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 Amy ‘Gesler
East Fairchild
1855 Sheridan Road
Evanston, IL 60201

Dear Ms, Gesler:

1 am writing in response to your October 31, 1989 letter concerning the
disposal of slightly contaminated low-level radioactive waste in sanitary
landfills. The Nuclear Regulatory Commission (NRC) published an advanced
notice on this subject for public comment on December 12, 1988 (enclosed)., A
final policy statement is now under development and is expected to be published
before the end of the year. Your letter has been docketed with other public
comments on this matter.

Your letter expressed concern with any policy that would relax restrictions on
the disposal of certain low-level radioactive wastes., Please be assured that,
if this policy is made final, the kinds of radioactive materials that could
eventually be disposed of at landfills would be precisely specified. The
levels of radioactivity would be controlled so that radiation exposure would be
within the approved safety limits for which the available scientific evidence
indicates no significant health effects. Under the proposed policy, before
acting to exempt a specific type of waste from regulatory control, the
Commission would provide opportunity for public comment and would make
available for public scrutiny the analyses supporting its proposed decision,
Your views on any such future exemption action would be welcomed and taken into
consideration prior to a final NRC decision,

Thank you for your interest in this matter.

Sincerely,

Michael J. Bell, Chief

Regulatory Branch

Division of Low-Level Waste Management
and Decommissioning

0ffice of Nuclear Material Safety
and Safeguards

Enclosure: As Stated
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Administration (13 CFR 121.2) has
fefined small agncultursl producers as
hose having annual gross revenue for
the last three years of less than $500.000,
and small agncultural service firms are
defined as those whose gross annual
receipts are less than $3,500,000. The
majority of handlers and producers of
South Texas lettuce may be classified as
small entities

As of October 14. 1048, estimated
South Texas lettuce acreage planted
was 1,080 acres compared o 476 acres
st the same time in 1087, Total plantings
for the 1988-89 season are expecied to
approximate 2,500 acres, which ie up
considerably from last year's total of
1.829 acres. Total shipments of South
Texas lettuce for the 198788 crop were
approximately 738,000 cartons. Total
shipments for the 198889 crop are
projected by the committee at 750,000
cartons. The majority of the crop is
shipped to the fresh markets, with only a
small volume utilized by processors.

The handling requirements for South
Texas lettuce are specified in § 971.322
(51 FR 2. January 2. 1988). The current
requirements for South Texas lettuce
specify the inside dimensions of the four
containers that may be used to pack
lettuce and the number of heads that
may be packed per container.
Additionally, inspection is required and
packaging lettuce on any Sunday or on
Christmas Day is prohibited.

Thie proposed rule would authorize a
new cuntainer for shipping South Texas
lettuce and chcnr the beginning of the
effective period for the handling
regulation for December 1 to November
18. These changes were unanimously
recommended by the South Texas
Lettuce Committee.

The four containers currently
authorized under te handling regulation
do not have the correct dimensions
necessary to be properly stacked on
pallets. The recommended new
container, with inside dimensions of
23V inches (length) x 15% inches
(width) x 10% inches (depth), is of
proper size to ba palletized
dimensions of a standard pallet are 48
inches (1 ) % 40 inches (width). The
recommen cot::‘lgm woal:l be
stacked in layers of five on the pallet
and 100 percent pallet utilization would
be e when using such container.

mnu:ﬂnz' of lettuce shipped from
Californie Arizona, the top two

lettuce producing States. is shipped on

allets. The use of pallets reduces the

of individual cogtainers,
T T
excesyive .
handling costs. Palletized loads are

preferred by produce wa: chouses and
reail outlets Lauu of the case of

loeding and unlosd lletized
merchandise by fork and paliet
jacks. Authorizing a container of the
correct size to be palletized should
facilitate the efficient movement of
lettuce from the packinghouse to the
consumer.

