CLEARY, GOTTLIEB, STEEN & HAMILTON
1250 CONNECTICUT AVENUE, N W
WASHINGTON, 2. C. 20036

1202 8283000

. October 12, 1382

MEMORANDUM ON LEGISTIATIVE
CONCERNS ARISING FROM
THE "GRAD REFORT"

An area of potential legislative concern to companies that mémfacture
or use hazardous substances arises from the recent report of the "Superfund
§301 (e} Study Group" on the improverent ¢of legal remedies for injuries and damages
from hazardous wastes. The Group was established under Section 301 (e) of the
Comprehensive Envircnmental Response, (spensation and Liability Act of 1980 (the
"Superfund legislation"} to study the adequacy of existing common law and statutory
remedies in “"providing legal redress for harm to man and the environment caused by
the release of hazardous substances into the enviranment". The report of the Study
Group (commonly referred to as "the Grad Report", after the reporter, Professor
Frank P. Grad of Columbia Law School) finds that current statutory and legal remedies
pose significant impediments to recovery for injuries arising from hazardous wastes

and proposes a series of federal and state statutory reforms which would significantly
alter existing law. These proposals have at least two significant implications.
First, if legislation were adopted along the lines of the Grad Report recommenda-—
tions, it would impose very signific;nt burdens on companies involved in generating,
transporting, and dispesing of hazardous wastes. Second, the idéas proposed by

the Study Group may well have an impact on the development of the law in areas not

directly covered by the Report such as product liability and workmen's commensation.




Co

In very broad tewms, the Report proooses the estzblishment of a two-tier
system of compensation for harm occasioned by exposure to hazardous wastes. The
first tier would be a system of no-fault administrative compensation, similar o
vworkmen's comensation. It would be financed cut of a hazardous waste compensation
fund, established by taxes on the production of hazardous or texic chemicals and
crude oil and by a tax on the disposal of hazardous wastes. For claims arising from
exposure that cccurred after adepticn of the prup::séd legislation, the compensation
fund would be entitled to assert a claim for contribution or subrogation against
the party respensible for the exposure. Thus carpanies involved in the chemical
and petroleum industries and all companies that generate hazardous wastes would bear
the cost .of maintaining the campensation fund at whatever level was deemsd appro-
priate. In additicn, individual campanies (including waste transporters and disposers)
could face substantial claims for campensation in individual cases.

The seccrxitlerwhlchmzldbeestabhspedunduﬂaeGradReportpchosal
would be the continuatinn of existing tort law causes of action in state courts,
but with sigpificant substantive and procedural modifications which would make it
generally easier for plaintiffs +o recover. Tins the proposal gliffers significantly

fram the traditional m:k:r.m‘s campensation systems cn which the Tier Ons remedy
is based. Undar workmen's campensation laws, the no-fault liability that canpen-
sates victims of cccupaticnal injury or disease is accampanied by a bar against
tort law recovery from the employver. The Study Group proposal would prevent cumu-
lation of Tier One and Tier Two awards and contains provisicns intended to discourage
claimants fram frivolously pursuing tort law claims under Tier Two. It seems likely,
however, that adoption of the proposal would lead o increased exposure to liability
on the part of comanies involved in hazardous wastes.

For purposes of the Tier One administrative remedy, the Grad Report recam

mends the adoption of rebuttable presutptions for the purpose of establishing
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czusation anZ Other factors. These presurptions would not be arclicable

to Tier Two tort actions. Their acceptance, nowever, in federal legislation 03
could affect the develomment of case law and state legislaticn in a variety

of contexts, including product liability.

The foregeing briefly summarizes a lengthy and complex set of proposals,
which should be considered in detail in making an assessment of their potential
impact. Such an examination should be included by campanies interested in
hazardous substances in any consideration of possible legislative activity with
reference to federal product liability or workmen's compensation law. Although
the Grad Report does not purport directly to affect either of these areas, it
is likely to play a2 role in congressicnal deliberation on these related areas
insofar as hazardous substances are concerned.

