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MEMORANDUM FOR: Chairman Hendrie
Commissioner Gilinsky
Commissioner Kennedy
Commissioner Bradford
Commissioner Ahearne
FROM: : ff{i Leonard Bickwit, Jr., General Counsel
SUBJECT: ADEQUATE PROTECTION OF THE HEALTH AND

SAFETY OF THE PUBLIC

This is in response to Commissioner Bradford's request, dated
March 7, 1979, for a memorandum on the definition of "adeguate
protection of the public health and safety". He suggested that
it would be useful to include a discussion of the meaning of the
phrase as it has been used historically in the context of nuclear
regulation, as well as any relevant construction of similar
language in the statutes of other agencies. This is also in par-
tial response to Commissiorer Ahearne's reyuest, dated October 15,
1979, for views on the appropriateness of using economic factors
in NRC decisions.

The meaning of "adequate protection" is a recurring issue in
nuclear power reactor licensing and regulation. It is faced, at
least implicitly, whenever the Commission issues a new substantive
regulation, or takes some new licensing action. The most serious
questions are presented whenever the Commission decides to impose
some new safety improvement on one class of plants, but to "grand-
father" others. The Staff frequently "reinterprets" the General
Design Criteria in 10 CFR Part 50, Appendix A in light of new
knowledge and experience, and then is faced with the difficult
task of explaining why the "interpretation" applies only to_new
plants, Similarly, when the Commission finds under 10 CFR

50.109 (the backfit rule) that some new safety feature is "required
for the public health and safety", how can older plants in opera-
tion be exempted from the backfit, but similar plants at the pre-
OL stage be covered? How can such distinctions be made without
some special consideration being given to "non-safety" factors,
such as costs and need for power? The same guestion arises
whenever the Commission is faced with the choice of shutting a
plant down or allowing interim generation pending correction of
some safety defect or noncompliance item. This memorandum is
intended to address the meaning of "adeguate protection" and
define those matters that may be considered in reaching "adequate
protection®” decisions, It is designed as a first step in an
effort to resolve these recurring issues.
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SUMMARY CONCLUSIONS

Judicial decisions are clear that "adequate protection" is a term
that focuses on radiological risk, and is not synonymous with the
broad standard "public interest”. Accordingly, the Commission
could not, in pursuit of adeguate protection, engage in some

broad inquiry where the public interest lies. On the other hand,
judicial decisions, past history and practice, and the practice of
other Federal regulatory agencies make clear that adequate protec-
tion does not require zero risk. Given this, judicial decisions,
logic, and the practice of other Federal agencies support the
concept that adequate protection may, in appropriate circumstances,
entail at least some balancing of safety against competing con-
siderations, The legislative history of the Reorganization Act
strongly suggests that promotion and advancement of the nuclear
industry should not be a relevant consideration. Nevertheless,
this leaves ample room for the Commission to take into account
such factors as economic costs to ratepayers and need for power,
provided that protection of the public health and safety is
consistently treated as its paramount consideration. Adjudicatory
decisions and pronouncements by the Atomic Energy Commission and
the Nuclear Regulatory Commission over the years have sometimes
indicated to the contrary. In light of the conflicting statements
on the question and the considerable importance of the matters at
issue, the development of a clear Commission policy statement on
safety r“ilosophy wculd be highly desirable, Since the questions
to be addressed would involve broad societal wvalue judgments,
interaction with the Congress and the President would be aoproprlate.
One possible course would be for the Commission to develop a
proposed statement, seek extensive public comment on it, adopt a
final statement as a basis for Commission action and, while
operating in accordance with the statement, submit it to the
Congress for ratification or modification.

DISCUSSION

A. "ADEQUATE PROTECTION" IN NUCLEAR REGULATION

i Atomic Energy Act Statutory Language

The Atomic Energy Act of 1954 (the Act) does not specify the
precise level of safety that the Commission must assure or
the factors that may or should be considered in defining the
level of safety. It simply states that applicants for
operating licenses must provide such information as the
Commission may deem necessary "to enable it to find that
utilization or production of special nuclear material will
be in accord with the common defense and security and will
provide adequate protection to the health and safety of the
public."1l/ Adequacy is not defined.

1/ Section 182a. This memorandum doces not discuss the application
of NEPA to safety issues.
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In their June 9, 1976 memorandum to the Commission on the
scope of the NRC statutory mandate, Peter Strauss and Howard
Shapar correctly pointed out that the statutcry language by
its terms implies that "adequate protection" does not require
absolute protecticn or zero ris Such language as "adequate
protection”, "unreasonable risk ,2/ "minimize danger",3/ and
"inimical"4/ ,ives rise to a strong inference that some risks
may be tolerated and that something less than absolute protec-
tion is required.5/ As will be discussed below, the courts
have also held that absolute safety or zero risk is not
required, and have interpreted the Act to confer considerable
discretion on the Commission to determine what level of
protection is adegquate or reasonable.

- Atomic EZnergy Act Legislative Historv

The legislative history of the Atomic Energy Act dces not
provide substantial guidance as to what constitutes adeguate
protection or the factors that may or should be considered
in determining adequi.te protection. The legislative history
of the Act does show that the adequate protection standard
is more narrowly focused than some broad "public interest"

’

The Commission is prohibited from issuing any special nuclear
materials licenses if this "would constitute an unreasonable
risk to the health and safety of the public." Section 57c¢(2).

The Commission may issue licenses for facilities to persons
"who agree to observe such safety standards to protect health
and to minimize danger to life or property as the Commission
may by rule establish" Section 103b.

"In any event, no license may be issued to any person within
the 0.S. if, in the opinion of the Commission, the issuance
of a license would be inimical to the .... health and safety
of the public." Section 103d.

In Power Reactor Development Co. v. Electrical Union (PRDC),
367 U.S. 396 (1961) the Court focused on the "adegquate pro-
tection" statutory standard as opposed to the various other
statutory safety standards such as "unreasonable risk".
However, there 1s no basis in the Act or its legislative
history for distinguishing between the various statutory
standards, and the Commission has construed them all as
amounting to the same thing. Maine Yankee Atomic Power Company

(Maine Yankee Atomic Power Station), ALAB-161, 6 AEC 1003,
1009 (1973).



or "public convenience and necessity" standard.6/ However,
there is no helpful guidance beyond this. Furthermore, no
unambiguous picture of adequate protection emerges from the
over 25 years of Congressional oversight hearings or legisla-
tive history of the various amendments to the Act., For
example, during hearings on the bill that was to become the
Energy Reorganization Act, where guestions were raised as to
how or whether the AEC took economic costs into account in
making safety determinations, the guestions were answered
differently by different persons. When Senator Ribicoff
asked AEC Director of Regulation L. Manning Muntzing whether
the AEC "ever allow[ed] cost to stand in the way of installing
the newest safety and safeguard devices," Muntzing responded:

(Tlhe AEC is charged with assuring the reasonable
safety of the facilities it licenses and for that
reason, the first decision is made with regard to
safety, If it costs additional monev, it costs

additional money. The cost-benefit relationship

In the Joint Committee on Atomic Energy's report on the
measure, facility licensing under cection 107 was described
as "subject to regulation by the Commission in the interest
of the common defense and security and in order to protect
the health and safety of the public," and th2 Commission was
"required to issue licenses to all yualified applicants
without cother discretion on its parc."™ §S. Rep. No. 1699,
83rd Cong., 2d Sess. (1954) and H.R. Rep. No. 2181, 83rd
Cong., 2d Sess. (1954) at 20, I Leg. Hist. Atomic Energy Act
of 1954 768, 1016. 1In a separate statement that is part of
the Joint Committee's Report, Representatives Holifield and
Price criticized the Committee bill because the licensing
standards were "barren of any recognition of the public
interest in securing electric energy from this new resource
at the lowest possible rates." Id. at 121, I Leg. Hist.
Atomic Energy Act of 1954 869, 1117. They believed that the
Federal Power Commission's advice during the liearings that
"the grant of the (license) privilege should depend not
solely on the negative consideration that national defense
will not be harmed, but on the affirmative ground of benefit
to the public interest in electric power," should have been
followed. Supra at 123, I Leg. Hist. Atomic Energy Act of
1954 871, 1119. Views similar to those expressed by Repre-
sentatives Holifield and Price were also expressed by
Senator Gore of Tennessee during Senate debates on the
measure prior to passage. III Leg. Hist. Atomic Energy Act
of 1954 3454. However, the bill was enacted with the
"negative" licensing standards intact.



is evaluated, however, as part of the environmental
impact statements that are prepared ... if it
requires backfitting, then it will be done.
Essentially, however, it is very important that we
put safety first. We know that this brings econ-
omic penalties, but those are things that must be
borne .... 7/ (emphasis supplied)

AEC Commissioner (later NRC Chairman) William A. Anders
immediately gqualified Muntzing's suggestion that costs were
not taken into account. He said:

When one speaks of costs, it would be irresponsible
not to balance the gain from the incremental improve-
ment in safety against the incremental cost of this
1mprovement. And when people bring up the word

Wcosts", immediately dollar signs flash into one's
mind. But the costs that AZC is particularly con-
cerned about are the various social and environmental
costs that could result from a lack of power. 8/
‘(emphasis supplied)

3 Judicial Decisions

Two judicial decisions, New Hampshire v, A’Cgl and Cities of

Statesville v, AEC 10/ held that tne Commission's regulatory
jurisdiction under the Atomic Energy Act is essentially
confined to radiological health and safety and common defense
and security matters, and does ncot extend broadly to matters
of the public interest. Neither case deals with how "adequate
protection” is to be ascertained.

Power Reactor Development Company v. Electrical Unlonll/
T"PRDC") involved a challenge to the AEC's grant of a provi-
sional construction permit for the construction of a fast
breeder reactor near Detroit, Michigan. The permit was
granted without resolving several serious safety issues,
including the issue whether the plant should be designed

to withstand a melt-down of the reactor core. Rather, such
matters were left for resolution at the operating license
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Legislative History of the Energy Reorganization Act of 1974,
Vol. III at 3572.

1d. at 3574.
406 F.2d 170 (1st Cir. 1969), cert. denied, 395 U.S. 962 (1969).

441 F.24 962 (D.C. Cir. 1969).
367 U.S. 396 (1961).



stage. Intervenors claimed, among other things, that the

same safety standard or "degree of certitude" should have

been "applied by the AEC at the construction permit stage as
would be applied at the operating license stage. The Court of
Appeals for the D.C. Circuit agreea and vacated the AEC's
grant of the permit, and the Government appealed. The

Supreme Court stated that there was "no doubt that construc-
tion permits, like all other licenses can be issued [under

the Act] only consistently with the health and safetv of the
public," 12/ but held that the AEC could defer a definitive
safety finding until the operating license stage, and rejected
petitioner's argument. In doing so, the Supreme Court stated
as follows: L

We deem it appropriate to add a few words concerning
the fears of nuclear disaster which respecndents so
urgently place befcre us. Thre respcnéents' argument
is tantamount to an insistence that the Commission
cannot be counted on, when the time comes to make

a definitive safety finding, wholly to exclude the
consideration that PRDC will have made an enormous
investment. The petitioners conceded that the
Commission is absolutely denied any authority to
consider this investment when acting upon an appli-
cation for a license for operation. PRDC has been
on notice long since that it proceeds with construc-
tion at its own risk, and that all its funds may go
for naught. With its eyes open, PRDC has willingly
accepted that risk, however great ....