The use of this container would
enable lettuce shippers to take
advantage of the benefits derived by the
use of pallets. Texas lettuce shippers
would also be able to fill orders for
palletized loads and compete with
California and Arizona shippers for this
market. The proposed container is
designated as carmier container No. 78~
47, which is ronsistent with the
manufacturers identification number. In
addition, the proposed regulation would
require that only 18, 24, or 30 heads of
wrapped and unwrapped lettuce may be
packed in this container. Pucking 24 or
30 heads of lettuce in the proposed
container is the industry norm.
However, the committee believes it is
necessary to include the 18-count limit
to allow for packing larger heads of
lettuce.

In recent years, the shipping season
for South Texas lettuce has begur in late
November rather than early December.
This shift has been caused by changes
in cultural practices, such as the use of
black plastic and the transplanting of
seedlings. The committee has
recommended that the beginning of the
effective period for the handling
regulation be changed from December 1
to November 18 wo that it will coiacide
with the shipping season. This action
will ensure the uniform application of
marketing order requirements to all
shipments of South Texas lettuce.

Based on the above, the Administrator
of AMS has determined that this action
would not have a significant economic
impact on a substantial number of small
entities.

A 30-day comment period is provided
to allow interested persons sufficient
time to respond to this proposal. All
writter comments tiinely received will
be considered before a final
determination is made on this matter,

List of Subjects in 7 CFR Part 871 ~~

Marketing agreements and ordersax.
Lettuce, South Texas. <en

For the reasons set forth in the
preamble, it is proposed that ¥ CFR Part
971 be amended as follows:

PART 971—LETTUCE GROWN I ..

LOWER RIO GRANDE VALLEY IN
SOUTH TEXAS Lite

1. The authority cltition for 7 CFR
Part 971 tontinues to read as follows:

Federa! Register / Vol. 53, No. 238 / Monday, Decembar 12, 1988 / Proposed Rules

Authority: Secs. 1-10. 48 Stat. 91 a8
amended. 7 US.C. 601-87¢

2. Section 971.322 is amended by
revising the introductory text,
redesignating paragraphs (a)(4) and
(a)(5) as (a)(5) and (a)(8). respectively,
and adding new paragraphs (a)(4) and
(b)(3) to read as follows:

§971.322 Mandiing regulation.

During the period beginning
November 18 and ending March 31 each
season, no person shall handle any lot
of lettuce grown in the proauction area
unless such lettuce meets the
requirements of paragrephs (a). (b). and
(c) of this section. or unless such lettuce
is handled in accordance with

ragraph (d) or (e) of this section.

urther, no person may package lettuce
during the above period on any Sunday.
or on Christmas Day unless approved in
accordance with paragraph (f) of this
section,

(.) .o

(4) Cartons with inside dimensions of
10% inches x 15% inches X 23%
inches (designated as carrier container
No. 76-47), or

(b) .

(8) Lettuce heads in carrier cotitainer
No. 79-47 may be packed only 18, 24, or
30 heads per container

Dated: December 7. 1988,
Robert C. Keeney,
Deputy Director, Fruit and (able
Division, Agricultural hm Service
{FR Doc. 88-28450 Filed 13-6-88. odbam|
SILLING CODE 34 10-004

e

NUCLEAR REGULATORY
COMMISSION

10CMRCh |

Policy Statement on Exemptions From
Regulatory Control

Aoency: Nuclear Regulatory
Commission.

Acvowns: Advance notice of proposed
statement and meeting.

SUMMARY: The NRC is in the process of
developing nh:md policy on ¥
exemptions from regula control for
practices whose health :‘zuhty
impacts could be considered below
regulatory concern. This policy
statement would provide for more
efficient and ccnsistent ?dguny

ons,,

actions in connec wi mw
from various ¢ c Co o
e Commisgion, In

requirements. e
formulating this Advance Ngjice. i
seeking public input on some tpectfic’
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queetions which are key conslderstions
ia déveloping such a policy. The NRC
staff will conduct o meeting to inform
the public of it intentions, specifically
to clarify and answer questions
concerning the advance notica, and to
hear preliminary views concerning e
policy for exemptions with emphasie on
the specific questions raised by the
Commisgion.

paves Meeting to be held on January
12, 1280. Written comments should be
gubmitted by January 30, 1959.
Comments received after this date will
be considered if it is practical to do so,
but agsurance of consideration can only
be given as to comments received on or
before this date.