242

Daniel B. Silver
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CLEARY, GOTTLIEB, STEEN & HAMILTON
1752 N STREET. N. W.
WASMHINGTON, B. C. 200238

{202 728-2700

November 18, 1982

MEMORANDUM FOR AIHC BOARD OF DIRECTORS

Re: Legislative Issues in 1983

The attached tabulation describes in brief form
the principal legislative provisions concerning chronic
health hazard science issues, agency listing and science
panels that are contained in legislation expected to be
reconsidered during the 98th Congress. An Executive

Summary of these provisions is also provided.

ke

R. Bruce Dickson
Eric C. Jeffrey
John A. Menke
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MAJOR RELEVANT LEGISLATION TC BE RECONSIDERED IN THE 98TH

1) Environmental
Research, Development

CONGRESS

Executive Summary

and Demonstration
Authorization Act, 42
U.8.c. § 4365

2) Clean Air Act, 42
U.S.C. § 7401 et seqg.

3) Federal Water
Pollution Control
Act, 322 U.S.C. § 1251

et_seq.

4) Resource
Conservation &k

Recovery Act, 42
U.5.C. § 6901 et seg.
5) Safe Drinking

Water Act, 42 U.S.C.
§ 300f et seq.

Sets up Science Adviscory Board and
reguires EPA to use it for
determinations under specified sta-
tutes.

a) Ambient Air Quality Standards
—- EPA pets standards necessary to
protect the public health.

b) Hazardous Air Pollutants -- EPA
controls air pellutants which may
be expected to cause an increase in
mortality or illness.

¢) HBalocarbons -- EPA controls
substances which may be expected to
affect the stratosphere.

d) Motor Vehicles -- EPA sets
standards for pollutants that may
be anticipated to endanger health
or welfare.

a) Toxic Effluents =-- FPA lists
toxic pollutants and subjects them
to effluent limitations based on
best available technology.

b} Toxic Discharges -- Discharges
of substances presenting "an immi-
nent and substantial danger"” to
health or welfare are prohibited.

EPA establishes criteria for hazar-
dous waste and sets standards for
its generation, transport, and dis-
posal.

a) Dripking Water Standards ==
Standards for contaminants which
"may have any adverse effect" on
health are to be set at levels at
which no adverse effects on health
occur.

1l
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6) Federal
Insecticide,
Fungicide and
Rodenticide Act, 7
U.5.C. § 136 et seg.

7) Texic Substances
Control Act, 15
U.s8.C. 01 et seq.

8) Ocean Dumpin
Act, 33 U.S.C. § 1401

et seq.

9) Consumer Product
Safety Act, 15 U.S.C.
§ 2051 et seg.

10) Foeod, Drug &
Cosmetic Act, 21

U.8.C. § 301 et seg.

b} Imminent hazards ~- EPA may act
to protect people from contaminants
which present an "imminent and sub-
stantial" danger tec health.

EPA may control use of or ban pes-
ticides that create "any unrea-
sonable risk to man or the environ-
ment."

a) Toxic Substances -- EPA may
test and regulate substances pre-
senting "unreasconable risk of
injury” to realth or environment.
Priority is given to substances
presenting "2 significant risk of
serious or widespread harm to human
beings."

b) Manufacturing and Processing
Notices ~-- EPA may temporarily pro-
hibit or limit manufacture of new
chemicals until evidence on their
health and environmental effects is
available.

EPA may issue permits for ocean
dumping if it will not "unres-
sonably degrade or endanger"
health, welfare, or the ocean
environment.

Commigsion may control or ban prod-
ucts that present an "unreascnable
risk" of injury.

a) Adulterated Food ~- Food is
considered adulterated if it con-
tains any substance that is indur-
ious to health or unsafe.

b) Feood Additives =-- An additive
is deemed to be unsafe if, after
appropriate teats, it is found to
induce cancer in man or animals.

¢} Color Additives -~ An additive
will be considered unsafe if, after
appropriate teamts, it is found %o
induce cancer in man or animals.

-2~
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Statutes

13

Envi ronmental Research,

Development and

Demonstratjon

Ruthorization Act —-

Science Advisory Board,
42 U.S.C. § 4365

Clean Alx Act,
r?‘Ol et seq.

