UNITED STATES

)
) NUCLEAR REGULATORY COMMISSION
3 , ? WASHINGTON, D. C. 20656
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er 9, 1989

The Honorable Guy Vander Jagt
United States House of Representatives
Washington, DC 20515

Dear Congressman Vender Jagt:

1 am responding to your letter of October 18, 1989, which asked us for our
views on the matters pertaining to low-level radioactive waste disposal raised
by your constituent, Mr. Eric Lewis. Mr., Lewis is one of several Michigan
citizens who have conveyed their concerns on this subject to their Congressional
representatives. Specifically, Mr. Lewis' concerns are directed at Nuclear
Regulatory Commission (NRC) activities to exempt specific waste from further
regulation if its radioactivity content is sufficiently low as to be "below
regulatory concern (BRC)." The BRC terminology reflects a class of material
d:sg;;ged in P.L. 99-240, the Low-Level Radioactive Waste Policy Amendment Act
0 ’

In response to Mr. Lewis' concerns, 1 would first note that the Nuclear

Regulatory Commission (NRC) has not published any proposed regulations which

would allow disposal of low-level waste under the BRC provisions of P.L. 99-240.

However, in 1986 we did issue a final policy (Enclosure 1, 51 FR 30839),

which established the standards and procedures that will permit the NRC to act

:pon "BRC" rulemaking petitions in an expeditious manner, as called for in the
ct.

The NRC has also initiated the development of & broadly applicable exemption
policy. The policy would publicly express the principles and criteria that
underlie Commission exemption decisions including those related to BRC waste
disposal. The policy is intended to provide the public health and safety
framework which would apply to the development of regulations, such as those
which may allow disposal of very low-level radivactive waste at other than
licensed low-level radioactive waste disposal sites. As a key step in this
policy development effort, the Commission issued the advanced notice (Enclosure
2) in the Federal Register on December 12, 1988, and solicited public comment.
The NRC received, and is continuing to receive, comment letters responding to
this advance notice. Over 250 letters have been received to date. Many of
these commenters have expressed views similar to those of Mr. Lewis. We
understand the importance of these issues to concerned citizens and will be
addressing them in the Commissfon's final exemption policy which we currently
expect will be issued in late 1989 or early 1990.
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In closing, I want to assure you that we take our mandate to protect the health
and safety of the public very seriously. As a result, the concern expressed by
Mr. Lewis is one that we must carefully consider and address as we carry out
our regulatory mission,

Sincerely,

’

James M, T r
ting Executive Director
for Operations

Enclosures:
As stated
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In closing, I want to assure you that we take our mandate to protect the health
and safety o” the public very seriously. As a result, the concern expressed by
Mr. Lewis 1s one that we must carefully consider and address as we carry out
our regulatory mission,

Sincerely,

Original Signed Bys
James M. Taylor

James M. Taylor
Acting Executive Director
for Operations

Enclosures:
As stated

See next page for Distribution *See attached for previous concurrences.
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Apronlu B 1o Part 2—Geners! Statement
of Policy and Procedures Concemning

‘Petitions Pursuant to § 2802 for Disposal of

Recivactive Wasle Streatnt Below
Regulsiony Concern:

| Introduction and Purpose

Il Standards and Procedures

1l Agreemant Bistes

IV Future Action

L Istroductioo and Purposs

The iow-Leve! Radicactive Waste Policy
Amendments Ac! of 1085 (the Act) (¢ USC
2021b of seg.) was enacted January 16, 1088
Baction 10 of the Act addresses disposa) of
wasies termed “below regulstory concerm”
the! would not need 1o be subject 1o
regulatory contro! to assure adequate
cuctm of the public health and salety

suse of their radioactive content. The goal
of this section of the Act i for the
Conimission lo make proctical and timely
decisions 10 delermine when wastes need not
0 10 8 licensed low-leve! wasie disposal site
decisions will be expressed
rulemaking Allemnative disposa! would
conserve space n the existing oites while
new sites are esiablished and reduce the
oosts of disposs! Rulemaking petitions may
play a role in the nationa! low-level wasie
onug outlined by the Act The Act
provides the! the Commission establish
procedures for acting expeditiously on
petitions 1o exemp! mam redicactive
from

wasle streams Commission's
lations
purpose of this stetement and

sccompan implementation plan is to
establish the standards and procedures that
will permit the Commission to act upon
rulemaking pe'  2ns in an expeditious
manner 80 ¢&  : for in the Ac! This policy
slelement dc’ .0l require petitioners to
presen all thi ~‘ormation outlined or
demonatrate tha! the decision critenia for
oxpedited handling can be met. if such
expedited handling ts no! wanted For
example petitions requesting exemption of
concentrations of radionuclides tha! might
result in individua! exposures higher than
those recommended in the decision cnieria
may be submitied. but expedited handling
canno! be assured

Finally this policy statement and
accompanying implementation plen are
intended to facilitate handiing of rulemaking
petitions for etreams from multipic producers
snd do not apply 1o individua! licensing
actions on single producer waste. Individual
licensees who seek approval for disposal of
their uniques wastes may continue lo submit
their disposs! plans under 10 CFR 20.302(s)

0. Slandards and Procedures

The standards and procedures needed to
handle petitions expeditiously (all into the
foliowing three uu,onn (1) Information
petitioners should file in support of the
petitions. (2) standards for assesaing the
sdequacy of the proposals and providing
petitioners insight on the decision criteria the
Commission intends to use so the! all
releven! informationa! issuas will be
addressed in the petition. end (3) the internal
NRC administrative procedures for handiing
the petitions These three categories are
sddressed in the sttached staf!
{mplementation plan The stalf plan was
developed in response to Commission
direction to provide detailed guidance on
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{implementing the geners! approach out!ined
in this policy statement Although staff may
revise it from time to time & experience is
geined in processing petitions. the plan
outlines o reasonsble basis for sccomplishing
the approach Siafl is to publish revisions as
documents and notice the

ovallability of the revisions in the Federe)

tor

o preciical matter the primary
information for justifying and supportiing
petitions mus! be supplied by the petitioner If
the Commission is to a¢! in an expedited
manner If the petitioner wishes to sssure
expedited action. the supporting information
should be complete enough so that
Commission sction is primarily limited to
independent evalustict. and sdministretive
processing

Decision criteria for judging whether 1o

nt & petition involve the oversll impacus of
posed action wacte riies. and
implementation of the proposed eaxemption
The foliowing criteria address these areas
Petitions which demonstrete the! these
criteris are me! should be suitable for
expediled action.

1 Disposs! and treatmeni of the wastes 8o
specified in the petition will resul! in Bo
significant impact on the quality of the
buman environment.