ADORE2%ER: Meeting will be held at the
Holidsy Inn. 120 Wiscopein Avenue,
Bethesda, MD 20814 (¢ blocks north of
the Bethesda Metro Station). Telephone:
(301) 852-2000, 1-800-465-4320. Malil
written comments to: Secretary, U.S.
Nuclear Reguletory Commission,
Washington, DC, 20858, Attention:
Docketing and Service Branch.
Comments may be deliverad to 11558
Rockville Pike, Reckville, MD between
7:30 a.m. and 4:18 p.m. weekdays.
Copies of the comments received may
be examined and copied for @ fee at the
NRC Public Document Room at 2130 L
Street, NW., Washington, DC.

POR PURTKER MPORMATION CONTACT:
Catherine R. Meottaen, (301)
$82-36838, or William R. telepnone
(301) 402-3774, Office of Nuclear
Regulatory Research. U.8. Nuclesr
Regulatory Commission, Washington,
DC, 208%5.

SUPSPLEMENT ARY BPOREAATIOR

international Workebon

In addition to conducting this public
meeting, the Commission has eought
input from the international regulatory
community through en internstional
workshop on exuinpg‘ox hmw
reguleiory control which was
October 17-18, 1888 in Washington, DC.
The imporance of such Interaction
stems from the fact that many existing
and potential exemptions lavolve .
redicactive mate assd
in consumer produsts oz intreducad Into
'th‘:“ pmd\:a or umdﬁa fwough

recycling of esotaminited screp.
sither of which ma international
trede. Evea waste disposal
can involve exposures o people tn
countries other than thase from which
the offluent or weste originatad. This
aspect 19 o eignificent lsove tnthe
Buropean community. Thus, scme
degree of consistuncy internationally e
destrable, since exemption decisions
cen affect populatione cutside esch
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country's bordaer. It ls hoped that
exchanges of ideas and information
such as cocurred at the international
workshop will, besides providing one
avenue of input to the Commisgion's
actions, lead toward 2 greater degree of
congistancy tn such exemptions world-
wide. At the international workshop, the
“Advance Notice of the Development of
a Commiseion Policy on Exemprions
from Regulatory Control for Practices
Whose Public Health and Safety
Impacte are Below Regulatory Concern”,
presentad In this notice, way made
evailable for diecussion. The transcript
of the international workshop which
includes all the papers presented at the
meeting may be examined and copied
for & fee at the NRC Public Document
Room at 2120 L Street, NW,,
Washington, DC.

Advance Notice of the Development of &
Commission Policy

Introduction and Purpose

Over the laot sevasal years, the
Commission hae become increasingly
awere of the need to provide a general
policy oa the appropriate criteria for
reiease of radicactve materials from
regulatory control. To address this need,
the Commigeion is expanding upon its
existing policy for protectica of the
public rediation. currently
sxprossed tn existing regulations (Title
10, Code of Pederal ations) and

statements (30 FR 2462, Uee of

Material and Source
Material, deted March 16, 1685; 47 PR
57448, Requirements for Land
Disposal of cactive Waste, dated
December 27, 1882; end 51 FR 30838,
General Statemnent of Policy and
Procadures Concerning Petitions
Pursuant to § 2.802 for Disposal of
Radioacfive Wasts Streams Below
Regulatory Concern, dated August 29,
1688). The expansion includes the
development of an explicit policy on the
exemption from regulatory control of
practices whoee public health and
sefety mpects are below regulatory
concern. A practice (e defined in this
policy ae an activity or @ set or
combinatica of & number of similar sete
of coordinated and continmeing activities
aimed at @ given purpose which tavolve
the tial for rediation exposure.
U thle Eollcy. the dsfiniticn of ="
“practice™ (s e critical festure which will
assure that the formuletionof ~ ¢
from regulatory control will

aot allow deliberate &l matarial
or lractlot:nﬂou ofé 1?’&.
purpose o' t
woald 'h‘-%«!ﬂa. ik