It may be that an operating license may never be
issued ....

This is the multi-step scheme which Congress and the
Commission have devised to protect the public health
and safety. We hold that the actions of the Commis-
sion up to now have been within the Congressional
authorization. We cannot assume that the Commission
will exceed its powers, or that these many safeguards
to protect the public interest will not be fully
effective. 13/ ;

Th> language "absolutely denied the authority" is strona,
raising the guestion whether the Court's opinion should be
read as holding that the Commission may never consider

—

2

s |

/
/

Id., at 404.

Supra, note 11 at 414-416.



economic impacts when making safety judgments under the
Atomic Energy Act. For several reasons this does not appear
to be a reasonable reading. First, the construction permit
was issued with several major safety issues unresolved. The
opinion does not address the guestion of whether considera-
tion of the applicant's investment would have been precluded
had this issue been resolved at the construction permit
stage (a "definitive" finding made) and the AEC were seeking
a plant modification at the operating license stage.l4/
Second, the opinion does not address the question of the
extent to which economic or other impacts can be considered
either in promulgating safety standards, or in reaching
judgments on individual cases with 51gn1ficant1y differing
fact situations., Most importantly, it is reasonably clear
from the AEC's final opinion in the PRDC case that the
crucial aspect of the decision turned upon a balancing or
accommodation by AEC between the needs of a developing
nuclear power technology and the needs of sound regulation.l15/
Such a balance or accommodation was responsible for the
basic AEC decision to allow the project to proceed notwith-
standing the absence of data regarding such matters as core-
melt accidents. The nature of this balance .r accommodation
was not discussed in the Supreme Court's opinicn. Neverthe-
less, while the PRDC case can be distinguished from many
fact situations where "non-safety" factors might be taken
into account, the underlying tone of the PRDC opinion, and
the strong statements made by AEC in the case that public
safety is the "first, last, and a permarent consideration”,
counsel against any approach that would give equal weight to
safety and "non-safety" factors in every safety decision.

Some explicit judicial endorsement of balance or accommoda-
tion along the lines implicit in PRDC is set forth in Siegel
v. AEC.16/_ In Siegel, the Court upheld the AEC's regulations
in 10 CFR & 50.13 excluding foreign enemy attacks from the
category of incidents that nuclear power plants should be
designed to withstand. 1In reaching its conclusion, the
Court stated as follows: ‘
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However, in an early "Memorandum" in the PRDC case, the AEC
implied in dicta that consideration of the applicant's invest-
ment would have been precluded even if the permit had not been
a "provisional®" one (i.e., a "definitive" finding made) 1 AEC
11, 12 (1956). Th=2 AEC in its final decision in the PRDC

case emphasized that safety was the "first, last, and a
permanent consideration”., 1 AEC 72 (1958).

1 AEC 128 (1959). See also, the discussion in the Covernment's
brief before the Court at p. 45.

400 F.2d4 778 (D.C. Cir. 1968).



What the Commission has essentially decided is that
to impose such a burden would be to stifle utterly

" the peaceful utilization of atomic energy in the
United States. Such a decision hardly seems to us
to conflict with the Congressional purposes under-
lying the Act, nor to exceed the scope of the
authority given the Commission by Congress to
realize those purposes.l17/

Here there is some indication that impacts on the nuclear power
industry may be considered in determining adeguate protection.
Moreover, the Court in Siegel stressed the broad authority vested
in the Commission in carryving out its mission to protect health
and safety and common defense and security:

In the Presidential Messagqe recommending the legis-
lation which culminated in the Atomic Energy Act of
1954, it was said that flexibility was a peculiar
desideratum and that, absent an accumulation of
experiance with the new civilian industry hopefully
to be brought into being, "it would be unwise to try
to anticipate by law all of the many proklems that
are certain to arise." ... Congress agreed by enacti~-
ing a regulatory scheme which is virtually unique in
the degree to which broad responsibility is reposed
in the administering agency, free of close prescrip-
tion in its charter as to how it shall proceed in '
achieving the statutasry objectives.l8/ (emphasis
supplied)

Northern States Power v. Minnesotalg/ also sup, :ts the pro-

position that in defining adequate protection the Commission
may balance improvements in safety and progress in use of
nuclear energy. In Northern States Power the Court held that
the States were preempted by the Act from imposing limits on
liquid radioactive discharges from nuclear powrr plants. In
so holding, the Court stated that:

Congressionrnal objectives expressed in the 1954 Act
evince a legislative design to foster and encourags
the development, use and control of atomic energy

sO as to make the maximum contribution to the general
welfare_and to increase the standard of living. 42
u.s.C. 8§ 2011, 2012, However, these objectives
were to be effectuated "to the maximum extent con-
sistent with the common defense and security and
with the health and safety of the public."™ 42 U0.S.C.
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Id. at 783-784.

Supra, note 15 at 781.
447 F.2d4 1143 (8th Cir. 1971), affirmed, 405 U.S. 1035 (1972).



g 2013. Thus, through direction of the licensing
scheme for nuclear reactors, Congress vested the AEC
with the authority to resolve the prooer balance
between desired industrial progress and adequate
health and safety standards. Only through the appli-
cation and enforcement of uniform standards promul-
gated by a national agency will these dual objectives
be assured. Were the states allowed to impose stricter
standards or. the level of radiocactive waste releases
discharged ‘rom nuclear power plants, they might con-
ceivably be so over-protective in the area of health
and safety as to unnecessarily stultify the industrial
development and use of atomic energy for the produc-
tion of electric power.20/ (Emphasis added)

The District Court decision in Nader v. Ray also recognizes some
kind of balancing process:

Absolute certainty or "complete," "entire," or "perfect"
safety is not required by the Atomic Energy Act, nor
does nuclear safety technology admit of such a standard.
Power Reactor Development Co. v. Int'l Union, Electrical
Workers, supra; cf., Crowther v. Seaborg, 312 F.Supp.
1205, 1234 (D. Colo. 1970). The Supreme Court recog-
nized in the Power Reactor case that nuclear technology
is subject to change. 367 U.S. at 408, 81 s.Ct. 1529,

6 L.EA.2d-924., What constitutes "reasonable assurance
of adequate protection®™ is also subject to change, as
the state of the nuclear safety art advances. Cf.,
Crowther v. Seaborg, supra. It is for the Commission to
weigh the state of that art, the risk of accidents, the
record of past performance, the need for further improve-
ment in nuclear safety matters, and other considerations.
Balancing these factors calls for the exercise of dis-
cretion by the expert agency in a ]udgmental Drocess
that is very dif?*rent from the kind of "clear, nondis-
cretionary legal duty" to comply with tne procedural
requirements of the National Environmental Policv Act
that the court referred to in Izaak Walton League of
Amcrica v. Schlesinger, 337 F.Supp. 287, 291 (D.D.C.
1971).21/ (Emphasis added)

Finally, several judicial decisions follow Siegel in stressing
the broad discretion jiven the Commission in carrying out its
statutory mandate to assure adequate protection.22/
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1d. at 1153-1154.
363 F.Supp. 946, 954-955 (D.C.D.C. 1973)

Union of Concerned Scientists v. AEC, 499 F.2d 1066 (D.C. Cir.
1974); North Anna Environmental Coalxtion v. NRC, 533 F.2d 655
(D.C. Cir. 1976); Public Service Company _of New Hampsh1r° Ve

Nuclear Requlatory Commission, 582 F. 2d 77 (1st Cir. 1978).
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4, Energy Reorganization Act

The Energy Reorganization Act of 1974 does not, by its

terms, amend any of the substantive p.olic health and safety
and commcn defense and security standards set forth in the
Atomic Energy Act or set forth any new standards. The House
Committee Report specifically stated that "the Commission
will continue to carry out those (regulatory] functions

under pertinent provisions of the Atomic Energy Act of 1954,
as amended ....23/ However, a major purpose of the Energy
Reorganizatlon Act of 1974 was to separate the "developers”
from the "regulators”.24/ This was emphasized in the Senate
Report which, in describing the applicabillty of sections 1,
2, and 3 of the Act, states that "all references tc encourag-
ing, promoting, utilizing, developing and participating in
atomic energy or the atomic energy industry shall not be
applicable to the [Commission]."25/ It could be argued that
consideration of such matters as economic costs, need for
power, and development of the industry would be exercising
some "promotional®” function contrary to the intent of Congress.

As the discussion above indicates, any balancing judgment
would be the exercise of a regulatory function in its purest
sense -- not the exercise of some "promotional" function.
While the Reorganization Act may fairly be read to rule out
any NRC disposition to favor or promote nuclear power as
opposed to other energy sources in its regulatory decisions,
more neutral consiceration of impacts on electric power
ratepayers and energy supply 2ce not clearly ruled out by
the statute or the legislative history.

Thus, we believe that consideration of such factors as
economic costs to consumers and energy supply would not be
prohibited by the Reorganization Act. It is a reasonable

H.R. Rep. No. 93-707, 93rd Cong., lst Sess. (1973) at 22,
I Leg. Hist. Energy Reorganization Act of 1974 413. There
-8 no indication of any contrary intent in the legislative
history.

Section 2(c) of the Energy Reorganization Act of 1974, as
amended. See also, S. Rep. No. 93-930, 93rd Cong. 2d Sess.
(1974) at 2, 19, 27, II Leg. Hist. 965, 982, 990; H.R. Rep.
No. 93-707. 93rd Cong., lst Sess. (1973) at 4, I Leg. Hist,
at 395.

S. Rep. No. 93-980 at 83, 93rd Cong., 2d Sess. (1974), II
Leg. Hist. Energy Reorganization Act of 1974 1046.
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inference from the legislative history of the Energy
Reorganization Act of 1974 that the regulation of nuclear
energy was to be enhanced not by imposing different statutory
standards, but by establishing a separate agency to perform

a pu' ly regulatory mission.

5. Agency Practice

The underlying nature of the adequate protection standard
has been addressed in only a few adjudicatory decisions.