2 The moximum expected eflective dose
equivalent to an individua! member of the
public does not exceed ¢ few millirem per
year for norma! operstions and anticipeted
pmu
{3 The collective doses 10 the critical
{.m\ahllon and genera! population are small
« 4 The potential radiological consequences
» of sccidents or equipment melfunction
involving the wastes and intrusion into
disposa! sites afrer lose of norma!
institutiona! controls are not significant

§. The exemption will result in » significant
reduction in societa! costs

®. The waste i» compatible with the

wreatmen! and disposa! options

7. The exemption is usefu! on & nationa!
scale i.e. it is likely to be used by & category
of licensees or at leas! o significant portion of
4 category

& The radiologica! properties of the waste
stream have been charscierized on & nations!
basis. the variability bas been projecied. and
the range of variation will not invelidate

analyses

9.The waste characierization is based on
date on res) wastes

10 The disposed form of the waste has
wegligible potential ior recycle

11 Licensees can establish effective
licensable and inspectabic programs for the
waste prior to tranafer 1o demonsirate
compliance

12 The offsite treatment or disposal
medium (¢.g . sanitery landfill) does no! need
to be controlied or monitored for radiation
protection purposes

13 The methods and procedures used to
manage the wasies and to assess the impacts
are no different from those that would be
spplied to the corresponding uncontaminatad
materiale

14 Thare are no reguletory or legal
obstacles to use of the proposed trestman! or
disposs! methods

1. Agreement Blales
The Low-Leve! Radicactive Waste Policy
Amendments Act of 1985 establishes &

Enclosure 1
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national system for dealing with low Jeve)
wasle disposal The sysiem assigns (o the
Siates responsiblity for dispossl capecity for
low-leve! wastes not exceeding Class C
wasles as defined in 10 CFR 61 85 Section 10
of the Ac. encourages o reduttion in volume
of such westes subjer! 10 State responsiblitiy
for disposa! tnrough the option of determining
that certein westes need not go 10 existing
licensed disposal facilities or new sites
licensed under 10 CFR Part 81 o* equivalent
Siate regulations | radiolrgical safety can be
assured. such dispossl would conserve space
in the existing sites while new sites ore
developed and would serve as an Laporiant
adjunct to volume reduction efforis in
meeting the waste volume sllocstion limits
set forth in the Act Thus these rulemak.ngs
should aid the States in fulfilling their
responsibilities under the Act Equity also
1 ts that! all waste generators be able to
toke advantage of below regulatory concern
options as part of their waste management
strategies Generators in both Agresement
and non-Agreemen' Siates will be competing
for space in the existing siles and the concep!
should be spplicable nationwide

Agreemen! States will play an important
role in ensuring that the system works on 8
nationa! basis and tha! it remains equitable
States have been encouraging lindings tha!
certain wasies are below regulatory concern
and do no! have to go to low-level waste
sites The States have been voicing this view
for @ number of years through forums such as
the Conference of Radiation Control Program
Direciors Rulemakings granting petitons will
be made & matier of compatibility for
Agreemer! States Conseguently rulemaking
will be coordinated with the States
IV Future Action

The Commission will conduc! s generic
rulemaking on waste streams below
regulatory coi.cern based on & number of
factors The factors include public comments
received on the statement the number and
types of petitons for rulemaking received. and
how effective the statement 15 in enabling
timely processing of petitions A generic
rulemaking i1s warranted (o provide a more
efficien! and efiective means of
sccomplishing the goals reflected in Section
10 of the Act An advance notice of proposed
rulemaking will be published within 80 days
Furthermore the Commission may
periodically review all rulemakings in order
to assure tha! the relevan: parameters have
no! changed significantly and may ask the
petitioner 1o submi! updaied information to
assis! in the review The Commission would
also have to confirm that approved
exemplions are consisten! with any general
standards issued by EPA

Dated 8t Washington. DC this 25th day of
Augus! 1986
For the Nuclear Regulatory Commission
Samue! ) Chilk,
Secretary to the Commission

Editonai Note The stafl implementation
plan will not appear in the Code of Federal
Regulation

Nuclear Regulatory Commission Staff
Implementation of Nuclear Regulatory
Commission Policy on Radioactive
Waste Below Regulatory Concern

1 Introdurtion
11 Information 1o Support Petitions

10
9

s1 FA 308

A General
1 10 CFR Pari 2 Requiremenis
2 Environmenta! Impacts
3 Economic Impact on Small Entities
4 Computer Program
$ Scope
B Waste Characterization
1 Radiologice! Properties
2 Other Considerations
3 Totals
4 Basis
5 As Low as keasonably Achievable
(ALARA)
C Waste Managemen! Options
D Analyses
1. Rediological Impacts
2 Other Impacs
3 Reguisiory Analysis
E Recordkeeping end Reporting
1. Surveys

2 Reports
F Proposed Rule
1lI Decicion Criterie
IV Administrative Handling

1. latroduction

Section 10 of the Low-Level
Radioactive Waste Policy Amendments
Act of 1985 requires the Nuclear
Regulatory Commission (NRC) to
develop standards and procedures for
expeditious handling of petitions for
rulemaking to exemp! disposa! of
radioactive waste determined to be
below regulatory concern The Act slso
requires NRC to identify information
petitioners should file The Commission
Policy Statement provides general
guidance on how to mee! the
requirements of section 10 of the Act
outlines the overall approach to be
followed. and lists decision criteris to be
used Implementation of the general
approach and decision criteria of the
Commussion Policy Statement involves
developing more detailed guidance and
procedures. In accordance with
Commission direction. the NRC stafl has
developed more detailed guidance and
procedures for implementation of the
Commission Policy Statement This staff
guidance ¢nd procedures cover (1)
Information petitioners should file in
support of petitions to enable expedited
processing. (2) discussion of the decision
criteria, and (3) edministrative
procedures to be followed

11. Information to Support Petitions
A Generol

1. 10 CFR Port 2 requirements The
codified information requirements for
petitions for rulemaking are outlined in
the Commission’s regulations in 10 CFR
2.802(c) These regulations require the
petitioner to ideatify the problem and
propose solutions. to state the
petitioner's grounds for and interes! in
the action. and to provide supporting
information and rationale As @ practica!
matter. the information demonstrating
that the radiological health and safety
impacts are 8o low &s 10 be below
regulatory concern mus! be provided by
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the petitioner if the Commission is 10 ac!
in an expedited manner Petitions for
rulemeking should therefore be
submitied following the stafl's
supplemental guidance and procedures
10 assure expedited action

2 Environmento! impocis Petitions
must enable the Commission to make &
finding of no significant impac! on the
quality of the human environment. Such
Commission findings mus! be based on
an Environmental Assessment that
complies with 10 CFR §1.30 and mus!
mee! the requirements of 10 CFR 51.32
These requirements include addressing
the need for the proposed action.
identifying alternatives. and assessing
the potential environmental impacts of
the proposed action and aliernatives
Consistent with 10 CFR 51 41 the
petitioner should submit the information
needed 1o mee! these requirements and
do 80 in & manner that permits
independen! evaluation by the
Commission of the dets and
methodology used and the conclusions
reached

3 Economic impoct on small entities
When a rulemaking action is likely to
have & significan! economic impac! on &
substantial number of small entities the
Regulatory Flexibility Act requires that
the impacts on these small entities mus!
be specifically addressed (The
Commission’s size standard for
identifying @ small entity 15 $3.5 million
or less in annual receipts except for
private practice physicians and
educationa! institutions where the
standard is $1 million or less in annual
receipis for privat: practice physicians
and 500 employees for educational
institutions. See 50 FR 50214 December
9.1985 ) For any rulemaking the
Commission must either certify that the
rule will not economically impact or will
have no significant economic impacts on
small entities. or present an analysis of
alternatives to minimize the impacts
Because rulemakings on below
regulatory concern should provide relie!
from requirements for all affected
entities. satisfaction of this requirement
should be straightiorward but it must be
addressed in any rulemaking To
facilitate expeditious preparation of the
proposed rule responding to the petition
the petitioner should submit an
evaluation of the estimaled economic
impacts on small entities The
evaluation should include estimates of
the costs for small entities in terms of
stalf time and dollar costs Any
slternatives that could accomplish the
objective of the petitioner's proposed
rule while minimizing the economic
impact on small entities should be
presented The evaluation should
include an assessment of the
incremental recordkeeping end reporting
costs tha! would be associated with the
petitioned rule change