The of this siatement
is to the ba ) upon which the

December 12, 1888 / Proposed Rules

Commission may initiate the
development of appropriate regulations
or make licensing decieions to exempt
from regulatory control persons who
receive, possess, use, tr , 9%Wn, OF
acquire certain ratioactive materal
This policy is directed principally
toward rulemaking activities, but may
be applied to license amendments or
license applicavions involving the
release of licensed radioactive material
either to the environment of to persons
who would be exempt from Commisaion
regulations. It is important to emphasize
that this polciy doee not essert an
abeence or threshold of riak but rather
establishes a baseline where further
government regulations to reduce riske
is unwarranted.

The concept of regulatory exemptions
is now new. For example, in 1880 and
1870, the Commission promulgeated
tables of exempt quantities and
congentrations for radicactive material
which a pereon, under certain
circumstances, could recieve, posaese,
use, transfer, own, or acquire without a
requirement {or a license (23 FR 7875:
August 17, 1890 and 35 FR 8428 April 22,
1670). Other exemptions allowing
distribution of consumer produets or
other devices to the gensral public, or
allo releases of radicactive
material to the environment, have been
embodied in the Commission's
regulations for some time. More
recently, the Low Level Redicactive
Wastae Policy Amendments Act of 1885
directed the Commiesion to develop
standards and procedures fos
expeditious bandling of petititans to
exempt from regulation the disposal of
slightly contaminated radicactive wasts
metenal that the Commission
determined to bs balow regulatory
concern. The Commission respondad to
this legislation by issuing o policy
gtatement on August £, 1088 (81 FR
20839). That statement contained criteria
which, if satisfactorily addresssd in e
petition for rulemaking, would allow the
Commission to act expeditiously in
proposing appropriate regulatory relief
on a “practice-specific” baels consistent
with the merits of the petition.

The Commiseion believes that l:i:ﬂ':
“practice-specifie” exemptions o
be sncompassed within 2 broader NRC
policy which defines levels of radiation
risk below which specified prectices
would not ngntn NRC l'cgcs:!on based
on public health and safety Hterests.
For such exemption practices, the

* Commission's regalatory lnvolvement

could therefore B
licensing, ineps ;
activities associated wit

, fimi
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the radioetive material from a contrelled
to an exempt statua.

The Commission recognizes that, If &
national policy on exemptions from
regulstory control is to be effective,
Agreement States will pay an (mportant
implementation role. In the pest, States
have been oncoun&m findings that
certain wastes are below otory
concern and the Commiasion be'ieves
that States will support an expansion of
theee views to all practices in
exempt distribution or release of
redicactive material. The Commissien
intende the! rulemakinge codﬂcm
regulatory control exemptions be
made e mstter of compatibility for

ment States. Conseguently, any
rulemakings that evolve from this policy
will be coordinated with the States.

Advisory and scientific bodies bave
offered diverse views to the Commission
in anticipation of this Policy Statement.
There is not clear consensua based on
existing scientific evidenca or research
reg the selection of numerical
criteria for use in this Policy Statement.
Further, the Commission is aware that
there are differing views within the NRC
staff on the selection of numerical
criterial for BRC.

In the absance of & scientific
consensus, it is the Commigsion's task to
nuuu t:’c diversity of M&%M
establishing a W icy.
The authority respongftility to make
the fina! selection of criteris rests with
the Commission. Criteria selected must:
(1) Provide reesonable assurance that
public health and safety will be
protected. and (2) consistent with such
assurance, permit practices in the public
domain which involve the use of
redioisotopes for which aociety
polraivu 8 domu;g pon

t is recognized that there is a cate
belanes beve. Criteria ?n:b b&m
sufficiantly restrictios at theve e
absolute assurance Get bealth and
safety wiil slways be protected. no
matter what events transpire.
However, in doing 80, the regulaior mey
then place undue and gnnscessary
restrictions oa practioes which should
be permitted becauss of otherwise
reasonable social, scanomic, or
al u‘» dnau of whgen
results in effects thet are felt i
areas where the NRC does oot have
authaeity and responsibility. Moseoves,
the Atomic Evergy Act dose not require
ebeoluts sssurancas of ta the use
of redigective material and
facilittes.