The most definitive is Maine Yankee Atomic Power Company

(Maine Yankee Atomic Power Station).26/ In Maine Yankee,
the Appeal Board, speaking for the Commission, stated the
matter at issue and the conclusion thereon as follows:

Broadly stated, from what can be gleaned from its
brief and oral argument, the Joint Intervenors'
position seems to come down to this: While the
Commission's regulations reflect what it regards

as adequate to protect the public health and safety,
they impose only minimum standards which must be

metc by all licensees. In each individual case,
there must be an assessment of the risks which
remain despite compliance with all applicable
regulations. If that assessment produces the con-
clusion (said to be required by the stipulation
here) that there is "some degree of [residual] risk,"
it must be weighed against the benefits =xpected to
flow from the operation of the facility. Only if
the Licensing Board finds, upon striking the balance,
that the risk is acceptable can it make the "reason-
able assurance” and "not inimical" determinations.
In this irstance, according to Joint Intervenors,
there was ‘nsufficient evidence of benefit to have
enabled the Board, had it done such balancing, to
make a findint of acceptability.

In substantial measure, the Joint Intervencrs' thesis
respecting the ingredients of the "reasonable assur-
ance" and " not inimical" standards runs counter, we
believe, to the normal import of the terms used by
Congress and the Commission in their formulation of
those standards. It is difficult to distill the
"acceptability" concept developed by the Joint Inter-
venors from such language as "adeguate protection to

26/ 6 AEC 1003 (1973). See also Columbia University, 4 AEC 849,
862-863 (1972); Public Service Company of Colorado (Fort St.
Vrain Nuclear Generating Station), 4 AEC 214, 216 (19€9).
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the health and safetv of the public" (Section 182a of
the Act) or "reasonable assurance (that the facility
can be operated] withocut endangerinc %he health and
safety of the public" (10 CFR 50.57(a)(3)(1)). The
decision as to whether a threat to health and safety
is posed bv anv pmarticular activitv obviouslv does
entalil an assessment of the nature and extent of the
risks involved. But the cuantum of protection to,

or encangerment of, public health and safety is not
depencent likewise upon how much benerit will be
obtained from the activity., In the oresent context,
a specific nuclear power facility is no safer because
it 1s needed and, by the same token, is no more endan -
gering to health and safety because it might be
dispensable.

We therefore hold that, in making its ultimate safety
findings, the Licensing Board was not called upon to
undertake any independent risk/benefit analysis. The
Board's function was, rather, to ascertain whether,
irrespective of how great or small might be the bene-
fits flowing from the operation of this particular
facility, the record established that the health and
safety of. the public would be adeguately protected
and that the licensing of the facility would not be
inimical to it. As previously noted, the Board
resolved these gquestions in the applicant's favor on
the dual bases that the evidence demonstrated that
the reactor would comply with applicable Commission
regulations and that, in this instance, the Joint
Intervenors had not shown that the regulations were
inadequate ‘o protect public health and safety. We
now consider whether that resolution was correct.27/
(Emphasis added) T

This decision, unless overturned hy the Commission, holds that
adequate protection under the Act is measured solely by the
nature and extent of the risk, and that the amount of the
benefits associated with plant operation can play no role in
safety decisions under the Act. While the decision does not
address the role of economic costs, a reasonable inference
from the decision is that this factor would also be irrelevant
in determining adeguate protection.

27/ 6 AEC at 1006, 1008.
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One other AEC decision, Department of Water and Power of the

City of Los Angeles (Malibu Plant),28/ is worthy of note. In
Malibu the Commission (AEC) remanded a Licensing Board decision
authorizing the grant of a construction permit for a nuclear
power plant located near an active earthquake fault and directed
the Board to include protection against ground displacement into
the plant design. It was generally understood that this remand
had the effect of denying the application since protection
against ground displacement was not within the state of the art.
Implicit in the decision is the concept that adequate protection
may in scme cases require denial of an application despit2 the
fact that the application incorporates everything technically
feasible to reduce safety risks.

The Commission's regulations carry the adeguate protection
standard one small step forward by adcopting the concept of
"reasonable assurance"29/, which perhaps more clearly than the
statutory standard conveys the concept that zero risk is not
necessary. However, it is difficult to distill from the regu-
lations any further concept of adequate protection which has
universal application. To be sure the regulations do in a
collective sense embody what is necessary to provide adeguate
protection. The difficulty is that the regulations are not
specifically based on any single underlying concept of
adequate protection, and the associated rulenaklng records
(which for the most part date back into the 1960's and early
1970's) consist largely of conclusory statements.

However, if one examines 10 CFR Parts 20 and 100, it is
possible to extract twoc concepts of adequate protection that
seem to have reasonably broad application. First, 10 CFR
Part 100 has had the effect of requiring the incorporation

of safety features to prevent the occurrence only of "credible"
accidents or to mitigate the consequences of "credible"
accidents.30/ Beyond this reference, there 1s no generalized
statement in 10 CFR Part 100 regarding the kinds of risks
which must be protected against, and there is no explicit
reference to risk-benefit balancing. Thus we have a general
concept of adequate protection as applied to accidental
releases -- that protection does not need to be provided for
“non-credible"” accidents, but that nc expense will be spared
to prevent the occurrence of credible accidents or to mitigate
their consequences (to less than 300 rem to the thyroid or
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3 AEC 179 (1967).
10 CFR 38 50.35(a)(4), 50.40(a), 50.57(a)(3).

10 CFR 8§ 100.11, particularly note 1.



G &

14

25 rem to the whole body). There is no discussion in the
Part 100 rulemaking record of how the AEC translated adequate
protection into protection against credible accidents. In
particular, there is no discussion of the role need for
power, economic costs, or impacts on the industry may have
played in the decision.

This "credible accident" concept has given rise to some
problems. For example, the regulations o not provide any
guidance as to which accidents are credible and which are
not, although accident probability is clearly the determining
factor. Also, in virtually all areas the "credible accident”
requirement of Part 1C0 overlaps with one or more elements

of the General Design Criteria in Part 50, Appendix A. The
General Design Criteria do not generally adopt any credible/
non-credible distinction in dealing with accidents. It is
unclear whether a plant system can comply with Part 50 and
not comply with Part 100. It is also unclear whether the
credible/non-credible distinction is applicable to natural
phenomena, such as earthguakes and floods. Thus, the concept
may not be necessarily applicable to all accidents.

In contrast to Part 100, the limits on routine, planned
releases of radiocactive materials in Part 20 have always
been based on an explicit balancing of factors. The basic
limits in 10 CFR §§ 20.105 and 20.106 are based on a balanc-
ing of the biological risks from radiation and the benefits
derived from radiation use,31/ and the requirement chat
releases be kept as low as reasonably achievable is designed
to take economic and other costs explicitly into account in
setting permissible release limits.32/

The so-called "backfit rule" in 10 CFR § 50.109 further
complicates the situation. The rule authorizes the Commission
to require additional safety features beyond those required

at the construction permit stage if this would "provide
substantial additional protection which is required for the
public health and safety." This rule, and the general Commis-
sion approach to "backfit" matters came under detailed s  utiny
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Federal Radiation Council Staff Report No. 1, May 13, 1960.

See 10 CFR Part 50, Appendix I. The criteria used by NRC to
approve consumer products containing radicactive material

that are to be exempt from licensing also specifically provide
for consideration of "non-safety factors". The policy on this
matter is that the decision turns on a balancing of the radia-
tion hazards and benefits or usefulness <¢f the product to the
public. "Use of Bvproduct Material and Source Material”, 30
FR 3462 (March 16, 1965).



by the Joint Committee on Atomic Energy (JCAE) in 1976 when
one NRC and three GE engineers resigned and raised several
serious reactor safety guestions., The JCAE hearings are
important because in order to respond to the safety gquestions
that were raised the MRC staff was required, for the first
time, to articulate a position on the role of economic costs
in making safety decisions. 1In the course of explaining why
some older reactors lacked some of the safety features
included in newer reactors, the Director of NRR (with implicic
Commission approval) articulated the role of costs and
benefits in reactor safety reviews as follows:

In determining whether a safety issue warrants
backfitting to older plants, a judgment is made
first of the safety significance. This judagment
is based on technical considerations only, and is
not influenced by political or economic factors.
Once a position defining an acceptable level of
safety is established by both gquantitative and
judgmental processes, backfitting action is ini-
tiated, as appropriate, to assure that at least
that level of safety is achieved. Further safety
im~rovements are then evaluated considering the
valve of the added safety as well as the economic
or other impact of the requirement.33/

This formulation does not address how the minimum "acceptable
level of safety" referred to in the testimony is established.
Moreover, this effort by the Commission to explain its review
philosophy is not consistent with the Commission's Maine
Yankee and other adjudicatory decisions. It is quite clear
from these decisions that once compliance with the regulations
is demonstrated, it necessarily follows, absent some special
showing, that the adequate protection standard is met, and
that the economic costs or other "non-safety" impacts of
sifety improvements are irrelevant. Yet under the safety

"Investigation of Charges Relating to Nuclear Reactor Safety",
JCAE Hearings, February and March, 1975 at 323. It should be
noted that it has loiig been the NRC ' .} AEC's) policy to
consider economic factors in choosing among two or more safety
reguirements, all of which present the same safety risk reduction.
This is made clear, for example, in the NRC's present value-
impact. guidelines. The issue addressed in this memorandum deals
with the different situation where the choices facing NRC entail
different safety risks, and where "trade-offs" between safety

and non-safety factors could occur.
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approach taken by the Commission during the 1976 hearings,

the Commission may reguire additional improvements not
required in order to comply with the regulations, so long as
the increase in protection is worth the cos.. This would come
as a sur~~ise to many intervenors, who are routinely informed
in the ¢ 1ission's adjudicatory proceedings that proposals
for such ‘ditional safety features as "core catchers" may not
be considered in licensing hearings simply because they ara
not regquired in order to meet the Commission's regulations.
However, the approach taken in the 1976 JCAE hearings is the
current approach tuken by the staff when confronted with grand-
fathering or backfit questions.