August 29, 1986
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complying with 10 CFR Part 61 weste
classification requirements Wasle
generalors use generic sceling factors
and faciors established for their specific
wesies through sophisticated anslyses
The scaling factors are used 10 infer the
presence and concentrations of many
redionwclides based on measurement of
only & few nuclides The clessification
scheme in 10 CFR Part 61 hes been in
effect since December 1963
Considerable dela and experience
should be available 1o allow
characterizing the rediological content
and composition of the wasie siream
being addressed in the petition The
same principles outlined in 10 CFR
©1.55(a)(8) may be applied. i.e. values
based on direct measurements indirec!
methods related 1o measurements. or
materia) accountability

8. As low os is reasonobly achievoble
(ALARA) The Commission's ALARA
requirement in 10 CFR 20 1(c) applies to
efforts by licensees 1o mainiain
radistion exposures end releases of
radicactive materials in effluents to
unrestricted areas as low is reasonably
schievable 10 CFR Part 50. Appendix |
describes ALARA for radicactive
materials in ligh! water reactor effluents
Licensee compliance with 10 CFR 20 1(c)
is a precondition 1o acceptance by NRC
of any wasie siream as exemp!
Therefore. & description should be
provided of reasonable procedures tha!
waste generalors would be expected 10
use to minimize radiation exposures
resulting from the disposal of the
exemp! waste e g removal of surface
contamination These procedures are
assumed 10 apply prior 1o characterizing
the waste 10 be exempted

C. Waoste Manogement Options

The managemen! options that the
Commission can dea! with expeditiously
are those described in NUREG/CR-3585
Onsite options include incineration and
burial Offsite options are municipal
wasle disposal facihiies (sanitary
landfills) municipal waste incinerators.
hazardous disposal facilities. and
hazardous waste incinerators
Pretreatment, e.g.. shredding of
otherwise potentially recyclable
materials. is a potential adjunc! 1o either
onsite or offsite options. Combinations
of these options can also be evelvated
For example, wastes may be incinerated
on site and the ash shipped 10 @ sanilary
landfill The fevored disposal options
should be identified and fully described
The petitioner should evaluate 8 full
range of options. The practicality of the
proposed option(s) should be presented
Waste compatibility discussed earlier is
one aspect. The national availability
and distribution of the option is another
Updates on nationa! reguletions and
laws pertaining to the proposed option
should be described and might have 10

S1FR 3089

be considered in selecting scceplable
options

D Anolyses

To support and justifly *he submittal,
eoch petitioner should include analyses
of the rediologice! impacts associsted
with hendling trensport. and disposal of
the specific wasies Any incremental
nonradiologica! impacts should be
sssessed Also the petitioner should use
the analyses to prepare and submit @
detailed regulatory analysis with the
petition

1 Rodiologica! impocts The
evalustion of radiological impacts
should distinguish between expected
and potential exporures and events
Impacts shculd be assessed for the
expecied concentrations and quantities
of radionuclides. The petitioner should
%:unmnwely evaluste the impscts from
the proposed waste for each option
requested The petitioner should clearly
relate the analytica! findings 1o specific
provisions in the recommended rule
changes For example. the basis for each
recommended radionuclide limit shoulo
be clearly explained

The radiological impacts included in
NUREG/CR-3585 and in NRC's
computer program (IMPACTS-BRC)
cover exposures 10 workers and
individual members of the public and
cumulative population 2xposures The
program calculates both external direct
gamma exposures and exposures from
ingested or inhaled radionuclides. NRC's
compuler program can be used to
calculate the expecied radiological
impacts from generator activities,
transportation, treatmen!. disposal
npeciahions winld 'I|I\|~(|I\'I|b\.||, s
Fhe progiam can analyze i wade rang
ol mranagemient aptions i huding
ansite treatment and disposal In the
goneratan shipmwent o mnnicipal wast
managemen! facilities. and shipment to
hazardous waste management facilities
The program covers impacts beginning
with initial handling and treatmen! by
the generalor through final disposal of
all the radionuclides contained in the
wasle stream Sequential treatment
sorting and incineration onsite and a!
municipal and hazardous facilities can
be assessed Disposal of resulting ash
and residue is included Pos!-disposa!
impacts tha! can be caiculaled include
releases due lo intrusion. ground-water
migration. erosion. and leachate
accumulation The program thus
addresses both expecied and potential
post-disposal impacts

The petitioner's analysis of transport
impacts should be based on &
reasonably expected spacial distribution
of licensees and was!e treaiment and
disposal facilities which will accep! the
wastes The petitioner should address
paramelers such as average and
extreme transport distances The
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\itioner's analysis should address the

asis for parameler selection and
cheracterize the expecied patterns (eg
indica'e how likely the extreme case
may be) In eddition. the petitioner’s
analysis should also address potential
exposures from handling and transporl
sccidents. The petiioner's analysis of
sccidents should include all
sssumptions, dats. and resulls 1o
facilitate review. The potentia) for
shipment of the eniire waste siream to
one or a few facilities should be
assessed This scenario currently exists
for 10 CFR 20.306 exempted liguid
scintillation wastes and might result
from very limited numbers of treatment
fecilities or decontamination services
The analysis of impects for transport,
handling. and disposs! should include
evaluation of this potential circumstance
uniess it can be clearly ruled out

As sugges'ed in Paragraph 86 on page
20 of ICRP Publication 46 *:

Exception from regulation and
requirements on these bases should not be
used 10 make it possible to dispose of large
quantities of rediosctive material in diluted
form or in divided portions. causing
widespread pollution which would eventually
build up high dose levels by the addition of
many small doses 1o individuels Nor should
they be used 1o exemp! activities that by
isolation or treatmen! have been mede
temporarily harmiess bul that imply large
potential for relesse and could give nse 1o
high individual doses or high collective doses

The analysis of expected rediological
impacts should clearly sddress

~=The maximum individua! exposures

-The critica' group exposures

—The cumulative population
exposures

The maximum individual exposure
evaivation should include exposures to
a!l members of the public who may be
exposed beginning with the initial
handling e! the generator's facility
through post-closure Both internal
upteke and external exposures should
be included The individual may be @
member of the genera! population (e.g
consumer of contaminated ground
waler) or a person receiving the
exposure from his or her occupation
Anvone who may be exposed and is no!
» radiation worker should be considered
a member of the public For example. &
worker 8! @ sanitary landfill or &
commercial trash truck driver would not
be & radiation worker However
occupational exposures (o radiation
workers should be evalusted and
considered in the cost/benefit analysis
of the incremental impacts between
disposal a' a licensed facility and the
requesied disposal #ptions

e tote] population exposures can be

eslimated and summec in two parts
One part is the smalier critical group
{usually the occupationally exposed
population) where potential exposures

August 29, 1986
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sddress whether changes in technical
specifications ot licenses mey be
needed

F Proposed Rule

The petition should include the tex!
for the proposed rule {see 10 CFR
2.802(¢)(1)) The proposed text should
cover at leas! the following

(1) The quantity and/or concentration
limi! for each radionuclide present
{trace radionuclides could be lumped
together with & 1otal limit).

(2) A method to dea! with
radionuclide mixtures.