The cumerical criteria ultimately
selected will have significant impsect ca
auclear tioa here in the United
Stetes and potentially in the

international commueity. The v
gndor eonndnn“ tien Policy
tatement do not agree with
those selected o mmﬁtduaum by
other countrize. The Commisaion has
carefully reviewed thoss alternate
critena, and doss aot find significant
scientific evidencs that w dictate
preferential selectian of any of thoes
views over what is proposed in this
Policy Statamant.

Radistios Protection Principles

The Commission recognizes that three
fundamental principles of rediation
protection have historically guided the
formulation of a syster of dose
limitation to protect workers and the
public from the potentially barmful
effects of radiation. They are: (1)
Justificetion of the practice, which
requires that thare be some net benefit
resulting from the use of radiation o
radioactive materials, (2) dose limits,
which define the upper boundary of
adequate protection for a member of the
public which should pot be excesdsd n
the conduct of nuclear sctivities, and (3)
ALARA, which requires the! radetion
dose be as low as is reasonably
achisvable, economic and eocial factess
being aken nto account. Tha term,
ALARA, is an ecromym for As Low As e
Reasonably Achievable. The
Commiseion ia imtsrestad in eeseesing
how these principles ehounld be applied
in eatablishing appropriate criteria for
release of radicective materiale from

nmmmm
use of the absance of obeervad
hosdt’heﬂ«:wbeb:::mlymw
mbv/year), scign experts uding
the International Commission on
Radio Protection (ICRP) aad the
Nationsd Coancil on Radiation y
mhm hlh”&eqmcy
agsumpiion thel the
of ocousrence of heelth effects per unit
does at ow dose levels le the same s st

high doess (10 RAD {03 Cy)) whers
health afiects bave beea rved and
studiad i bumans end animals. This

linear non-threshold bypothesis assumes
that the risk of rediation induced effecta

estimating stetistical bealth riek is cn
the crder of 2157 risk of fatal cances
per person<am of radiation dees '
St Gt £ s oumeetios

{1t 8 & Conserva ;
S T T

peles .,

which fs then ted to the low '
does and does rate region where there
asm no statistically reliable PPN
epidemiological deta available.

Altarnstve bypotheses have beas
and reevelustions of the data
et higher doses continue. The
Commission believes thai use of the

lineer nos-threshold bypothesis allows
the theoretical establichment of wpper
limits oo the number of heatlh sllects
that might ooz at very low doses
which are the subject of the sxrmption

policy.

The risk of death 10 e individual, ae
calculated aging tha lineer model, le
shown in Table 1 for vasious defined
levels of individual dose. A redisticn
axposure of 10 mram per yoar (0.1 mSv
par year) for o lifetime
theoretically to an increase of 0.1% of
the ladividual's annual sk of cancer
death. The lifetime riek i based upoa
the further sssumption thet the exposvre
level is the seme for each pear of & 70-
year Uetims.

in estimating the does ratss to
members of the public that might arise
through the ues of variows prectices for
which exemptions are being considersd,
the Commission has decidad W apply
the concepi af the “eflective dose
equivalant.” This concapt, which ko
based oo 8 comparieco of ‘e delayed
nmmycﬂmolmm'ad:m

]

1677, Since that time, (e concept has

been reviewed and evaluated by
radiation protection tions
t the wozld and has gained
wide acceptance.
Tosng 11
incremaa arvus!
aoae R fak