The first successful attempt to define adeguate protection

in the sense of an overall safety goal occurred in 1973 with
the publication of WASH-1270, "Anticipated Transients Without
Scram for Water-Cooled Fower Reactors". In this rerort the
Staff adopted the overall safety objective that the risk to
the public from all nuclear reactors occurrences should be
very small compared to most other risks of life. The con-
siderations that led to this goal were not explained. This
goal would in the Staff's riew be met if accidents with
radioclogical consequences .n excess of 10 CFR Part 100
guidelines (300 rem to the thyroid, 25 rem whole body) have
an average recurrence interval of at least 1000 years for

all nuclear plants combined. For 1000 operating plants, this
goal would be gitisfied if there is no greater than one chance
in one million per year for a nuclear power plant to have

a serious accident with consequences in excess of Part 100.
The Staff was careful to point out in the report that the
above was merely a goal, and not a fixed requirement, in
view of the difficulty of determining the likelihood of
occurrence of low probability accidents. The goal was not
incorporated into any Commission regulation, policy state-
ment, or adjudicatory decision, and there are to this date
continuing discussions of the goal in the context of further
evaluations of anticipated transients without scram.34/

This safety goal is reflected in Section 2.2.3 of the NRC
Standard Review Plan, which indicates that design basis
events resulting from presence of hazardous materials or
activities in the plant vicinity include "each postulated
type of accident for which the expected rate of occurrence
of potential exposures in excess of the 10 CFR Part 100
guidelines is estimated to exceed the YRC staff objective of
approximately 10 per year." The 10 figure is developed
by deciding that the risks posed by offsite hazards should
not contribute more than ore-tenth of the overall risk. Sze

also Section 3.5.1.6 "Aircraft Hazards". For the most part,

however, the Standard Review ?lan does not make use of par-

ticular probability numbers.
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B. RELEVANT LANGUAGE IN THE STATUTES OF OTHER AGENCIES

1s Consumer Product Safety Commission (CPSC)

The safety obligations of the CPSC are largely spelled out
in its governing statute. Ccnsumer products may be banned
only if no safety standard would "adequately protect the
public from the unreasonable risk of injury associated with
such product."35/ Such safety standards as are promulgated
must be 'reasonably necessary to prevent or reduce an unrea-
sonable risk associated with a product."36/ The CPSC, in
promulgating any safety rule, 'shall express in the rule
itself the risk of injury which the standard is designed to
eliminate or reduce."37/

The courts have taken the position, based upon the clear
legislative history of the statute, that Congress intended
the Commission to make the judgment whether a particular
risk was "unreasonable,'"38/ and that the reasonableness of
risks is to be assessed In part by considering the economic
impact of any safety standard imposed. In the Aqua Slide
'N' Dive case, the Fifth Circuit Court of Appeals observed:

The necessity for the standard depends upon the
nature of the risk, and the reasonableness of thke
risk is-a function of the burden a standard would
impose on the user of a product.39/

The court reiterated the definition of "unreasonable risk"
formulated by the D.C. Circuit in Forester v. CPSC, in which
the court stated that a finding of unreasonable risk under
the Federal Hazardous Substances Act involved:

a balancing test like that familiar in tort law:
the regulation may issue if the severity of the
injury that may result from the product, factored
by the likelihood. of the injury, offsets the harm

/ 15 U.S.C.A., § 2057(2).

/ 15 U.S.C.A. § 2051(b)(1)(2).

f 283 U.B.C.hks § 2058.

/ See, va Slide "N" Dive v. Consumers Product Safety
Commission, 569 F.2d 831 (1978); Forester v. CPSC, 559
F.2d 774 (D.C. Cir. 1977).

39/ 569 F.2d at 839.

lululuu
o |~ jov |\




18

the regulation itself imposes upon manufacturers
and consumers.40/

. Food and Drug Administration (FDA)

The mandate of the Food and DPrug Administration varies depending
on the type of hazard involved. Attachment 1 to this paper is

a table, prepared for the FDA, listing a number of laws admin-
istered by it (as well as statutes administered by the CPSC,
EPA, and the Agriculture Department) and the factors to be

taken into account under each statute.

If the CPSC is an example of an agency required to take cost
considerations into account, and the NRC an agency whose
statute leaves the relationship between safety and costs at
best extremely vague, the Food and Drug Administration, in
one of its areas of responsibility, has a uniquely explicit
Congressional directive that certain risks are unacceptable,
irrespective of costs. The Delaney Clause, enacted in 1958,
provides that no food additive can be used that induces
cancer in man or animals when ingested, or in animals after
appropriate safety tests.4l/ This emphasis on eliminating
risks without regard to economic considerations applies
generally through the sections of the Food and Drug Act
dealing with food purity. The laws regarding foods are not
wholly consistent in their approach, however. The Delaney
Clause, which is a reflection of the public's awareness and
special fears of the hazards of cancer, does not prohibit
the use of possibly harmful substances used historically
with FDA or Agriculture Department approval before 1958
(such as nitrites); nor does it prohibit sale of foods in
which carcinogenic substances inevitably occur despite good
manufacturing processes (such as aflatoxin in peanut butter).

In other areas, the FDA has greater flexibility. 1In certifying
drugs as to their safety, the agency may weigh the risks
involved against the drug's potential benefits. In a case
involving a false advertising claim against a weight reduction
clinic, the Court of Appeals for the Ninth Circuit recently
observed:

Considerations of safety and effectiveness cannot
be wholly segatated, since many risky medical pro-
cedures may be regarded by the FDA as "safe," in
light of their greater potential benefits.42/

40/ 559 F.2d at 789.
41/ 21 U.S.C.A. 301 et seq.

42/ FIC v. Simeon Management Corp., 532 F.2d 708, 714 (1976).




. Environmental Protection Agency (EPA)

The Environmental Protection Agency administers a number of
statutes, with a variety of mandates. Two of them =-- the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) 43/
and the Toxic Substances Control Act 44/ -- require the
balancing of risks and benefits., Under FIFRA, a pesticide

may be "cancelled" if the agency finds "unreasonable risk to
man and the environment, taking into account economic,

social, and environmental costs."45/ Cancellation proceedings
are often quite lengthy -- several years or more -- and the
sale and use of the pesticide in question may continue until
the proceedings are completed. If, however, the agency

finds an "imminent hazard" to human health from the use of

the pesticide during the pendency of the cancellation proceed-
ing, it may "suspend" its production and sale. 1In either
case, it must assess the risks and the benefits involved.

The Toxic Substances Control Act presents a similar statutory
framework. The statute and its legislative history make

clear that risks and benefits are to be weighed in protecting
the public aqainst toxic substances. The law states Congress'
intent that "the Administrator shall consider the environmental,
economic, and social impact of any action the Administrator
takes or proposes to take under this Act."46/

Certain provisions of the Federal Water Pollution Control Act
and Clean Air Act require that ambient air and water quality
standards be set based only on health or environmental effects
without reference to costs or benefits.47/ However, these
provisions apparently reflect a Congressional belief that
there was a ""safe threshold" for the air and water pollutants
involved, and that a standard could be set that would provide
for essentially zero risk without massive economic impacts.
More relevant are the provisions of these two Acts relating
to control of hazardous or toxic pollutants for which there
is no safe threshold. The statutes here call for emission
standards which will provide an "ample margin of safety to
protect the public health", and do not expressly authorize

43/
44/
45/
46/
47/

7 U.S.C.A. 136 et seq.

49 U.S.C.A. 1801-12,

See EDF v. EPA, 548 F.2d 998 (D.C. Cir. 1977).
15 U.S.C.A. 2601,

42 U.S.C.A. 7409; 33 U.S.C.A. 1313,
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consideration of factors other than health and environmental
effects.48/ Nevertheless, EPA has construed the statutes in
question™ as authorizing a balancing of factors in promulgat-
ing standards. 1In reaching this conclusion, EPA reasoned
that if Congress had intended the drastic resalts in terms of
economic dislocations that would result from zero risk it
would have spoken with much greater clarity in the law, that
therefore zero risk was not necessarily to be achieved, and
that if some risk was to be acceptad, then at least limited
consideration of factors other than the level of risk itself
was unavoidable.49/

4. Other Agencies and Statutes

Under the Hazardous Materials Transportation Act, the Secretary
of Transportation is given broad discretion to assure "adeguate"”
protection against "unreasonable risk to health and safety."50/

DOT's implementing regulations do not indicate hcw "unreason-

able"” is defined. Rather, they simply indicate what substances

and packaging are and are not acceptable for transport.51/

The Administrator of the Federal Aviation Administration is
obligated by the Federal Aviation Act to prescribe "such
reasonable rules and regulations ... as the Administrator
may find necessary to provide adequately for national security
and safety in air commerce."S52/ Adequacy is not defined,
although the Director is instructed to give "full considera-
tion to the duty resting upon air carriers to perform their
services with the highest possible degree of safety in the
public interest."53/ The courts have found this statute to
give considerable discretion to the Administrator to assess
hazards and determine the reasonableness of suggested remed-
ial action. 1In one case, the D.C. Circuit rejected a claim
by Ralph Nader that to fulfill his statutory mandate, the
Administrator was obligated to ban smoking on airplanes, in
light of the added danger of fire created by passengers'
smoking.54/ The court did not find in the Administrator's
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42 U.s.C.A. 7412; 33 U.S.C.A. 1317.
See 42 FR 28154 (June 2, 1977).

49 U.S.C.A. 1801 et seq.

49 CFR Parts 171, 173.

49 U.s.C.A. 1421'a).

49 U.S.C.A. 1421(k).

Nader v. FAA, 440 F.2d 292 (1971).




action any assertion that the claim of hazar. was necessarily
groundless; nevertheless, he possessed discretion to make
judgment as to the magnitude of the asserted risk. The
decision indicates that the statutory mardate of the "highest
possible degree of safety" is not as absolute as it may
appear,

The mandate in the Atomic Energy Act to provide adequate
protection to the health and safety of the public falls
somewhere in between the so-called Delaney Clause, with its
emphasis on eliminating cancer risks without regard for
economic cosiderations, and FIFRA and the Toxic Substances
Control Act, where Congress specifizally directed EPA to
consider the economic and social impact of actions taken
under those Acts. Unlike the Delaney Clause, the Atomic
Energy Act does not regquire zero risk, even as a goal. On
the other hand, unlike FIFRA and the Toxic Substances Control
*ct, there is no specific direction in the Atomic Energy Act
to take economic or other "non-safety" factors into account.
The closest analogy is probably to those portions of the
Clean Air Act and Federal Water Polluticn Control Act which
require that standards be set for toxic pollutants that
provide an "ample margin of safety to protect the public
health". Here EPA has construed its statutes as authorizirng
consideration of "non-safety" factors such as econlomic costs
in standard setting. A review of the othgr statutes does
reveal that over the years the Congress has become increas-
ingly specific as to the factors it believes regulatory
agencies should take into account in decisionmaking. The
Atomic Energy Act was enacted well before this trend devel-
oped at a time when the Congress was much more willing than
today to vest broad discretion in an agency free of any
specific direction as to the factors to be considered in
decisionmaking.

CONCLUSICNS

Judicial decisions are clear that "adequate protection" is a
term that focuses on radiological risk, and is not synonymous
with the broad standard "public interest". Accordingly, the
Commission could not, in pursuit of adequate protection, engage
in some broad inguiry where the public interest lies. On the
other hand, judicial decisions, past nistory and practice, and
the practice of other Federal regulatory agencies make clear
that adegquate protection does not require zero risx. .Given
this, both judicial decisions and logic support the concept
that adequate protection entails at least some balancing of
safety against competing considerations. The legislativa
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history of the Reorganization Act strongly suggests that
promotion and advancement of the nuclear industry should not
be a relevant consideration, Nevertheless, this leaves ample
room for the Commission to take into account in appropriate
circumstances such factors as economic <osts to ratepayers
and need for power provided that protection of the public
heaclth and safety is consistently treataed as its paramount
consideration.