{3) The nonradiological specifications
necessary to adequately define the
waste and

(4) The specific method(s) of exempt
disposal

If practiceble. and if the supporting
information indicates the need. the tex!
should also address other features such
as annual limits on each generator in
terms of volume. mass. or tota)
radioactivily. and administrative 0
procedural requirements includ'ng
process controls surveys. eic. tha! nave
been discussed The texi should not
include the various dose limits used lo
justify the proposed radionuclide limits

Hil. Decision Crilerie

‘The Commission policy statement
establishes tha! the following criteria
should be used by staff as guidelines for
acting on @ petition Each crites.on s
repeated and stafl views on
implementation are discussed

1. Disposal and treatment of the
wastes as specified in the petition will
result in no significant impact on the
quality of the human environment!

Discussion Unless this finding can be
made during information submitted by
the petitioner. the Commission mus!
prepare an Environmental Impac!
Siatement o more fully examine the
proposed sction. alternatives to the
proposed action and associated
potential impacts of alternatives
Preparation would likely involve
contractual support and would likely
take 2 years or more to complete The
Commission could not act in the petition
in an exped'‘ed manner

2 The maximum expected effective
dose eauivelent to an individual
member of the public does not exceed 8
few millirem per year for norma!
operations and anticipated events

Discussion. The effective dose
equivalent means the ICRP Publication
26 and 30 ? sum of the dose frem

»

5] FR Y08

external exposure end the dose incurred
from that year's inteke of redionuciides
While & rangz of 1-10 millirem per year
might be acceptable. s one millirem dose
would fecilitete expedited processing
Higher doses may require more
extensive justification Besed on e
mortality risk coefficient for induced
cancer and hereditary effects of 2x30°*
per rem (ICRP Publicetion 26). radistion
exposure ot a level of millirem per year
would result in an annua! mortality risk
of 2x10° 7 (i.e., 2x"*effects/remx"? rem/
year)

The EPA is developing criteria for
identifying low-level radicactive waste
that may be below regulatery concern
as part of that agency s developmen! of

nersl environmenta! standards for
ow-level waste disposal The EPA
published an Advance Notice of
Proposed Rulemaking on August 31, 1983
{48 FR 39563) and currently hopes 1o
publish proposed stendards in early
1987 Other EPA standards that the
doses can be compared 1o are the Clean
Air Act redioactive release standard of
25 millirems per year in 40 CFR Part 61
end the uranium fuel cycle annual whole
body limit of 25 millirems in 40 CFR 180

One millirem is very small when
compared 1o naturally occurring
background doses from cosmic and
terrestrial sources Background doses in
the United States are typically in the
100-120 millirems per year range
exclusive of the lung doses from radon.
One millirem is also small when
compared to the annua! 500 millirem
dose limit for individua! members of the

neral public in Federal Radiation

uncil guidance

An important feature is the! doses of
up to 1 millirem from the individual
petition should minimize concerns over
exposure 1o multiple exempted waste
streams. ICRP Publication 46 addressed
individua! dose limits and other issues
related 10 exemptions and steled. in
paragraphs 83 and 84 on page 18

Many radiation exposures routinely
encouniered in radiation protection.
particularly those received by members of the
public are very small by comparison with
dose limits or natura) background and are
well below dose levels a1 which the
appearance of deletenious health effects has
been demonstrated In individual-related
assessments 1t is widely recognized tha!
there are radiation doses tha! are so amall
tha! they involve nsks thal would be
regarded as neghgable by the exposed
individuals Studies of comparative nsks
experienced by the population in various
schivities appear 1o indicate tha! an annue!
probability of death of the order of 10°* per
year or less 18 no' laken inlo accoun! Dy
individuals in their decisions es (o aclions
tha! could influence their nsks Using
rounded duse *esponse faciors for induced

App. Bl
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health effects this leve! of rish corresponds
1o an annus! dose of the order of 01 mSy 10
millirem)

However. in mos! practice! cases the need
for exemption rules arises in source relaied
sssessment (o decide whether & source or
was'e siream should be subject to control
Consideration should be given 1o the need for
any oplimization of radiation protection and
10 the possibility that many practices and
sources of the same hind could combine now
ot in the future 3o the! their total effect may
be significant. even though esch source
couses an annua! individuel doae equivalen!
below 01 mSy [10 millirem| 1o individuals in
the critical group This may involve
sssessments of dose commitmenis and of the
collective dose per unit practice or source \n
order 10 ensure thet the individual dose
requirement will no! be exceeded now or in
the future 1t seems almos! ceriain the! the
10ta! annual dose 1o & single individua! from
exempled sources will be less than ten limes
the contribution from the exempied source
giving the highes' individua! dose This
sspec! could. therefore be allowed for by
reducing the annual individus! dose
exemption criterion from 01 1o 0.01 mS\ 10
10 1 millirem)

The NRC staff recognizes the! at times.
fhuman reactions are not 80 strictly
governed by quantative considerations
as the ICRP excerp! sugges!s

« Nevertheless, the 107 per year value
“ seems about as low as practiceble
r seems 100 low to justify significant

concern and so seems acceplable

The United Kingdom's National
Radiological Protection Board hes
issued generic guidance on de minimis
dose levels (ASP-7, January 1985) * tha!
has status similar 1o Federal Radiation
Guidance issued by the President in this
country. The Board identified effective
dose equivalents of 5 millirem per year
#s insignificant when members of the
public make their decisions. The §
millirem limit represents the total dose
contribution from all exempted
practices For individua: practices the
Board divided by 10 (1. 0.5 millirem
per yesr) lo lccbunltr{or exposures from
multiple practices These limits are
spplied generically. Less conservatism
under the well defined circumstances
associated with specific waste streams
and disposal options envisaged in this
NRC statement seems justified In e
proposed policy statement deted May 6
1965 the Canadian Atomic Energy
Control Board specifically addressed
disposa! of specific wasies that are of no
regulatory concern An individua! does
limit of & millirems per year was
proposd for this limiied application

A maximum individual exposure of 1
millirem per year is also consistent with
Appendix | 10 10 CFR Part 50 Appendix
| specifies design objective doses for
operationa) light-water-cooled nuclear
power reactor effluents These design

August 29, 1986



’ expeditious action on the petitions In
sddition, the Hardbook niotes general
scheduling advice the! proposed rules to
nt petitions should be published in -

2 months after scceptance and
publication for comment. Proposed ruies
will be lorwarded to the Commission on
¢ 6-month scheduie to the exient
permitied &y resource limits. the nature
and extent of public comments, and
internal Contro! of Rulemakings
procedures Rulemakings invo vlnt
gw reaciors must be reviewed by the

mmitiee on Review of Generic

Reguizements prior to publication.
Proposed rules involving reactors will
therefore be forwarded to the
Commission on & 7-month schedule to
the extent permitied by resources.
comments. and spproval procedures In
both cases. every effort will be made to
publish proposed rules no later than 12
months after noticing for public

comment.

Although the procedures in Part 11 of

NURE?S /BR-0083 include fas! track

s9ing. the nature of the anticipsted
petitions do not fully comply with the
decision criteria to foliow this
¢'lernative.

Some of the key features of the
handling procedures include the
follawing steps for complete end fully
supported petitions.

1. Petitioners may confer on

cedura! matters with the stafl before

ling & petition for rulemaking Requests
1o confer on procedura! matters should
be addressed 10 The Director, Division
of Ruies and Records. Office of
Administration, US. Nuclear Regulatory
Commission. Washington, DC 20555,
Atiention: Chief. Rules and Procedures
Branch.