42 U.S.C.

MAJOR RELEVANT LFGISLATION TO BE RECONSIDERED IN THE 98TH

CONGRESS

Scientific Criterla for Regulatjion

Requl atory Lists

§§ 7408, 7409 (National ambient air
quallty standarde) -- Administrator
nhall prescribe natfional primary
alr quality standards for air pol-
lutants, the attainment and
majintenance of which, based on air
quality criteria reflecting the
lnteat sclentific knowledge of
identifiable heslth effects and
allowing an adequate margin of
asafety, are requisite to protect
the public health. Pollutanta to
be considered are those which are

§ 7408 -~ Administrator
shall publish and revise
a 1iat of alr pollutants
which are emitted by
numerous mobile or sta-
tionary sources, which
may reasonably be antici-
pated to endanger public
health or welfare, and
for which air guality
criteria have not been
fseved. Criteria must be
{ssued within 12 months

Science Panels

Requires Administrator of
PPA to eatablish Science
Advipory Board (SAB) and
ta refer to it any docu-
ment.,, standard, Jimita-
tion or regulation under
the Clean Adr Act, the
Federal Water Pollution
Control Act, the Resource
Conservation and Recovery
Act of 1976, the Nolse
Conkrol Act, the Toxic
Substances Control Act,
the Safe Drinking Water
Act and any other auvthor-
ity of EPA. SAB must
prepare advice and com-
ments on the adeqguacy of
the scientific and tech-
nical bases of the pro-
posed criteria, document,
standard, limitation or
regulation.

§ 7409{a} --
Administrator shail
appoint a seven wmewber
independent ecientific
review commlittee which,
on Janvary ), 1980 and at
five year intervals
thereafter, shall com-
plete a thorough review
of the criterla estab-
1iahed under §740R and
the amblent alr quality
standards. The committee
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emitted from numerocus mobile or
statjonary sources and cause or
contribute to air pollution which
may ressonably be anticipated to
endanger public health or welfare.

§ 7411 (Standards of performance})
== The Administrator shall estab-
1ish standards of performance for
new stationary sources of air pol-
lutants. The standards "shall
reflect the degree of emianion
limitation and the percentage
reduction achievabhle through appli-
cation of the best technological
aystem of continuous emisaion
reduction.”

§ 7412 (Bational emission standards
for hazardous air pollutants) --
Administrator shall eatablish emis-
sion standards for air pollutants
not covered by ambient air guality
standards which cause, or contri-
bute to, alr pollution which may
reasonably be anticipated to result
in an increase in wortality or an
increase in seriocus irreversible,
or incapacitating revereible,
illness. The emimzion standards
shall provide "an ample margin of
safety to protect the public
health;:” if an emismion standard is
not feamible, a design, work
practice, or operational standard
which is "adequate to protect the
public health . . . with an ample
wargin of ssfety™ must be promul-
gated.

§ 7457 (Halocarbons) --
Administrator shall propose regula-
tions for the control of a

-2-

after the pollutant 1is
plsced on the list.

¢ 7412 -— Adminietrator
shall publish and revise
a list including each
hazardous pollutant for
which he intends to ea-
tablish an emiasion
standard.

8§ 7422 ~- Radloactive
pollutants, cadmium,
arsenic, and polyecyclic
organic matter shall be
included on the list es-
tablished by $7408 {F the
Administrator finds that
they cause or contribute
to sir pollutlon which

‘may reasonably be antici-

pated to endanger public
health.

shall make such
recommendations to the
Administrator as are
appropriate.

§ 7417 (Advisory commit-
tees) -- Administrator
shall, from time to time,
establish advisory com~
mittees to provide
aselistance in the
development and imple-
wentation of the purposmses
of the Clean Alr Act
including alr gqualiey
criteria, recommended
control techniques, and
to encourage continued
efforts on the part of
industry to Improve air
guslity. Committee mem—
bers must include persons
who are "knawledoeable
cancerning air guality
from the standpoint of
health, welfare, econowm-—
ice, or techmnology."
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subsatance, process, practice, or
activity which may reasonably be
expected to affect the stratosphere
{especially orone} if such effect
may reasonably be expected to
endanger pwblic health or welfare.
The requlations must “take into
account the feasibility and the
costs of achieving such control.”