A number of meanings of "adeguate protection” could be
proposed. t would not be inconsistent with the type of
balancing discussed in this memorandum to state that some
risks (for example, operation of a reactor near an active
earthquake fault, as in the Malibu case) are so severe that

no reasonably foreseeable economic cost or need for power
impact could prevail over the risk, but that the accepta-
bility of other lesser risks depends on considaration of
economic costs or impacts on energy supply. This would
involve a two-tiered approcach to adequate protection, under
which, for example, grandfathering of new safety require-
ments would be permissible in the "second" safety tier but

not in the first. This type of approach would be consistent
with the general thrust of the PRDC case and the holding in
the Malibu case, because it would reflect a Commission belief
that certain safety risks are simply unacceptable, even taking
into account all the ordinary "non-safety" factors that may be
involved. Alternatively, one could adopt the view that there
is a wide spectrum of safety risks, with "non-safety" factocrs
given greater weight as one moves from the more severe %o

the less severe hazards. So long as safety assumes a paramount
importance and "non-safety" factors are given little or no
weight as one moves from the minor safety risks to the more
severe safety hazards, this "spectrum" approach would also be
consistent with the tone of PRDC and Malibu.

The Commission could as a matter of policy confine its use
of the "adequate protection" standard to dealing with the
more severe safety risks, where ordinary economic or other
"non-safety" arguments would be given little or no weight,
and rely on the authority in section 161lb, of the Atomic
Energy Act to issue rules or orders to "minimize danger to
life or property" in dealing with lesser risks where balanc-
ing judgments would be permitted. 1In this way a "two tier"
safety standard would be related to two tiers of statutory
standards. The "minimize danger" provision has been com-
pletely unexplored in past decisions, regulations, arnd
practice as a possible basis for making safety judgments.
The conclusion that some Commission safety judgments may
properly entail a balancing among competing consideraticns
dces not depend on the two words "adequate protection", but
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depends rather on the structure of the “ct as a whole, and
the Commission may properly look to the Act as a whole in
establishing a safety philosophy.

There is one class of safety decisions for which considera-
tion of non-safety factors would present significant 1liti-
gative risk in light of the PRDC case. This class would
consist of decisions at the operating license stage on safety
matters that could in theory have been but were not resolved
at the construction permit stage, Here the Supreme Court
language that the NRC is "absolutely denied" the authority

to consider the utility's investment (see pageg ,-7) should
be taken into account, perhaps by adopting the policy that
non-safety factors will only be considered to the extent

that they would have been relevant at the construction

permit stage, with the status of completion of the plant
given no consideration, Beyond that category of decision-:
however, and subject to the principle that protection of t e
public health and safety is the "first, last and a permanest
consideration”™ under the Atomic Energy Act, the Commission
has considerable discretion to determine how it will consider
competing interests in reaching safety judgments.

If the Commission were to explicitly adopt some balancing
test for adequate protection that took .ntc account such
things as economic costs and need for p.wer, then Maine
Yankee would need to be overturned or severely limited. The
Commission would also be faced with the question whether to
permit case-by-case balancing judgments, as described in the
1976 JCAE hearings, or to restrict balancing judgments to
generic proceedings. Permitting case-by-case balancing
judgments would afford maximum flexibility to the Commission
to require incorporation of the best available safety
technology. And, so long as the focus of the case- specific
balancing judgments is on safety improvements beyond those
required to achieve minimum compliance with Commission
regulations, the case-by-case approach would be consistent
with the concept generally embodied in the Atomic Energy Act
that the nuclear industry should be subject to a system of
uniform national safety standards. The difficulty with this
approach is that licensing reviews and hearings may become
involved in unbounded examinations of the costs and benefits
of different safety systems. Applicants in full compliance
with the regulations will have no assurance that the plant
design is satisfactory without conducting a NEPA-type cost/
benefit analysis of additional safety improvements.

If balancing judgments were reserved for Commission decisions
on safety standards, the licensing review process could con-
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tinue as at present., However, the Commission would have to
modify the "backfitting"™ concept adopted during the 1976

JCAE hearings, and some flexibility might be lost. A special
case would need to be made for enforcement matters, where the
Commission would likely wish to choose from a range of
enforcement actions in dealing with safety defects or items
of non-compliance, with the choice dictated by consideration
of both safety hazards and impacts on consumers and need for
power .55/

In light of the importance of the matter and the conflicting
decisions and statements which have emerged from the AEC and
the NRC over the years, the development of a clear Commission

policy statement on safety philosophy would be highly desirable.

Since the guestions to be addressed would involve broad
societal value judgments, interaction with the Congress and
the President would be appropriate. One pcssible course
would be for the Commission to develop a proposed statement,
seek extensive public comment on it, adopt a final statement
as a basis for Commission action and, while operating in

_accordance with the statement, submit it to the Congress for

ratificaticn or modification.

OPE
SECY
OCA
EDO
ELD
OPA

This authority to exercise "prosecutorial discretion" has
never been articulated by the Comrission. Corrective action
in the face of an action by a licensee that is in violation
of the regulations need not entail immediate plant shutdown
absent some judgment on the part of the Commission that the
hazards of construction or operation pending completion of
enforcement hearings or licensee corrective action outweigh
the impacts on ratepayers and energy supply. Confusion

about this issue has led to a Staff practice of issuing oper-
ating licenses with minor items of noncompliance still out-
standing on the theory that if the plant were already in
operation the minor item would not be considered sufficiently
serious to cause shutdown., This confuses enforcement discre-
tion with discretion to issue a license that is not in full
compliance. The former is a valid concept; the latter is a
violation of the general rule of law that agencies are bound
by their own regulations.
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The following tables are based on:

The food provisions of the Federal Food, Drug, and Cosmetic Act (contained in
21 U.S.C. 348 et seq) :

The drug provisions of the Federal Food, Drug, and Cosmetic Act (contained in
21 U.S.C. 348 et seq)

The medical devices provisions of the Federal Food, Drug, and Cosmetic Act
(contained ia 21 U.S.C. 348 et seg)

T.< cosmetic provisions of the Federal Food, Drug, and Cosmetic Act (contained
in 21 U.S.C. 348 et seg)

The Federal Meat Inspection Act (21 U.S.C. 601 et seq) and the Poultry Products
Inspection Act (21 U.S.C. 451 et seq)

The Federal Hazardous Substances Act (15 U.S.C. 1261 et seq)
The Consumer Product Safety Act (15 U.S.C. 2051 et seq)

The Occupational Safety and Health Act (29 U.S.C. 651 et seq)
The Noise Control Act (42 U.S5.C. 4901 et seq)

The Texic Substances Control Act (15 U.S.C. 2601 et seq)

The Safe Drinking Water Act (42 U.S.C. 200 et seg)

The Clean Air Act (42 U.S.C. 7401 et seq)
The Federal Insecticide, Pungicide, and Rodenticide Act (7 U.S.C. 136 et seq)
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recogni=
tion” of
safary
" — - —
3. Risks or prior senczioned J. %o 3. ®e A 3. Tas
subscances evaluated sLis
larly to those of added
constituents -~ standard
for regulatory asctice ia
whathar subetance “way
rendar” food injurious
to bealth
& -




Al
cod
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Provisions (cout'd)

4. Color Addicives (ax:
Rad No. 40):

a.l. Safe for ics ia<
tecaded ose mad
accowplisbes itw
iatended effac:,
ot

4.2, Caad s=d approved
. prier te 1%0,

b, But, L{f i toduces
cancer is mas, orvr
through “epproprie
sce” testa, ‘a

imals
D. "ladirec:t”™ lagrediescs:

1. Indirect Tood Addi-
tives (ex: acryloui-
trila packaging
matarials) which “mey

Lo bacoma & crwponent
of food

1. Animal Drur lesidoes
(ex: wulfssomide)

A safe end effica-
clous Lo smimals,

b, resatduas are safe
for nmsne, and

€. 80 residues of amy
carcisogenic drug
cxn be found ia
edible portions of

wmthods,

baptachlor) - IPA bas
Primery responsibili
ia this area

4. la rew foods LI

cidas, or peaci

1. tolerence levels
BOL Becessary td
protect public
Sealth

5. Is procssead focds
1«
tolarence bas been
satablished, pro-

comtrated the pee-
tizida, pood memu~

reascuatly be expected”

mimals by "approved”

3. Pasticide lasiduas (J:

L. poisoncus or de= 1. Tolerasce level required
laterious pascid

caseing base't coud

facturiag practicad

sre followed

a.l. Obcalsiag DA o~
proval of a coler
sdditive (laclod~
iag eetablisbment
ol perxicted levels

of use)

a.l. btainisg tempor-
ary, yrovisioeal
listiag of coler
addizive

b, Ravoxiag MO approwval
f & color additive

1. Regulation of iadirect
addizives (s silxiler te
tha regulacion of in=- 1
tentional food addiiive
(Delaney Clause, CRAS
exemptions, prior ssmc~
Cicas apply)

2. Obtalaisg YDA approval
oY sancrion of suimal
drugs

1. Ixemption from tolersacs
level requiresent

5. Pesticide deemad
“"safe” s o "addi-~
tive”

L. See counsiderscions for

2. Yu-ﬁ- anisal drug

/\. I
- axtent to which

48, Twmetionality s th
Primary bemafit com«
sldered

Ab. Ro~This "Delaney
Clause™ spplies to
&ll color additives
(thare is no SRAS
ot prior sancticn
«xawption)

iatamticaal food addi-
tives

"Dalsney Clause™ ia
modified by & "DES pro-
viso” that allows car-
cisogenic animal drugs
to ba used that don't
advarsely affect the
mimal reciplents or
leave residves datect~
able by "approved”
mathods

. Yes ~ Delasey Clause
doesn't apply to pes=
ticide residuas

A, Musc show pesticides
"useaful™ for the
purpose for which
tolermce is sought )
and seceassary to thae
food apply. Alse,
FOA muct comsider
impact of Los acti
on food prices and
food supply to cou=
umaTE.

* »raluatisg the

"gond aasufacturiag
preciice” has been
followed 12 proces=
siag, somm scovomic
banafits may be cou-
sidared.




Sa. Salety-TUA Lo required

1.