2. Petitions should be addressed to:
The Secretary. US Nuclear Regulatory
Commission. Washington, DC 20555,
Attention: Docketing and Service
Branch. In hcring with 10 CFR 2.802(f).
petitionety will be promptly informed if
the petition meets the threshold
requirements for 8 petition for
rulemaking in 10 2.802(c) and can
be processed in accordance with this
implementation plan Ordinarily this
determination will be made within 30
days after receipt of the petition

3. Foliowing this determunation, the

tition will be noticed in the Federal
Ercm for @ public comment period of
ot least 80 days.

4. The petitioner will be provided
:::lu of all comments received.

eduling information. and periodic
status reports

The procedures in NUREG /BR-0053
slso include the process for denial and
withdrawa! of petitions

s1 FR 300

e

-

" X . w
” - PART 2 @ RULES OF PRACTICE FOR DOMESTIC LICENSING PlOCEfDINOI

Feotaotes

' Copies of NUREG /BR<0083. NUREG /BR-
0058 and NUREG /CR-3585 may be purchased
Mu'h the US Government Printing Office
by calling (202) 275-2080 ot by writing to the !
US$ Government Printing PO Box
37082 Washingion. DC 20013-7062 Copies |
may also be ~urchased from the Netional |
Technica! Information Service. US
Depariment of Commerce. $185 Port Roysl |
Rosd. Springfield. VA 22181 Copies are |
svalilable for inepection and/or copying for o !
fee in the NRC Public Document Room, 1717
H Street NW. thsa!m. DC 20858 |

 JCRP Publication ¢8. “Redistion
Protection Principles for the Disposa! of Bolid
Radicactive Waste " ndo&ud July 1088,

* JCRP Publication 26, “Recommends
of the Internations! Commission on
Radiologice! Protection.” adopied Jenuery 17,
1977. ICRP Publication 30, “Limite for Intake
of Redionuclides by Workers." adopted July

17

« Copies of the United Kingdom's document
are available for inspection as enclosures lo
SECY-85-147A (relating 10 30 CFR Part 30)
dated July 25. 1985 in the Commission’s
Public Document Room. 1717 H Street NW,
Washington. DC 20585 The United K
documents are svailable for sale from: Her
Majesty's Stationery Off:ze. P.O. Box 386,
London SE1 ONH. United Kingdom. as Advice
document ASP-7 and @ reisted technical
report. “The Significance of Small Doses of
:-duhon to Members of the Public." NRPB-~

175

'Cogm of the Canadian document are
svailable for inspection as an enclosure to
SECY-85-147A (relating to 10 CFR Part 20)
deled july 25. 1985 in the Commission’s
Public Document Room. 1717 H Street NW,
Washington. DC 20855 The Canadian
document was issued as Consultative
Document C~85. “The Basis for Exempting the.
Disposal of Certain Radioactive Materials
from Licensing’ b& the Atomic Energy
Contro! Board. P.O. Box 1046. Ottawa.
Ontano. Cenade. KIP 858

S |CRP/85/G~03. “Statement from the 1985
Paris Meeting of the International
Commission on Radiological Protect.” 1085~
04-28

App. C(l)
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NUCLEAR REGULATORY
COMMISSION

WCFRCA |

Policy Statement on Exemptions From
Regutatory Contrel

agEncy: Nuclear Regulatory
Commission.

acmons: Advance notice of proposed
stetement and meeting.

SuUMMARY: The NRC is in the process of
developiug & broad policy on
exemplions from regulatory control for
ractices whose health and safety
pacts could be considered below
regulatory concern. This policy
statement would provide for more
efficient and conalstent regulatory
aclinns in connection with exemptions
from various specific Commission
requirements. The Commission. in
lormulnm%this Advance Notice, is
seeking public input on some specific

Enclosure 2



guestions which are key considerstions
in developing such o policy The NRC
otaff wil conduct & meeting to inform
the public of its intentions. speci’ cally
10 clanfy and answer guestions
concerning the advance notice, end to
hear preliminary views conceming o
policy for exemptions with emphasis on
the specific questions raised by the

ion.

DATRS: M etiny 1o br held on Januery
12 1986 Written comments should be
submitied by January 30, 1986,
Comments received after this dete wil
be considered if it is prectical to do so,
but sssurence gummnuu can only
be y'ven es to comments received ob of
beiore this date.
ADDRISSEE: M eting will be held ot the
Moliday Inn. 8120 Wisconsin Avenue,
Bethesda MD 20814 (¢ blocks north of
the Bethesds Metro S1ation) Telephone:
(307) B52-2000, 1-800-465-4528. Mail
writien comments to: Secretary. U.S.
Nuclear Regulatory Commission,
Washingion DC. 20555, Attention:
Dockeung and Service Branch.
Commenis may be delivered to 11888
Rockville Puke. Rockvillie. MD between
?:30 a.m and 415 p.m weekdays.
Copies of the comments received may
be examined and copied for o fee ot the
NRC Public Document Room et 2120 L
Street, NW., Washington, DC.
POR PURTHER INFORMATION CONTACT:
Catherine R Mattsen, telephone (301)
482-3638, or Williaro R. Lahs, telephore
301 ) 482-3774, Office of Nuclear
gulstory Research, U.S Nuclear
sgumow Commission. Washington,
20856

SUPALEMENTARY INFORMATION

International Worksbop

In eddition to conducting this public
meeting the Commirsion has sought
input from the internationa! regulstory
eommunity through an internstional
workshop on exemptions from
regulstory control which was beld
October 17-18, 1968 in Wastington, DC.
The importance of vuch interaction
stems from the fact that many existing
and potential exemptions involve
redicsctive materials purposefully used
in consumer products ot introduced ino
various products or materials through
the recycling of contamineted screp,
either of which may enter international
trade. Even effluents and waste disposal
can involve exposures to people In
countries other than those from which
the efNuent or waste originated. This
aspect is & significant issue in the
European community. Thus, some
degree of consistency internationally le
desirable. since exemplion decisions
can affect populstions ouvtside each

ster / Vol 85 No. 238 / Monday. December 12

country's border 1t is hoped thet
exchanges of ideas and information
such 80 occurred ot the intermations!
workshop will. besides providing one
svenue of input to the Commission's
actions. lead toward & grester degree of
consistancy in such exemptions world.
wide At the internations! workshon. the
“Advance Notice of the Development of
¢ Commission Policy on Exempuons
from Reguletory Control for Practices
Whose Public Hea!th and ulcz‘.
Lmpacts are Below Regulatory Concern®,
presenied in this notice, wes made
svailable for discussion The transcript
of the international workshop which
includes all e papers presented ot the
meeting mey be exemined and copied
for o fee ot the NRC Public Document
Poom st 2120 L Streel NW,,
Washington. DC.