§ 7521 (Emission standards for new
motor vehiclesa) -- Administrator
shall set emlssion standards for
alr polluotants emitted from any
class of new motor vehicles or
engines which cause, or contribute
to, air pellution which may rea-
sonably be anticipated to endanger
public health or welfare. Such
standards must take effect after
such period aa is necessary to per-
nit development and appiicetion of
the requisite technology, aiving
appropr i ste consideration to the
cost of compliance. Btandards for
particulate matter emissions in
1981 and later must reflect the
greatest degree of emisslon reduc-
tion achievable through the appli-
cation of technology that will be
avallable, giving sppropriate con-
siderntion to the cost of applying
asuch technology within the meces—
sary period of time. Emission con-
trol devices which wil) cause or
contribute to an unreasonable risk
to public health, considering
increases in unregulated pollutants
and the avajlability of altermative
devices, may not be used to comply
with such standards.

-3-
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Federal Water Pollution
Control Act, 33 U.8.C. §

1251 et seq.

§ 7545 (Regulation of fuel and fuel
additivea) —- Administrator may
control or prohibit manufacture or
sale of fuel or fuel additives an
emisaion product of which “"cauges
or contributes to air pollution
which may ressonably be anticipsted
to endangey the public health or
welfare.® The Administrator must
conwider nll relevant medical and
sclientific evidence avallahle to
him and must consider technologl-
cally or enomically femsible means
af achieving emissions standards
under §7521. Comntrol or prohibi-
tion of a fuel or fue) additive way
not cause the use of any other fuel
or foel additive which will produce
emissions that endanger public
health to the same or greater
degree.

§ 7571 (Adrcraft emission stand-
ards) —— Administrator shal)l set
emission standards for sir pol-
Jutants emitted by any class or
classes of alrcraft engines which
cause or contribute to air pol-
lution reasonably anticipated to
endanger public health or welfare.
The standards shall take effect
after such period as the
Administrator finds neceasary to
Permit the development and applica-
tion of the requisite technology,
giving asppropriate consideration to
the cost of compliance.

§ 1317 (Toxlic effluent standardsi

-~ Adwinistrator sha)l publish llst
of toxic pollutsnts listed in RRDC
Consent Decree and any others which

e

$ 1316 (National stand-
arde of performance} --
Adminlatrator will
publish and revise 3 list

AP00051800




Respnrce Conversation &
Recovery Act {RCRA} 42
6901 et seq.

“cause death, diseame, behavioral
abnormalities, cancer, genetic
mutations, physiological malfunc-
tions (including malfunctions in
reproduction) or physica) deforma~
tions, in euch organisme or their
offspring.“ Administrator may add
or remove pollutsnta from the list
taking into account toxicity, per-
siatence, degradability, presence
and importance of affected organ-
{iams, and nature and extent of
effects. Listed toxic pollutants
must be svbjected to effluent 1imi-
tations based on beat available
technology. Administrator may Im-
pove more stringent effluent stand-
ards on toxic pollutants, taking
into account same factors, and in
addition the extent to which
effective control is being or may
be achieved under other regulatory
authority. Any such effluent
atandard shall provide “"an ample
margin of safety.”

§ 1321 (Hazardous substance 1iabil-
ity) -—- Discharge of haxardous sub-
stances into navigable waters in
“reportable quantities,” as deter-
mined by the Administrator, is pro-
hibited. Hazardous substances are
those compounds which, when dis-
charged in any gquantity into navi-
gable waters “present an imminent
and substantial danger to the pub-
lic health or welfare.”

§§ 6921 - 6924 {Standards for
harardous waste and waste genera-
tors, transporters and treatwent,
storage and diesposal facilitles) —-
Administrator shall develop

5.

of categories of

pol lution sources,
including, at a minimum,
those stated in the sta-
tute. After a category
ia included in the list,
the Administrator shall
establish standards of
per formance for new
sources within such cate-
gory. The standards must
reflect the cost of
achieving the reguired
effluent reduction.

£ 1317 -- pee discussion
in Column II.