2.

b B

to cousider prodabla

consmption levels, cum
alacive affscts, axpert
apyroved safacy factors

ad the evallabdilicy of
SBALTTIC matlodd

cartala

Appropriate tasts evi-
denciag carcisogenssis
i was or animal are
disposcive

DA says "resscunably de

arpectad 1o migrate” does
Bot require that ssalytit

wathods wust sctually de
able 20 detect residuas
ia food, buc that dif-
fuaion of s chemlical
wit2is & subetznce cre~
ates & presumpticn of
nigratiom. Toxicologic
data 8 axamized, along
with daca from “food
simulecing” solveats.

for totentioual food
additives)

!d-n-ua-u-rw-{

bable consumption unu,

comulacive affscts on
Bumens and soimals, -
part spproved safecy
factors, snd expected
conformity of usage vith
labeling requiremescs

Rasiducs = FOA requirss
sesufacturer to shov exr-
trapolated cancer risk
of less thas 1 12 & mil™
lioe over & lifatism

"lare tolerances” are
authorized, though car-
cisogeas ars 20C Te=
quired to be banned

2. Lisized
to de—
urlhq
satacy
md af-
ficacy
a i<

Bot for
detes=
woning
safacy
of re=
siduas

3 b

1. Yas

3. Tea

3, Yes -
A
palde
lioes oo
AL C Lm0

exist

1. Yeefor
CLAS
prior
sanct Loomd
substancms.
% for
othars

2. Tes

3. Tes

o

——

. @ Siore
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™ EECTLATORY
AcTION a
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s

of the Food, Drug,
ad Cormmcic Act

A. Drugs which:

1) consiac i wvhole or
part aof filtuy, de~
couposed or putrid
sube tancas

1) are manufactured or
procassed undar sub-
standard conditions

3) will sot bave thair
prrported affects

4) coutatins casafe color
addiciven

5) coutala (or are) sa-
safe azisal drugs.

3. Drugs waich:

1) are labeled iz & faled
or misleading manner

A, Cassilicacion of a dryg
as adulteraced

3. Classificacion of a drug
as nisbranded

2) are sot labeled as re-
quired by lav !

3) are dangerous vhen
used 1o Che manner

siggested by the label

4) purport to be lasulin

oC certaln amtidioticy

but are sot appropri-
ataly batch-—cartifiad

C. Drugs (except sew snizal
drugs or auimal feed con-
tainizg & nev asimal
drug) which:

L) ard sot generally re-
coguited as safe and
alfective for the use
and conditiomns stated
on the labal, eor

2) have not axtensively
been used under che
proposed conditions,
or

1) bave pot been regulaced

«nd labelad similarly
wder the 1906 Food
and Drug Act.

D. Drugs which:.
L) are habic~forming, or
1) require the sapervi-

sion of a physician to
be used safaly.

C. Qasetficacion of & drug
48 & sev drug, requiriasg
YDA approval of & asev
drug applicacion (NDA)

D. Classtfication of & drug
A% & prescripcion, rathet
than over-tie—couwmter,
drug

E. Bev drugs which:
1) are sot proves “safe”

1) are 30t shown by sub~
stancial evidence
Mased ou expart Lo~
vestigation) to hawe
thalr purported effe:d
(afficacy)

3) are Laproperly labeled,

4) are Lwproparly pro=
Cassad or packaged

T. Bew drugs which pose
lsminent basard to the
—_tte haaloh

-

RB. Disapproval of a new
drug applicacion; with-
drawal of spproval of
sew drug avplication
(1=3 omly)

P, Lemediste suspensiow of
pproval of cew drug

— - —

Tes=lvaluation of afficacy
by MDA iavolves cousider~
tog clizfcal, pharmacologic
aod tharapeutic desafits
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* Gemarally, determiaiczg * Yos-Ser | Drvidenca .J Tas 1aformal notice |* Advisory cow |° Casaral review
*safecy” izvelves evalo- drugs ard carcise and commaut role-| wirteas for sev] of existiag dac
ating bealth risks to evaluated Lo, mute~ jsaking, except sm| drug applica= ou cver-the~
Lumans or mimals wsiog ia risk~ ! penic, or aggrieved party tions countar drugs
data frow laborastorr, bemafit | carws Ay TAQUASE & | {» cusrently
amimal, d human eoerid  teTme. alffecte bearing ia deci- | lo-house Taview being condusted
wencs, & wall as that Tha tisk | moec _r* sicns iavolviang: of oew drug
from isadvercant or occu~ of seiag| tem: la oplications * 1a eddiciom o
pacicesl exposure tha new | evaloating * prescripcion rolemaciog TOA
drug s | oew drugs Jrug advar- | ° Testing of exist~ simply may g
* Baalth Tisks from sev balenced | ratber tisiag iag drugs is 90{ o coust over
drugs wors closaly eval- againet | exiascisg very frequentlyl partisular 3~
sated then from drugs the benes drugs, aad * fssulis regu~! uDderTakes stancas 2f drug
with blished uweages fits of | ia clasai- lacions adulteration o
wes in ¢ying drug * Special comsul- wisbranding
setting , as aither * mridiotic tanzs
"socislly cver-the- drug caruifi- * See "foods” fog
accapt~ | coumter of caticos ¢ ladustry data otber eaforce~
able” prescrip- basvily relied mant devices
lewals of tica ® drugs liabdle oa
risk to deteriora~
tics * Nev drugs for
* Wost druge chronis use Are
with es= ¢ strength, tested for two
cablished qualicy, sad years s one or
wsage Ar pusicy of two species of
20T Y drugs rodants o de=
temati- tarmise potem~
cally sub- * sew drug ap=  ctial human :
ject o plicatice bealth c!!uu.i
risk~ requisuments
benefit
asalysis} * habit-forming
howerer drugs
when sufd
ficimac
evidenca
of sdverse
baalth
affacts
from ae
cablisbad
drugs
© appears,
riak-beset
it snaly+
ois may b
undertacay
* Detecuinad
tiom of
sdultars—-
tiga or
wisbrmad-
iag raraly
iovolves
risk-benad
fic smalyeis.
lacidenca and risk of ad-
verse ruactions ead signi-
ficant side affects wham
used sccording to directions
snd potentisl for misuse ary
evaluated in clasalfying
drugs as prascription or
ower-the-countar. Also, the
seriousess of rha disesse
beilng treaced (s lmporiamt
1o thals classificacion
Pridence obtained frow "iao-
westigational”™ uwee of the
oev drug is evaluaced ia
approviag new drug applica=
tions, Dvidence obtalned
subsaquent to spproval is
enphasized ia vithdrawing
spproval of & sew drug
spplicacion

———— o —
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WEDICAL DEVIZXS 2o Bum drege seecien A Deemiag & tevias ta e | Tes - Bealcx
be gt} i - —i . iseced a8
- ) o e safecy wd ot
Powd, - 5. Ses drwgs sestiem e B Meemiag 4 deviae e W | mdical device
Cosmntis Ast et vt g S -t
C. 1f “puemcal cmerels® C. Tasaifriag ¢ bevice
(Laciodes provisions == Soaws I, ressiriag
) cerecion i sl .‘vn.h-vu‘ad..nﬂ

Seunding, = il e s C Tl cemtTels
LS sUher TLACRLCY P
Viaians) arw!

L. Sedficiant o astab-
Lias the salary i
affoctiveness of »
-vian,

1. laswificiemt ts oe=
sure salety amd af~
Loct ivmames , Wi

» the device Ls e
weed Lo meecals Lif4
o of webstameial
Lapertanes & prv
.t iag
of ealth, =i

o 1t dems wet poss -
“wmrsasanch La® risa
8 wmen healch

. U “pemersl semereis” D, masaifviag & sevies e |
el fisiant th previee SSase 11T, reeariag 9
Fhasonslie sbout macw A4 e cowsly wiih T4 ‘j
4 sevice L8 sals e fermamcs vCamdares” La
slfnecive adition L. “pemaral ¢

wels”

L. L beth pemersl osmerelal L Taseifring & beviee
- perioTRmeCn o0 - STaee TV, reewiriag
wrds are laewificlest te A yremartet apyrovel. |
ressenakly sssure the @ aditiow te “peaeral |
salety md sffsctiveness wontrels” i

ol 8 dovien, =it

* The device L wend to
ssecals 1ife er s of
Swhocant il Lepetlance

8 sals or
factive wndar the cwn Q= saly).
ditiene visted L3 Ces
Llebal, o
1. “ewd menl seteriang

|
z

v
l
i
i

. dwvies
G U sther regulamery wee~ . atherisaiien e TeetTig
e a previde W waa, sala, et diee
- ot or of & wiioal
ity end oLL rvice by Wiltes v
ol & eeviem vl “yrescristie” o
harvies a8 TeTeired
" e
& If & device presests L beeniag ¢ devion (waa
B - e ol 67 )
- reeseneh b w—d
s e ol
isess or atsry”, s
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Laters (wees 4
alt Lrrepular
ealing ol the
Meart), davised
semd 1o Testor

Mreacnirg ia
—peaclas, a0
sthar Life s

pertiag nmu‘.

To4 suthericed
e Emempt de
vices frem exr
regulation far
irvescigats

purpeses (TDa
Teguiation set
yot alfective)

Labaling fe.g.
ID's, wearing
adda)

Telmmtary or
revnasted re- |
calls weed frey
enily 8 Temgve
vielative pro=!
dncte (rom Che
-rtet
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CODETIC PROVISIONS | A, If & coematic: Deening 4 cowmatici to be Very limited -~ FOA cou~

of the Pood, Drug, 1) bears or contalss smy| sdaltarated siders wost cosmecics o

and Cosmatic Act polscnous or dalatar— bave oo sigatficaat baalild)
lous subetanca which banafics

1) consists ia vhols or

1) bas been prepared,

{osanitary conditiocus
ot

4) bas & contaiser cow=
posed of zay polsca-
ous or delaterious
substance which wmay
recdar the coutemts
njurious to haalth,
or

5) comtains m wmsale
color sdditive (as da
fined iz tha act),
exceg: for bair dyes.