Advance Notios of the Developmen! of ¢
Commission Policy

Introduction and Purpose

Over the last severa) years. the
Commission has become increasingly
sware of the need to provide o general
policy on the appropriste critens for
release of radicactve materiale o=
segulatory control To address th« - od,
the Commussion is expanding vpo., ..
existing policy for protecuon of the
public trom rediation. currently
expressed in existing reguistions (Tite
10. Code of Federal o’g;louom) and
‘ohcy stetements (30 FR 3462 Use of

roduct Material and Source

sterial dated March 16, 1965, 47 FR
87448 Licensing Reguirements for Land
Disposal of Rediosctive Waste. dated
December 27, 1082 and 81 FR 30838,
Cenera) Statement of Policy and
Procedures Concerning Petitions
Pursuant to § 2.802 for Disposal of
Redicactive Waste Streams Below
Regulatory Concern, deted August 29,
1966). The expansion includes the
drvelopment of an explicit policy on the
exemption from regulatory control of
practices whose public health and
salety Impacts are below regulatory
concern. A piactice s defined in this
policy as an activity or » set or
combination of 8 number of simllar selu
of coordinated ond continuing activities
simed o' » given purpose which involve
the potential for rediation exposure,
Under this policy. the definition of
“prectice” ls o critica! feature which will
a2sure that the formulation of
exemptions from regulatory control will
not allow deliberate dilution of material
or fractionation of 8 practice for the
purpose of circumventing controls that
would otherwise be applicsble.

The purpose of this policy statement
ie to establish the basis upon which the

1068 / Proposed Rules £0887

Commission sy initiate the
development &f appropriste reguletions
of mehe licensing decisions 10 exemp!
from regulatory contro! persons who
receive. possess, use, transfer. own, or
scguire certain retiosctive metenasl
This pol'a‘g is direcied principally
toward rulemaking sctivives. bu! may
be applied to license amendments or
License applications involving the
relesse of licensed redicactive maters)
either 10 the environment of (o persons
who would be exempt from Commission
regulations. It is important to emphasize
that this polciy does not assert an
sbeence or threshold of nak but rether
establishes o baseline where further

vernment tions (o reduce risks

unwarrant

The concept of regulotory exemptions
s now new. For example. ip 1960 and
1670, the Commission promulgeted
tables of exemp! quanuiies and
concentrations for redioactive materis)
which 2 person. under certain
circumstances. could recieve. possess.
use. transfer. own, or scquire withou' 8
requirement for o license (25 FR 7875
Augus! 17, 1980 and 35 FR 6426, April 22,
1670). Other exemptions allowing
distnbution of consumer products or
other devices to the geners! public. or
sllowing releases of redicactive
material to the environment have been

" embodied in the Commission's

regulstions for some time. More
recently. the Low Level Redioactive
Waste Policy Amendments Act of 1885
directed the Commission to develop
standerds and procedures for
expeditious bandling of petititons to
exempt from regulation the diepose! of
slighty contaminated redicactive waste
meteria! that the Commission
determined 1o be below regulatory
concern. The Commission responded to
this legislation by issuing e policy
statement on August 26. 1986 (51 FR
80839). That statement contained criteris
which, if satisfectorily addressed in s
Euuon for rulemaking would allow the

mmission 1o act expeditiously in
proposing appropriate reguletory relie!
¢ 8 “practice-specific” basis consistent
with the merits of the petition.

The Commission believes that these
“practice-specific” exemptions should
be encompassed within 8 broader NRC
policy which defires levels of radiation
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 limited to
licensing. inspection. and compliance
activities associated with the transfer of




the rad aatve masenal from o casvalied
10 60 exETLp! H1aTuA

The Cornmission recognizes hat U
netions! policy op exemplons from
regulatory contro! is to be eflective,
Agreement States will pay an importand
implemerzation ro'e In the past States
heve beer encourag mg findmp !
certein wertes gre below story
concern and the Commisnon beleves
the! States wil! soppont an expension of
theve views te all practices frvohing
exempt distributvon o relesse of
rediosctve material. The Commisrion
{niends that ruleme kings codifyl
regulatory control exemptions will be
made 8 matter of compatibinty for
Aﬁonm Sutes Conseguently ¢
rulemakings that evolve from this
will be coordipaied with the Suates

Advisory and sentlc hodmes bave
offered v eree views 10 the Commamor
in anticipetios of W Policy Suremem.
There it £O! (oAl Conaenbue based an
existing soienLfic evidence of research
v:"ndm&:ha selecuon of numenical

wna for use o thas Policy Sulement
Further. tbe Commuss ob is sware that
there are dullering views wilin the NRC
stafl on the selechion of pumencal
critenal for BRC

Lo the absence of ¢ scientfic
consensus ft s the Commission's sk to
sssess the diversity of views in
establishing s m:omiblc BRC palicy
The suthonty and responsibility to make
the fina) selectian of criteria rests with
the Cor.» snon Criteris selecied must
(1) Prov ' ‘& reasomable asrurance thet
public health and salety will be
protected. and (2) consistent with such
sssurance permit practices in the public
dumam whith involve the sse of
redioisotopes for which soctely
perceives 8 demand

1t is tecog ized that there is o delicate
balance here Criterio cun be se!
sulficiently restrictive such that theve io
absolute assurance that health and
salety will always be prosecied no
matier what events might transpire.
However. in doing 30 the regulaior may
then place undue and unnecessary
resticuons on practices which should
be permitied becevse of otherwise
ressonable sacial, economic. or
indusural considerations. There is
always the danger of over-regulsuon
which resulls in effects that are felt in
areas where the NRC does not have
sutharity and responaibility. Mareover,
the Atamic Energy Act does nol require
absolute sssurances of salety in tbe use
of radiaactive malerial and
focilives

The numerical criteria Wumaiely
selected will bave sigoJficant impaci oa
puclear regulation bere in the United
States and potentially in the

interne ol commutaty. The values
unde cotsders s b s Poloy
Siolaman 6o bo! Recassary sgTee wilb
those selecid or under cotsder sl by
et connines The Comp uaon bas
rardiuly reviewed those &iwmele

@ ena gud does nol Lod sgn Deant
scientlic evidencr that w dulam
preferenial seteciion of suy of those
views over what s proposed m U
Policy Sistemenl,

Redstive Protectios Principles

The Commiss ion recognizes that three
fundamenta! principles of rediaton
rotection bave historically guided the
ormulation of 8 system of dose
Lizutation to protect workers and the
public from the polentially barmful
effects of radistion They are 1)
Jusufication of the nocuu. which
\hat there be pome D
resulung from the use of e dation or
reconctive materiale, (2) dose Lmute,
whith define the upper boundery of
sdeguate protecuon for & member of the
public whch showld not be exceeded in
the conduet of puclear sctivites end (3)
ALARA, which requores Uhat redation
dose be & Jow &8 10 reasOTADNY
schievable econamc and social factars
beng taken mw sccaumt The term
is an acronym for As Low As is
Ressonatly Achuevable The
Commisson i tnteresied i assesming
how these princsples showd be applied
in establuhing appropriste anterd far
release of redioactuve materuls brom
regeletory comtrol.
use of the absence of observed
healid effects below b rem /yews (80
mSy/year) scientSic experis indoding
the Internatonal Cormission on
Red olopcal Protection (ICRP) and the
Nationa! Counci! on Radiation
Protecuod and Meeswements (NCRP)
make the assumplion tha! the frequency
of occwrence of hesiib eflec pev unit
does 8! low dose leve!s i the same s &
high doses (10 RAD (03 Gy)) where
hee)th elfects have bees obeerved
studied 1o humans and snimals This
lineas non-thresho!d bypothess sssumes
that the rak of radiauon induced eliects
(principally concar) is Loearly
poporuanal 1o duse. bo maliet bow
srall e dose might be The coellicient
used io the mode) ot & basis for
estimating slatsucal bealth risk is oo
the order of 2x 107 * sk of fatal cances
et person-rem of rediation does
2%10°" per V) The Commission
recognizes (hat il s 8 conservalive
mode based vpon date collecied Bt
relauvely high doses and dose rates
which is then extrapaleiad 1o the low
doce and dose rate regon whese there
are o staustically reliable
epdemiclogical date svaileble

l’c‘ndlﬂh\ﬂIV&&N&H‘IMM;.M&O&!”IWIM

Altesme Lve bypolbeses bive been

raposst reeva slLOMS O the Jola

= o ot oses wrdiome The

Comm s beleves thal use of the
linesm nob-threshioid bypothess aliows
the twearetical ealatais vmen of upes
hrits o Uee pumiee of bes it eflects
the! might aeem o\ very kow dorey
which are the subject of the exerpium
polcy.