§ 692} (Listing hazardous
waste) —- Adwinistrator
shall 1ist hazardous
woastes that are subject
to regulation. Vaetes

AP00051801




Safe Drinking Water Act,
47 U.5.C. § J00f et geq.

criteria for identifying hazardous
waste and 1ist particular hazardous
wastes subject to regulation.
“"Hagardous waste®” 1s defined asa:
*S011d waste, or combination of
s0lid wastes, which because of ite
qguantity, concentration, or physi-
cal, chemical or infectioune charac-
teristics may {A) cause, or signif-
icantly contribute to, an increase
in wortality or an increase in ser-
tous irreversible, or incapacitat-
ing reversible, illness, or (R)
pose & substantial present or
potential hazard to huwan health or
the environment when Iwproperly
treated, stored, transported, or
disposed of, or othervise managed.”
Criteria for jdentifying character-
jetice of hazardous wastes must
toke into account "toxiclity, perxr-
slstence, and degradability in
nature, potential for accumulation
in tissue, and other related fac-
tors such as flamwability, corro-
siveness, and other harzardous char-
acteristics.” Regulations

identi fying the characteristics of
hazardous wastes and listing pesr-
ticular haxardous wastes must be
bagsed on the criteria. Btandards
for generators and transporters of
hazardous waske treatment, storage,
and disposa) facilities shall he
establ ished "ss wmay be necessary to
protect human health and the
environment.”

§ 300g-1(a), (b) (National primary
drinking water atandards) —
Adminietrator shall, within 18O
days of the Act’'s passage, issue
national interim primary drinking

-6-

may be added to the 1iet
upon petition by the
Governor of any state.

§ 3IN0j-5 {Hational
drinking water advisory
council) -- A fifteen
member council, with five
members from appropriate
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water standarde governing
contaminants in drinking water
which "may have any adverse effect
on the health of persona.” The
standarde were to "protect health
to the extent feasible® using gen-
erslly availasble technology,
treatment techniques and other
means which EPA found to bhe gen-
erally available (considering
costs). Based on an HAS report,
EPA is to establish recowmmended
waximum contaminant levels at which
*no known or anticipated adverse
effects” on the health of persons
occur and which allows an sdequate
margin of mafety. The national
primary drinking water regulations
are to set actual maximve contami-
nant levels as close to the recom-
mended maximum as is “feasible®
with the nee of the best generally
available terhnology. treatment
technigues and other mesns which
EPA finds are generally avallablae
(considering costs). These reguls-
tions are to be revised whenever
changes In techinology, treatment
techniques and other means permit
greater protection of the health of
persons.

§ 2001 (Emergency powers) -- If
state and local authorities have
not acted, the Administrator may
take such actions as he deewms
neceasary to protect the health of
affected persons from any contami-
nant which is presment in or likely
to enter a public water system and
"which may preaent an imminent and
substantial engsnderment to the
health of persons.”™

-7-

state and Jocal agencles,
five members from the
general public, and five
members from private
organizations demonstrat-
ing an active interest in
the field of water
hygiene and public water
supply. The counci]
shall advise, consult
with, and make recom-
mendationa to the
Adminjstrator on matters
under this subchapter.
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Federal lnpecticide,
Funqiclde and Rodenticide

Act {FIFRA), 7 U.5.C. §¥
136 et seq.

Toxic_Substances Control
Act [TSCAJ, 15 U.S.C. ¥
2601 et seq.

§ 136a(c) (Registration), % 136a{b)
(Cancellation) —— Registration
shall be denied or concelled if the
pesticide poaes “any unressonsble
risk to moan or the environment,
taking into account the economic,
social and environmental costs and
benefits.“

§ 136a{a), § 136d(b)
(Classification) ~— A reglstrable
pesticide will be classified for
restricted vse 1f, absent regu-
latory restrictions in addition to
lnetructions on use, it may gen-
erally cause unressonsble risks to
the environment.

$ 1359(c) (Suspension) -~ A pes-
ticide whose use poses an “imminent
haxard™ wmay be suspended if contin-
ved use "would be likely to result
in unressonable adverse effects on
the enviromment™ pending cancel-
Jaticn proceedings.