3. If & commatic &3 labeled| Demming & cosmacic o de
ia & false or misleading| misdranding
wannar

FIDFLAL MEAD mxju acy mast or poultry pro- | Deeming mseat or pouliry to Yas - USDA officials ilndi-

TION ACT (emacted ducse: ba adulteraced caza that some bwsafits are
1906, sajor mmend- evaluated L2 detarmining
wants in 1967 aad » Contains poiscnous ot de= as "acceptable risk”

1970); laterious substances

POCLTRY PRODUCTS DN~ ¢ Coutains azy pesticide,
SPECTION ACT (emacted chemical, food additiwve,
in 1957, ssended most OF color additive that is
recently ia 1968) wmsale undar the Tood,
Drug, sad Commatic Act

e Mdaisistered by
U.5. Departaent of| ® Eas been prepared, packad
igriculture (USA) or beld under umsanitary
conditions

® lagulate red maat
and red meat food | ¢ Is stacutorily prescribed
products, poulcry or dammad mfit for wewman
and poultry pro= conesump tLoo

ducts

e Jurisdiczisual
question concara~
ing coutrol of
food additives
pesticide residue
18 wast sd powltyy
sddrassed DY nem~
orandum of under-
standiang beCtveen
TI0A, TOA and IPA,
respectivaly. Yor
food additives FOA
datarnises safecy
snd TSDA decides
s whathar it can b
used ia maat; for
pescicidas A
sats tolarances
wich whicsh TSDA
weoally agreas.
botn cases, howe
wvar, USDA can se
strictar scandard
than TDA or ITA
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e Dua to PDA's opinion thad
cosmatics ave 8o signi-
ficant haa.th bemafics,
1t 15 much lass tolersac
of eny pateacial for la-
jury from coesmstics

e "OA 15 usually counfroated
with localized, shorse
tarm, allergy-relaced
Taspousas to cosmetics;
loag-tern risks are
largaly unstudied.

o laformal sotice
@d commest

rolemaking

premarket testin
ef cosmmtics, or
to Tequile manu~
facturers ts p
the safery of
thelir products
bafore markating
Clem,

Consequencly,
¢izen relias on
voluntary tastin
prograss by
facturers, ‘“1

| ticm)

¢ Volumzary regis-
tration of pro-
ducts

e FOA lialied to
post-marcating
enforcement
affores

Tor remedies ocunce
& cosmetic is
d eemed uulundd
or mnisbranded,

see "foods” sec-

Ragulatory efforcs are di-
rected primarily at risks
of microbial sad chemical
sdulteracion, and risk of
dissasn

Bo, excapt |Tas, except
i3 fulfdill~| residues
ing its te=|abowe FDA
sponsibili«{ or ZPA "tol:
ties 0 en~ erzaces”
force animal=ust be re-
drug, food |ported o
addizive, thase

and pasti~ |agencies
cide resi~
dua regula«
tions of
TOA =od IPAS

Notice mnd com~
mant rulemaking
geaarally

e lospecticns ad
ainistered by
the Food Safecy
and Qualicy
Servicae

1. Slaughter
cperaticn
{aspections
~reliance
primarilly -4
visual ia-
spectiocn

~
.

Processing
{nspections
—enphasis
supervision
rather than
individual
product ia~
spac:iocn.

3. Ooemical re-
sldua sur-
veillanze -
USDA conducte
contisuous |
™»1lind" wond
froriag sye=
tem 0 asaly:
saxples for |
approximately

types of

60 “”"“1

chealcals

¢ lospecied meat
azd poullry aay
be detained,
seized or coo-
desmad. Pernig
sica to cperatq
a4 sacufacturing
or processiasg
plant may be
wvithheld =il
sanizary re-
quiresents are
wat. Facilicy
may be perzac~
eatly sbut dowy,
though this
rarely occurs.

e Statas izspece
tion activitied
partially fundd4
ad by federal
government

e Techaical as~

sistance avail-+
adle =0 states

—

T TEpT—

and pesctizides
R




¢-19

s
o
S

7

acted in 1960, major
mendeents in 1966
land 1969)

‘e Administered by
the Consumar Pro-
duct Safecy Cow=
wission

Ragulates cousimar
product bazards

axcept pesticides,
tobaczo products,
| foods, drugs, coe~
matics, portable
fuals, and certain
cuclear materials

A, Toxic, corrosive, flaw-

wable, combustible, or
irritating subetances
that may cacse "substam~
cial® Ulsess from "cus-
TOWmATrY Of ressouably
forusesable” use

Toys or artizles iztended
for use by childrea pre-
senting an “electrical,
sachazical, or tharmal
bazard,” or which bear or
coutain hazsardous sub-
stances

lLabeling hazards, or if
that is izadequacte, then
bazning basards

Sannicg such bagards

Yes ~ Courts bave satd
Commiseion wust cousider
the effec: of the regu-
lation oo manuf.cturers
and counsumars

| if> Agt, the Atomi:

CONSDOER PRODOCT
SAFETY ACT (enacted
ia 1972, major
emaudnents ia 1976,
1977 and 1578)

o Adnisiztared by
tha Consumar Pro-
duct Safety Cow
nission

¢ Ragulates consuma:
product Sazards
except firearms,
motor webicles,
tobacco products,
aircraft, boats,
pasticides, foods,
drugs end cosmmtics

Commisnion must
defer to the regu-=
latery sutharicy
of othar agencias
under tha Clasa

Loargy Act, sud ¢
ecupational h.!o?
md Sealth Act.

c.

Raascaably sacessary to
prevent or reduce am W
reascuable risk of io-
Jury.

Laminent snd mresscoabl
risk of death, serious
{lloass, or severs par-
scmal (ajuxy.

Substantial risk of ia=
Jury, or faillure to cow=
ply with a sajacy rula.

A.

Sgbetxacive safacy
standards Tegulacing
perforsanca (praferably]
composition sad design
of consumar products;
benczing or labeling a
product.

Seaking s i{njunction

Ragulating substaacial
product "hasards”.

Tes -~ Lagislative 2iatory
indicates CP?SC sbould comn=
sider the affs i of a e~
gulacicn om tha cost,

utilicy, and svalladilicy
of a product to consumars




ACTHCY CORCIRNS IN

4
v
4, Courts huws sald 20 pre- Yes-An io- Tes e Commission usam ¢ lospections of Seiruire of als~
cise “tisk count” s caria pol- the “formal” manufacturers Sranded sub~
o& assary, dut Commis~ iy oa tha rulemakiog pr stances
aioa should consilar geseric re- cadures o~
probadilicy sand severicy gulation o vided for 12 tim Repurchase or~
of fajury carcino Yood, Drug, = ders mandatory
ia Commatic Act aftar bazzing &
products for regulacing substance
3. Substastial fajury scasd bas beea hazardous sub- |
ard requiras Commission proposad. stances. Torys, w» Crimizal pezal-
to focus om som=trivial Court has bowvever, xay tias
risks exjoinad L Tegulactad -.u‘.nq
1ap lesasta {afotaal sotic
tion dus ¢t and comment
comaission’ rulemaki=g 7
fallure to cadures.
comply vi
proper rul
making
cadures.
"Rasscaably foreseesble ex- No TeeAa {o- Tas e Notice solicit~ e Ratiocal Injury e Private damage
posures” to particular teris pol=- ing offer to Izforaatice suits
basards are estisaced and icy oa the develop & stax Cleariaghouse:
given great weighc, genearic re- ard, Unless = o Inspecticns
gulacion of existiang feder o hot lise
Risk of Lajury bas deean carcisogens stendard Ls ad o Civil, eriminall
found to be crucial te Com in consmer quate 2o address o death certi-~ pecalites
nission's acticas. products the particular ficate col~-
has been bazard, the lection e Racall, repair,
publishaed. wission wust replacement of
Court has accapt az offar] e Kaciocual risky products.
enjoined ot develop ove Llectronic Also, re{und ofl
its Lple~ of its owa. . Injury Sur= purchase price.
seastation becomas the proe velllasce
due to Cow- posad Tule, = Systea (VXIS
nissicn's aformal zotic “aouizors
fatlure to md comment emaTjescy rocm
cowply with| rulemaking fol admissicns acel
proper ruler lov, with the provides data
making pro- opportumity fo for Consumer |
cadures iaterested per- Product Sazard
scus O maka lodex
oral presesta~
ticus. e Product Safety
Mvisory Com=
Pezizious to cil-recommends
develop or mmend standards
rules may ba
ruoaitted by e lavestigative
intarested par~ Dheariags
sons .
® Magufacsurer
sotificaciimn off
substastial »
duct bazards “T
v ® lacordkaeping b
wacufacturers |

———— e eg——
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ACERCY ComCrxys

¥ RECTLATORY
ACTION -
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A. Purnish esployees & 'lr.i A. Iaployer's duty undar

of employmsnt "Iree from
recogoized bazards”™ like-
ly o cause dsath o s
ious barw.

3. "Crave danger”™ from ez~
posurs to tomic or phy-
alzally bammful sub-
stancas, or from new
basards.

C. ™atearial fmpairmest” of
baalth of exployeas

the "gmoarsl ducy”

3. lawuing so ssargency
temporary stamdard

C. Issuing a permanent
standard

Yes - leomomic end tecimo-
logic faasidbllity icvolved
13 do amaining "recognized™
basar ls. Courts say whan
viabLlicy of esployer
tirwatenad, peneral duty
standard (s (afessidla.

Tes ~ Kecnomis mmd markat
factoTs way exter ioto the
agency's decision to lssua
&2 smargsncy stasdacd,

Yes - The statute specifi-
cally says parmanast
ftandar s wust be "lass~
ible."

e Econowmic ‘=feamsibilicy -
iavolves massive "indus~
try wvide" diaruption to
challeasge wost standards;
snforcement of sowa
"sisor”™ stasndards has
been challenged succase~
fully for lesser mj

ddsrpcions.

¢ Technologic infeasibili-
ty = As statute is "t
sology foreing,”™ such
challenges wnlikaly to
succaend, though theore-
tical limicts ou tecimo-
logic feasidilicy exist.

MOIST CONTROL ACT
(enacted L2 1972)

e Muinistared by
- 7Y

e Ragulates noise
md soise sourcas;
IPA ia alse sup~
posed to coordi~
sate soise comcrell
activicias with
othar agmancias

o Primery respounsi-
bilicy for air-
craft scise coo-
trol 45 L2 the
Tederal Aviaciom
Mwdoiacration

Protact the publiz baalzh
md welfars

Issulng ncise comtrol
scandards

Yas - Statute axplicicly
requires A to covsider
the costs and technology
of complisncae
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Courts bave sald that prac~
tices othar than "freakish
octurTences” laading to
sarious lajury say be dealt
with under the gwoaral daty
clause. Ragulates riaks
that "reascnadly” are mat~
ters of genaral mowledga.

Toder this stamdard, courts

regulacion of carcioogens
s scill possibla:
wait wmtil actual barm oc-
curs, but barm must ba sar-
ious and prefarasbly docu=
wented by epliemiologic
data.

Dader provosed rulas regu~
lating occupatiotal carcias~
logens:

o Lpldemiclogic data hasve
L1y waighad

o Animal tasts, aspecially
U duplicated, aze .“-"T
ablas

@ "Short tera” ctests are
§ives supporcive valus

o Agency comsiders thars to
be 50 safs "threshold”
level for exposurs to
carcinogens.

Por sou-carciscgenic toxid
substancas, agaacy coe-
siders thrasbold levels
of toxicity to exiat.
Epldemiologic sad snimal
test data are weighed.

¢ Pmargency Cee
porary estandard
affactive on
publicatiocn

* Parmsnent sCand
exda~iaformal

notize sd cow
st rulemaking
Informal public
bearing svalle-
abla oo Tequest

* Many pre-exisc~
ing federal

stancards adopt
od oy rafarsace

-
-

® Use of advisory

o "Tact-findisg”

¢ Racordkaeping

committeas ls
opticaal ia
lasuing scand~
ards

Bacional Iasci~

tute of Occupa= ¢ ASeSCY somatises

tioual Safety
(FI05E) coo~
ducts rasaarch
and tescizg,
mé recommends
standarca

Searizgs some~
times beld.

by employers

Lavues enforce=
want “puidelines
far exployers

e Statucte singles out cer-
tais solse sources for

regulation

EPA cousiders tha physi~
ologic, peychologic, and
"qualicy of 1ifa" eflects
of solse

Tes

Tas

Izaformal notice
saking.