L[ OO
AL L — g('r_:
1
Syt m—

imposaihls
individuals or populations
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that in most gituatione, it is :&ncﬁd
to meaoure annual doses to individuals
2t the low levels implied by exemption
decisions. Typically, redicisotope
concentrations or rediation levels from
the material to be exempted ars the
actual measurements that can be made,
and doses are then estimated by
expusure pathway analysis combined
with other types of assumptions related
to the ways in which people might
become exposed. Under such conditions,
conservative assumptions are frequenty
used in modeling sc that the actual dose
is o the low side of the calculeted dose.
The Commission beliaves that this is the
appropriate approach to be taken when
determining if an exemption from
ng’lotory controls is warranted.
lective dose (s the sum of the

individual doses resulting from a

ractice or source of rediatiou exposure.

y agsigning collective dose 8 monetary
value, it can be used in cost benefit and
other Quantitative analysie techniques. It
is @ factor to conaider in balancing
benefits and societal impact.

Considerations in Granting Exemptions
From Regulatory Control

The lollowmlcholomonu are being
considered by the Commission 88 8
basis for evaluating practices which are
proposed to be eempt from regulatory
control. Thess practices. if approved,
would result in products containing low
levels of radinactive matarial being
distributed to the genersl public and
radioactive effluents and aolid waste
being released to areas of the publicly-
accessible environment.

e Justification—The Commiseion
peeks comment on the extent to which
exposures resulting from any practice
should be justified. As lower levels of
radiation expoeure are projected, should
lower levels of benefit be required for
practice justification? In establishing it
exemption policy, should the
Commission exclude certain practices
for which there appeara to be no
reasonable justification? In considering
- posals for exemptions, ehould the
Commission evaluate the social
acceptability of practices? Should the
Commiseion determina 8 practice to be
unjustified \f nonradicactive economical
alternatives exist? i,

¢ Dose Limits and Critsrioa—
Individual doses from prectices
exempted under this policy should not
be allowed to exceed 100 mrem per year
(1 m8v per year). This is the dose limit
for members of the public specified In
the final revision of 10 CFR Part 20,
Standards for Protection Against <l
Radiation. The dose limits in the final *®
revision of 10 CFR Part 20 apply to all
sOWrGme of radiation axposure under 8

" licensee's control (natursl background

and medical exposures are excluded).
Becauee of the amall raks involved, & 10
mrem (0.1 mSv) individual dose criterion
is proposed as the basis for exemption
decigions based on simple enalysis and
judgemants. The Commission
specifically seeks comment on the need
for esta e collective doee limit in
addition to an individual dese criterion.
If suzh & eoliective dose criterion is
needed, what Is the basis for thie need?
If the Comumission der‘des that a
collective dose criter.un 19 needod, what
nptgmcheo allowing truncation of
individusl dose in calculation of -
collective dose or waighting factors for
components of coliective dose would be
appropriate? What alternatives ehould
be conaidered for assessing societal
impact?

o ALARA—The ALARA princi
nerally applies to determining doee
evels below which exemptions may be

granted on a cost-benefit basia.
However, it is the purpose of this policy
to establish criteria which would, in
effect, delineate achievement of ALARA

without cost-benefit analysie.
Alth it is possible to reasonably
project what the dose will be from &

practico, and then take this informstion
into account in controlling regulated
practioes 8o that the doos limits are not
exceeded, examptions imply some
degrse of loss of control. The
Commission believes thet & key
consideration in sstablishing a policy for
gxsmptions, and subsequently in
8 c or licensing
decisions, I the question of whether
individuals may experience radiation
exposure approashing the limi
values through the cumulative e of
more than one practice, even though the
exposures from each dos are only
smell fractions of the limit. The
Commiseion specifically secks comment
oa the issue. By & rigte choices of
sxemption critesia and through its
evaluations of specific exemption
proposals ir. implementing the y
the Commigsion intends to assure it
io unlikely thet any individual will *
experienca exposures which exceed the
:‘:‘mm per year (1 m8v par yoar)

" A

Principles of Exemption

A mejor consideration in exempting .
any practice from tory control
hinges on the question of &
whether or hot application or ,
continuation of regulatory comtrols are -
nocessary and coet effective tn reduciry. .
dose. To determine {f exempton g« * -
appropeiats, he Commisgion must " -

‘determine If poe of the following

_does criterioa,

1. The applicaticn of continuation of
regulatory ecatrols 00 the practice

not result ta any significant reduction tn
the dese recalved by izdividuals within
the critical group end by the expossd
populaticn or;

& The oosts of the tory controls
that could be imposed for dose
reduction ere not balanced by the
commengura‘e reduction in rek that
could be realized.