The risk of daath 0 as indvidaal. 00
calculeted using the Lnea motel »
shown it Tebie 1 for vanous delined
Jevels of individual dome A rad.avan
axposwre of 10 mren pev year (A3 mSy
par yeor) for o LieLune nde
theoretically 1o an increase of 1% of
the indiidea) o Ganual nek of cancas
death The Wetime rak i based upas
the further aasumpuon (ba! e exposure
level is tbe same for aach yeas of 0 70
year Lietime.

In esumating the doss 1ales &
members af he public that migh| arise
throvgh (e wee of vamous pracuces lor
which exemplions are beng considered
the Comvuis ot has decrded W appy
the concep! of the “effective dose
equivelent” This concepl. whah
based o & compansan of Lhe deloyed
moriality elects of ianing redia uos
exposares permis trough vee ol
we ghting factors. the calculsvon of the
whole body dose equvalent of parual
body exposwes This approsch was
origualy developed by the
Internsiona) Commission on
Rad.olog ta! Protecuan and was fid
expressed 1o 1w Publaatan 26 waued in
1977 Since tha! Ume, the concept bas
been reviewed and evaluated by
rediation protection organizations
throughou! the warld and bae paned
wide srceplance

Tams !
\seve e
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The Comm ssion recognizes hal it e
impossible to measute nsk o
individuals or populations directly. and,

i e 2
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the! in mos! situstions. it is impractics)
10 measure annue! doses 1o individusle
st the low Jevels implied by exemptlion
decisions Typically radiosotope
concentrations or racistion levels from
the material to be exempied are the
actus! messurements th ot can be mede,
and doses are then estimated by
exposure pathway anslysis combined
with other types of sssumplons releted
1o the ways in whick people might
bocome exposed Un
corservative assumptions are frequently
used in modeli
10 on the low side of the calculeted dose
The Comsnission believes that this is the
appropriste approsch 1o be taken when
determining i/ an exemption from
regulstory controls iz warranted.
llecuve dose is the sum of the

individua) doses resclting from o

ctice of source of redislion exposure.

y assigning collective dose & monela

value. it can be used in cost benefit an
other quantitative analysis techniques. It
s o factor to consider in balancing
benefine and societal impact

Considerotions in Cronting Exemptions
From Regulotory Contro!

The following elements are being
considered bf ¢ Commission as &
basis for evaluating practices which are

proposed 1o be exemp! from regulstory
control. These practices. uf approved,
would result in products containing low
Jevels of redicactive matens) being
distributed to the genera! public and
redioactive efMuents and solid waste
being released 10 areas of the publicly-
accessible environment.
¢ Justification=The Commission

sceks comment on the extent to which
exposures resulting from any prectice
should be justified As lower levels of
radiation expuiure are projected. should
Jower levels of benefit be required for
practice justification? In establishing ite
exempuion policy. should the
Commission exclude certain practices
for which there sppears 1o be no
reasonable justification? In considering

roposals for eaemptions, should the

mmission evaluate the social
scceptability of practices? Should the
Commission determine o practice to be
unjustified if nonredicactive economical
slternatives exist?
¢« Dose Limits and Criterion=

Individua! doses from practices
exempted under this policy should not
be allowed to exceed 100 mrem per year
P mSy per year). This is the dose limit

ot members of the public specified In
the final revision of 10 CFR Part 20,
Standards for Protection Against
Radiatior. The douse limits in the final
revision of 10 CFR Part 20 apply 10
sowces of radiation exposure unner 8

t such conditions.
00 the! the actuel dose |
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licensee's contro! (neture! background
ond medice! exposures are excluded)
Becauvse of the emell rish, involved o 30
mrem (01 mSv) individual dose criterion
i proposed oo the basis for exempuon
decivions based on sumple analysis and
judgements. The Commission
specifically seeks comment on the need
for establishing o collective dose limit in
eddition 1o an individus! dose criterion
U such & collective dose criterion s
needed. what is the basis for this need?
U the Commission decides thet o
collectve dose critericn is needed what
op‘pr»ch» sllowing truncation of
individusl dose in calculstion of
collectve dose or weighting factom for
components of collective dose would be
appropriste? What alternatives should
be considered for assessing societal
impact?

¢ ALARA~The ALARA wrinciple
yenerally epplies to determining dose
evels below which nomuom mey be

atiied on & cost-benefit basis.

owever, it is the purpose of this policy
0 establish criteria which would in
effvct delinente achievement of ALAR\
without cost-benefit analysis.

Although it is possible to reasonably
project what the dose will be from o

rectice. and then take this information

1o sccount in controlling regulated
praciices 0o that the dose limits are not
axceeded exemptions imply scme
degree of loss of control The
Commission believes thet 8 key
considerstion in establishing o policy for
exemptions, and subsequently in
specific ndemaking or Licensing
decisions. is the question of whether
individuals may experience redistion
nroom spproaching the Imuur’n’
values through the cumulstive effects of
more then one precuce. even though the
exposures from each practice are only
small fractions of the limit. The
Commission specifically seeks comment
on the issue. By appropriate choices of
exemption criteria and through ite
evalustions of specific exemption
proposals in implementing the policy,
the Commission intends 1o assure that it
i unlikely thet any individua! will
experience exposures which exceed the
m mremm per year (1 mSv per year)

L

Principles of Exemption

A major considerstion in exempling
any practice from regulstory control
binges on the geners! question of
whether or not applicstion or
continustion of regulatory controls are
necessary and cos! effective in reducing
dose. To determine If exemption Is
sppropriste. the Commission must
determine if one of the following
conditions is met:

1 The epplication or continuston of
regulatory controls on the prectice does
not result in any significant reduction i
the dose received by individuals within
the enitice! group and by the exposed
populstion or.

2 The coste of the siory contraly
the! could be imposed for dose
reduction sre po! balanced by the
commenrureie reduction i nsh that
oould be reciizsed.