Public basarisgs
sormally hald,

wd commal rule

* Mvyisory com=
miztees

o Racordiseping
by sasufactur=
ars

e Pmding for re-
saarch activie
tias

Labeliag "solsy
products

Designating cers
tals "low soise
products for

preferencial

purchase by the
governmenc; de-
velopmant of low
soise products

Citigen sults

Civil, crimisal
penaliies

-




DI RZCUTATORY
ACTION
-
-
~
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¥PA bas complete
dascretion to use
TSCA Llostaead of
othar IPA admini-
scered lavs; al-
though ZPA can
axhort othar agen=
cias to regulate o
particular subd-
staace, culy ia
carTaia circum=
stances cmn it re-
gulate substacces
withis che juris-
diction of these
other agencies

|

3. Lewioent sad umreascoable

risk of sarious or wide-
spread lnjury

B. Ismediats Saa of a chem

lcal basard

Tas - statute end hmuJ
tive hiatory isdicate chad
24 sbould considar bene~
fisa, svallable wsubsti-
tutes, scomomic &ad tech-
nologic comsequences of
regulation.

Alse, spproach lsast bdure
densoms 0 ‘odustry muast
be used.

SAFE DRINEINCG WATIR
ACT (enacted La
1974; smanded 1977)

e Ad:s snistered by

e Ragulates drinkiazg

2

watar and sub-
stances therein

Ao

Standards which sball
protact bealth to tha
extent feasidls

Lavels of contamisants
which will produce 20
mown or aniticipated
sdvarse haalth effacte
with an adequats sargia
of safacy

Standards which sball be
as close to tha recow
mended maxismum contami-
cant levels as 15 few
sidle; or which shall
spacify watar CIwatmeat
teciniquas that prevent
mowa or ancicipated
adverse bealcd affacts
to the extent faasidle

Standards regulating the
odor or appearancs of

drisking water or otber-
vise sacassary to protact
the public wellars

A

c.

Interim primary driskicg
watar regulations (max~
{mum contaminent levals
or treatment techmiques)

Lacommendied marimum coo=
tamingst levels (MCL's)
(enforzaabla health
goals)

Ravised primary drink-
ing vater regulations
(to be iseued after ia-
cerim primary regula-
tions sod National Ace-
dewy of Sciences report)

Secondary drizkisg vater
regulatices (oot feder-
ally eaforceadle)

Tet - regulations ars
astablished dased upon
ecovouic aad techaclogic
feasidility; also, baalth
benefits of contaminanis
present o valer are
evaluated
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Act singles out carcinogens
sutagens, smd teratogens fo
priority atteatiom by EFA

EPA bas indicated its in-
tenticn to focus ou high
toxicity chemicals produce
iag irraversidblas or slowly
reversible sad dedllitacizg
elfacts

|

-

e Citizens may
pecition EPA tg
amand, Lssus,
or revoka &
rule

@ Pramarkat sotid ¢ Selzure of 200+

ication givem
to IPA by asn
facturers of &l
sav chemlicals. |

Testisg rules
for masufac~
surers

Izteragescy
Tescing Commit+
tee Tecoumends
chemicals for
testiag

Raportizg re~
Quiremants feor
mesufgcturers |
Pundiag for seim
essific researn

lnspecsion of
wanufac urers

complying sud-
stances

¢ Citizez wulzs

e Civil and crime
ioal pezaliies

IFA evaluates poteacial :
"human risk" ratber thas
detarmining “safecy”.

Aoimal test dars may be
used in this avaluation,
and extrapolacious made
from high doses to low
doses. Ipidemaiologic data
s also conaldersd.

“Thresbold levels” for loang
tara aco-carcizogenic chew
wAls are assumad to axist,
and are sat at levels pro-
ducing "oo obsarved adverse
effece.”

Yas = for

IPA sssumas
thar are
80 thres=
bold "safe"
levels of
axposurs

Tas

e Ilaformal sotica
and comsant
rulemaking

Naticmal Drinks e States have

ing Vater Advis
sory Couacil

Recordkeeping

and reporting | e Citizen suits

by wvater sup~
pliers

laspecticns of
vatar suppliary
are authorized

Grants for
studying the
technology for
treating drinkd
iag wvater, aad
the bealth
effeccs of
driakiag watar

e Notification t

primary ea-
forcesant Te~
sponsibilicy

pernissible

the pudblic of
viclatiocns
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STATUTORY STAXDARD

g

g
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I RECTLATORY
AcTION 2
o4

F

C2AN ATR ALT (e=~
scted i3 196), mmendf
»d moet receatly io
1977

» Adminiscered by
LPA; states bave
Primary raspocsi-~
bilicy to deavelop
md enforca atate
{xplementation
plana to comply
‘with statutery
standards and goald

Ragulatas alr p.l-
lutants and thelr
sources

b

b

A Poliutamte which camss of
contribute to air polla=
tion sad which:

2. May ressccably be m~
ticipated to resull
= locrsase in sert
{rreversible, or o~ |
cepacitating reversidle
loass

3. Stxndards which are:

1. Raquisite to protect
the public bealth wich
an adequate margis of
safacy

2. Raquisite to protect
the public walfare
from «=y knowa or
smcicipaced adversa
affacts

1. Designation of & sub-
stence a8 a "criteria”
pollutant, laading to
the esctablisbmect of a
primary sand secondary
anbient alr standard.
Also governs wobile
sources of pellutiocn
(a.g., motor wehicles,
aircraft) requiring «
emission stsndard, Tegu-
lation of fuals and fual

,sddit.ve |, astablistment

of "standacrds of performs

snca” for staciocsary
sources of air pollutioca

2. Dasigsacion of a sub-
stance 34 & hasardous
pollutas: (requiring a
stricter stxadard of
coutrol)

1. Zscablisbmeszt of primary

smbignt air standards

’!. mnlhh-nu of sacou~

dary ssbisut air sctsodar

Yas - While smbiant alr
standards are stricely
"health-based " the act
frequancly allows for the
cousideration of econowic
«ad techmologic demafits
(a.§., costs sod techmology
of air pollutiocn coutrel)

FIDERAL INSICTICIDE,
FUNGICIDE, AND RO~
DENTICIDE ACT (em=
acted in 1947,
smanded 5y the Fed-
eral Eovircomental
Pesticides Coumtrel
|iet ta 1972 and the
Federal Pesticide
Act 4a 1978)

e Adainistersd by
A

Ragulataes pesti-
cidas; tolarances
1a foods estab~
lisbed in cooper-
etion wich the
Tood and Drug Ad~-
alsiscraction und
the Food, Drug, ‘W
and Cosmatic Act

Toresscnable advarse effacta
on the esvirovmment

Cousidorisng spplicaciocn
for IPA approval (re-
glatration) of a pesti-
cide

cel registration
3. Cancellation of regla~
tration
4., lmmediste suspension of
regiscracion (lsmisent
bazards)

Considaring vhathar to
allow gesaral or Te=
stricted use of & pas~-
ticide

Botice of iatast to cas—

Tes-Statute requires TPA to
consider the ecouomic, so~
cial, smd euvircmmental
bezafits of using t ¢ pestis
cide. YPA exphasis 4 agri-
cultural snd cousus: T bene~
fits, rathar than beaafics
to sanufacturers




Bealth, soviroesesntal,
scozomic risks are comsi-
dersd. Risks to bumans,
smisals, vegatation, and
"public walfare” are waighad
(loclwdizng sa svalustion of
seschatic and structursl
demags caused by alr pel-~
lutiom)

* dpproving state
Lap lemeztation
plams =~ L stach emission stand

bolds sppropri=
ate haarisgs
(require =
pornmizy for
"alleczin” ncr
ancat lou-way
Laclude a e~
quiresant for
oral presenta-
tion exd crose~
exzmination)
A nead sot
bold s addi~
tioeal bhearing |
on tha stats
lap lamentation
plaa

e Advisory commi:

Teviews criter
s pollutents
a0 awblent
standards

e Naciomal Aca~
demy of Sclencem
Tevievs sute

ards exd owd i
alr stamdards

e National Cow~ o
alseion on ALr
Qallity-etuilsm
the feasidilicw
e@d dltersetives
to protectiag ’

ead enhancing
tha alr qualit
also exmisee
ths economic, |
tectmologic, el
exviroumental
consequences of|
air polluctise |
coucrel |
|
-

tees can de usal

tariorate “eignie
ficaatly” (s
cified sumari~
cally)

Sou-atialinment
plans = allow
for coutisued
{aduscrial gronth
for a limited
tize Lo arsas
dirtiar than
aabiest alr
stasdards if
staces use "r
scmable” ma

to establish
"reascuable” pro=-
gress 1o meeting
amblast alr
standards as
quicily as
"practicable”

® I?A must consider Za *o
sconomic, social, =4
envirommantal costs of
using the pesticide

@ I?A has sstablished &
“rebuttable presumption”
agaiost registering &=
cucogenic pesticide-that
is, such & pesticide is
conaidared msafe unless
proven otharvise

o IPA focuses ou thres
cypes of riska:

4. Emargency
. Acute Toxicity
¢. Carouic Toxicity

o Tor "immisent hasards”
A must find a "sudetan~
tial likelihood™ of ser~
ious Sarm durisg séaiai-
strative procesdings

o Oncogenicity may be based
upon fiadisge iz test
mimale

Teas-igency
guidelises
on cancer
causing
substances
bave bean
Lasuad.
Cancer Aa-
sassmant
Croup «vals
wates chroo
iz toxicicy
risks

Tes

e Notice and cow
wast rulesaciag
gesarally, ex=
cept USDA end
& Sciascific
Mviscory Pmal
wust de given
as opportumicy
te scrutiaisze

® Racordkeeping e
by masufactur=
ars

e MasufactuTer
potification le
of cerzaia prov
duct hazards

e Ragistration
of pesticide
sasufacturers

e laspecticn of
masulacturers

Scientific M-
visory Pasels
reviev Twgula-
tions

¢ "Stop-sale” or-

Seizure of mis~!
ladelad or wm~
registerad pes~
ticides

Civil, crimisal
pemalties

Orders iavelv~
ing penalties
and registracion
may be isweued
after & forzal
adludicatory

bearizg (1f re=
quested), ex~ .
cept:

&, Orders sus~
pendiag the
registration
of a pasti~
cide="urpe~
dited”™ bear-
izg bald

b. Imsrgescy orT
dars~aay be
effactive i
wadilately,
fallowed by
expedited
heariage

dars may de
{asuad o pre=
want continued
discridution of
vislative pro=
ducts.