For purposes of implementing its
policy, the Commiseion recognizes that
only undar unusual ciroumstances
would practices which cause radiation
AXPOSUras 8PProa the 100 myem per
year (1 mSv par year) t be
considered as candidates for exemption.
The Commigeion will consider such
circumatances on a case specific hasis
using the general principles outlined in
this statement. However, as the
doses attendant rieks to members of
the exposed population decrease, the
need for regulatory controls decreases
and the analysis needed to support a
E:opoul for exemption can ressonably

somewhat simplified.

The Commiseion s evaluating the use
of two numevical criteria in defining the
r:rzn where ALARA has been
achisved. They are: (¢) A criterion S
the meximum individual annual dose
reasonably expecied to be received as a
result of the practice and (b) a measure
of societal hm:lo the axposed
population. criteria age belng
considerad to assurs that, for e given
axempted practice, no Indivi will be
expossd o a significant risk and thet the
population es & whole doee not suffer @
significent impact.

If the individual dooes from a practice
under considarstion for examption are
sufficiently small, the ettendant riska
will be amall compesed with othee
societal risks. The Commission believes
that ennual indivicdial fatality riske
below approximeately 10°° (one in
100,C00) are of little concarn to most
maember of society. Providing for some
margin below this level, the Commission

¢ 10 mrem (0.1 mSv) as the level

of annual individual exposure. The
incremental ennual individual cancar
fatality riek sesocieted with an exposure
level of 10 mram per yoar (0.3 mBv per
yeas) 1s adowut 2 16~ ° wo la one
mifien) as indicated t» Table 1 and of
order of 0.1 percent (one I one

) of the overell risk of cancer

L

feod for a collective

sgloa -
gt @is criterion could be
the Hmiting eration for practices
nvoiviag very small
very large pambaeis of people. It is also
v

In evaluating

individua! doses to - *

n

1
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recognized that in such cases the
oflective dose criterian would, in effect,
ipply the ALARA concept to individual
doses less than the below regulatory
concern level of 10 mrem per year to the
individual Conversely, where the
collective dose criterion would not be
limiting, it would serve no purpose. The
Comm'ssion requests comments on this
issu2, including comments on what the
magnitude of the collective dose
criterion. f any. should be.

If the dose is less than the below
regulatory concern criteria. then the risk
from a prectice would be considered to
be AL/ARA without further anaiywis. The
Commission stresses that adopiion of
the criteria should not be construed as &
decision that smaller doses are
necessary L _fore a practice can be
exempted, while doses ebove the
criteria would preciude exemptions. On
the contrary, the criteria simply
represent & of risk which the
Commission be is sufficien
small compared to other Indi and
societal riske that a cost benetut analysis
is not required in ordar to make a
decision regarding the acceptability of
an exempl .o. Prectices not meeting
these criteria may be granted
exemptlions on 8 ca -case basia tn
accordance with the principles
embodied within this policy. To forther
emphasise the Commissioa's recognition
that s rigid limitutian on collective dose
would be inapproprste. it notes that {or
some practioes, such as use of smoke
detectors. appreciable benefits can only
be attained through extensive utilization
and, bence, wilth @ commensurate
collective dose.

The Commisshm is sware that
existing regulations of the
Enviroamental Protection Agency
establish criteria more restrictive than
exemptions which could otherwise be
granted under this proposed policy.
With regard to its own pegulations, the
Commission will evaluate whether thare
are exemption criteria embodied therein
for which modification, according to the
genndplu of this policy, would be

neflicial.

