10688
Vicr Seelio, Jr.
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