For purposes of implementing it
policy. the Commission recognizes thet
only under unusus! circumstances
would prectices which couse redistion
exposures appmdnw 100 mrem per
yeor (1 mSv per year) Limit be
considered as candidates for exempuon
The Commission will consider such
clroumstances on o case specific basie
using the genera! principles ovtlined in
this polic; statement. However, as the
doses and stiendant risks to members of
the exposed populstion decrease. the
peed for regulstory controls decresses
and the ana'ysis needed 10 support o

al for exemption can reasonably
somewha! simplified

The Commission is evalusting the use
of two numerica) criteria in defining the
region where ALARA has been
schieved They are: (0) A witerion for
the meximum individus! annual dose
ressonsbly expecied 1o be received as o
result of the practice and (b) 8 the doure
ofsociets] Lmpact to the exposed
populetion These criteris are being
considered to assure that, for & given
exemptied practice. no individual will be
exposed 10 o significant risk and thet the
population as 8 whale does not suffer o
oi&;uﬁum impact

the individua! doses from 8 practice
under consideration for exemplon are
sulficiently small, the attendant risks
wil be small compared with other
societa! Aisks. The Commission believes
that annua! individia) fatality risks
below approximately 10”¢ (one in
300.000) are of little concern to most
members of society. Providing for some
margin below this level the Commission
proposes 10 mrem (0.1 mSv) oo the leve!
of annua! individus! exposure. The
incrementa! annual individual cancer
fotality risk associeted with an exposure
level of 10 mrem per yeor (0.3 mSv per
year) is abou! 2x10°* (two In one
million) #s Indicated in Table 1 and of
the order of 0.1 percent (one in one
thousand) of the overall risk of cancer
desth.

In evaluating the need for o collective
dose criterion, the Commission
recognizes that this criterion could be
the limiting consideration for practices
involving very sma)l individua! doses to
very large numbers of people. It is also
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recognized that is such cases the
collectve dose crienan would o efect,
apply the ALARA concep to individual
doses less than the below regulatary
coneern leve! of 30 mrem rr year to the
individus) Conversely, where the
colleetwe dove critemion would not be
limiung 1! would serve mo poTpose The
Commissron requests commernts on this
istue. imeloding comrrents or what the
magrutude of the collective dose
critenom if emy should be.

H the dose 1 lem Lhan the below
regulsiory concern crteria. then the risk
from o preciice woulkd be coneidered 10
be ALARA withoud further ape'ysn The
Commission siresses the! sdoption of
the criteria should not be constreed o9 &
decision that smalier doses ore
necessary befomn o prachoe san be
erempted while doses sbove the
critera wowd preclude exempions On
the cantrary. the critens simply
represent o range of risk whick the
Co’aminnion bebeves 10 sn¥icently
v a8l compared to otber individusl ard
jooetal naks that o cost benefit anslyst
s not required in order to make @
decision regarcing the scerplatulity of
sn@emplion Pracuces not meeting
these criiera may be granied
enemptions on 8 case- by <wse basn
sccordance with the principles
embodied within thas policy. To furter
emphasize the Commuission s recoge fhan
tha! & mgd Lmitsuas on collective dose
would be inezproprisie it notes that lor
some practices such as use of smoke
detecturs appreciable beneliis can only
be sttained through extensive ulllizauon
and hence wilb 8 commansurale
collective dose.

The Commission is sware hal
exisung regvlations of the
Environmestial Protection Agency
establish eriteria mare restnictve than
excmptions whick could otherwise be
unmcd under this propased palicy.

th regard o i own regulations, the
Commission will evaluste whetber there
sre exermpuon criteris embaded therein
for which modification, sccording to the

rinciples of thus policy would be
neficial.

Exclusions From Exemptions

The Commission's March 18 1965,
notice on the Use of Byproduet Material
and Source Materia)-Producy Istended
for use by Ceneral Public (Consumer
Products) (30 FR 3462) provides the
besis for the Commission's approval o
the use ol these malerials in consumer
products without re%.duow conuol on
the consumervser. This is sccompl
by caseby-<ase exemphan of e
possession and use of approved \ems

from appheadle licansing requlremasis.
Approva! of o proposed consmer
product depends wpad s aasessmest of
exposwres of persans 10 redu ok &
wel & a0 evalusuon of the wefuloess
of the product

Cartain procluces iovolving redation
o recdioacive malenals “ave been
judged by NEC to be socially
unsccepi-tle regardiess of bow tmvial
the resulling dose might be spd
therefore, bave beer excludad ram
exempuon Excloded pracuces include,
but are not limuied \a, e inweouonal
introductian of rediosctve matenal iato
1oy and products inended fa
ingeruot. indab Lot ar direct
spplicabon W the akin (such o8
cosmelics)

In addition o socially unscceplable
uees of radioacive me'enals, 8 questian
8100 arises regarding uses where there
are clesr etonomica! aliemmatives, and
po unigue beneHw exis! fram vaing
radioactve material Where riaks are
trivial the regulstony prabitution of such
uses cowld pose AR unDECAAry
regulatory burdes by interlering wilk the
conduc! of business.

The Comoission seeks comments as
whetber pracuces sbould be
categorically excluded based an the
Commirsion’s judgement reparding
socia! acceptability uf the exintance of
slternatives Ansliernative 0
categorical exclusian could be a case
specific determing Uao based o & safety
snslysis.

Proposals for Exemptian

A wroposal for exempuan must
Erov‘udo s besis upon which the

oremissian tan delermine if the basic
cabd \ions described sbove bave been
setified. In genersl this means tha! the
proposs! should eddress the individual
dose and societal wnpact resulung trom
the expecied acuviles ¢
exemplion. tnciuding tbe use of the
redioactive materials. the pathways of
exposure. the levels of activity and tbe
methods and constraints for assuring
the! the assumptions used to deline @
practce remain spproprisie &s the
radiosctive materials move from
n{umon control 1o an exempt statun

{ o proposal for exemption results in

o rule containing ge=eric fequiremenis @
person applying 1o vtlize the exemptios
would not need to sddress justilicahon
ot ALARA. The Commission decision an
such proposals will be based on the
licensee's meeting the conditions
specified in the rue. The promuigetion
of the rule would, under these
circumstances consttute o finding that
the exempied praciice s justified. and

that ALARA caraderstians bave bees
deall with This sppraach v consirunt
with pes! praciucs. ¢ § . Cansmes
product rules 10 T8 Pert 30

In evalws Uag proposals ar exempuos
undhes thas . the projecied
exposures to companenis of
the eaposed populaben wil be
canmderad with regard 10 the potenia!
the! some b viduels may rece ve doses
neat the 100 mremn per yoar 1 ;bv per
year) Limit when doses trom other
precuces are olso taker into
conrideranon If exposures from
ot ple prachces can oceur which eve
signtficantly beyond the individual dose
enierion 10 mrem per yeer (0.9 mSv per
year)) the exenrptian will not be granied
without further analysis. As experieiice
is geined. this palicy and it
troplementatian will be reevalusted with
regard o this Waue 0 assure that the
exposures 0 the public remain well
below 100 mrem par year (1 :Sv per
year)

In add tion to considerstions of
expected acuvities and pathways. the
Commission recognizes that
considerstion must also be given to the
potential for eecidents and misuse of the
radicactive materiale involved in the
proctice A proposs! for exemption of
defined practice must therefore also

‘address the potentisle for sccidents o

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

Verificotion of Exemption Comdtions

The Camsnissian believes tha! the
implementation of an exempuon undes
this broad policy gudence must be
sccompanied by 8 sulble program W
monitor end vecfy that the basic
consderstions under which an
exemption was issued remain valid In
most cases, the products or materials
comprising an exempied practice will
move from regulatory control 1o the
exempt status under o defined set of
conditions end r iteria. The monionng
and verification program must therefore
be capable of provichng the Corumussion
with the appropriate assurance that the
conditions for the exemption remain
valid. and that they are being observed
The Commission will determune
complance with the specific condiuons
of ap exemplan through its established
licensing and inspecuon program and
will. from Ume  tune. conduc! sudies
a0 appropriate o sssess (be inpact of
an erempied praciice or combinalons
of exempied practices.
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