Exclusions Prom Exsmptions

The Commission's March 4, 1908,
notice on the Use of Byproduct Material
and Source Material-Prodacts Intended
ior use by General Public {Consumer
Products) (30 FR 3462) provides the
basis for the Commission's approval of
the use of these maderials in consumer
products withow! regelatory control oa
the consumer-user. This b accomplished
by case-by-case examption of the
possassion and use of approved items

from spplicable licensing requirements.
Approval of a proposed consumer
product depends upon ap assessment of
exposures of persons to rediation as
well as an evaluation of the usefulness
of the product.

Certain practices involving redistion
ot radioactive materials have beeu
judged by NRC to be socially
unacceptable regardless of how trivial
the resulting dose might be and,
therefore, have been excluded from
exemption. Excluded practicas include,
vut are pot limitec to, the inteutional
introduction of redioactive material into
toys and products intended for
ingestion, inhalatian or direct
application to the skin (such as
cosmetics).

In addition to socially unacceptable
uses of radicactive materials, & question
also arises reg uses where there
are clear economical altematives, and
no unique benefits exist from using
rudioactive material. Where risks are
trivial, the regulatory prohibition of such
uses could pose an unnecessary
regulatory burden by interfering with the
conduct of business.

The Commission seeks comments on
whether practices should be
categorically excluded based ou tae
Commission's judgement regarding
social acceptability ar the existance of
alternatives. An alternative to
categorical exclusion could be a case
specific determination based on a safety
analysis.

Proposals for Bxemption

A proposal for exemptian must
provide a basis upon which the
Commission can determine if the basic
conditionu described above have been
satisfied. o this means that the
proposal should address the individual
dose and societs! impact resulting from
the expected activities under the
+ «omption, including the use of the
recioactive materials, the pathways of
exposure, the levels of activity, and the
methods and constraints for assuring
that the assumptions used to define a
practice remain appropriate as ihe
radioactive materials move from

atory control to an exempt status.

{ a proposal for exemption results in
@ rule containing generic requirements, &
person app!| to utilize the exemption
would not 0 address justification
or ALARA. The Commission decision on
such proposals wili be based on the
licensee's meeting the conditions
specified in the rule. The promuigetion
of the rule would, ender these
circumstances, constitute e finding thet
the exemptad practice is justified, emd

that ALARA considerations have been
dealt with. This approach is conalstent
with past practice, ¢ §.. consumer
product rules ic 10 Part 30.

in evaluating proposals for examption
undiar this , the projected
exposures to different components of
the exposed populstion will be
consiiered with regard to the potential
that some individuas may receive doses
near the 100 mrem per year (1 mSv per
year) limit when doses from other
practioes are aleo taken into
consideration. If exposures from
multiple practices can occur which are
significantly beyond the individual dose
criterion (10 mrem per year (0.1 mSv per
year)), the exemption will not be granted
without further analysis. As axperiance
is gained, this policy and its
implementation will be reevalusted with
regard 10 this issue to assure that the
exposures to the public remain well
below 100 mrem per year (1 mSv per
year).

In addition to considerstions of
expected activitieo and pathways. the
Commission recognizes that
considerstion must also be given to the
potential for accidents and misuse of the
radioactive materials involved in the
practice. A proposa! for exemptian of e
dafined practice must theralore aleo
address the potentials for o8 ar
misuse and the consequences of these
exosptional conditions i berme of
indtviduals and coliective dose.

Verificatian of Exemption Canditions

The Commission believes that the
implementation of an exempbon under
this broad policy guidance must be
accompanied by e suitable program to
mandtor and verify that the basic
considerations under which as
exemption was issued remain valid. In
most cases. the products or materials
comprising an exempted prectice will
movs from regulatory contral to the
exempt ststus under a defimed set of
conditions and criteria. The monitoring
and verification program mast therefore
be capable of providing the Commission
with the lp'proprmo assurance that the
conditions for the examption remain
valid, and that they are baing obeerved.
- i“mmon wtn#m
comp: with the
of an examption through .‘N::od
licensing emg lospection pragram
will, from time to time, condust atndies

as appropriate o aseess e of

an exampled m.x-

of exampted practioss. «¢ 4o M*™
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