§ 2603(a}{Testing) -- The
Adminietrator may requlire testing
of a substance which “may present
an unreasonable risk of injury to
heslth or the environwent® (or to
which human or environment expasure
may be “significant® or "substan-
tial”) iFf the datas to be provided
by the tests are neceasary to
assess whether there is an unreas-
sonable risk.

§ 2603(f) (Priority regulation) --
Whenever information demonstrates
"that there may he a reasonable
bz=sis™ to conclude that a suhstance
presents "a significiant risk of

—fi

§ 2603(e) (Priority list)
~= A committee of eight
members from varjous
federal agencies shall
develop a list of chemi-
cal substances, based on
several factors focusing
on the guantity manu-
factured and the threat
and extent of exposure,
in the order that FPA
should take action under
$2603(a) with respect to
the substences. In
making vp the Jist, the
committee shauld give
priority to those

¢ 136w{d)—— Administrator
must submit.to Scientific
Advisory Panel notices of
intent to cancel, actions
to suspend and proposed
and final regulations.
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serious or widespread harm to human
beinges from cancer, gene motations,
or birth defects,” EPA must, within
180 days, publish 2 finding of no
unreascnable risk or commence a
proceeding to regulate the sub-
stance so a8 to prevent such risk
or reduce it to » sufficient
extent.

§ 2604 (Manufacturing and
processing notices} -~ If EPA lacks
nufficlent information to permit »
reasonable evaluation of the health
and environmental effects regarding
& new chemlca) or significent new
use, which "may present an unrea-
acopable riek of injury” or to which
there is likely to be “substantial®
or "significant™ huean or envi-~

ronmental exposure, EPA way lesuve a-

proposed order (enforceable only by
court order if properly objected
to)} or may seek a court order to
temporarily prohibit or 1imit wanu-
facture or processing until suffi-
clent evidence hecomes avallable.
If EPA has a "reasonable basis® to
conclude that the asubstance pre-
sents or will present en unrea-
sonable risk of injury to health or
the environment pefore a rule can
be promulgated under section 2605,
EPA wmay (1) ifasue a proposed,
immediately effective rule uvnder
section 2605(a) or (2) 1seue a pro-
posed order {or seek s court order)
probibiting or limiting manufacture
or processing.

§ 2605(a} {Regulation) -~ If there
is a "reasonable basis” to conclude
that a chemical “presents or will

-9-

substances and wmixtures
that "are known to cause
or contribute to or which
are suspected of causing
or contributing to can-
cer, gene mutations, or
birth defecte.”

§ 2604 -- By rule, EPA
way complle and updste 2
1iet of substances with
respect to which EPA
finds that the wanu-
facture, proceseing, dis-
tribution in commerce,
use, or disposal “pre-
sentes or may preaent dn
unreasonable risk of
injury to heplth or the
environment."
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Ocean Dunpin? Act, 33

U.5s.¢c. Y130

et eeg.

present an unreasonable risk of
injury to health or the environ-
ment,”™ after consideration ofx (1)
effects on health and the wagnitude
of human exposure; (2) effects on
the environment and the magnitude
of environmental exposure; (3) the
bencflte of the substance and the
avallability of substitutes; and
{4) the reasonably ascertainable
economic consequences, considering
the effects on the national
economy, small bueiness, technolog-
ical innovation, the environment
and public health, EPA shall regqgu-
iate the subetance "to protect ade-
quately against such risk using the
least burdensome requirements.”

§ 2606 {(Imminent hazards) - EPA may
start a civil nction against the -
manufacturer or processor for sei-
zure of chemicals that are “immin-
ently hagardous” or for other
relief. A court may grant any
relief necessary to protect health
or the environment froms an unrea-
sonable risk.

§ 26n7(e) (Substantial risk notifi-
cations) —- Any manufacturer,
processor or distributor of a chem-
ical who obtains information which
"reasonably supports™ the conclu-
sion that that chemical presents a
“substantial riek of injury te
health or the environment” must
immediately inform EPA of such
information.

§ 1412-13 (Permits) --
Administrator may jissue permits for
dumping §f it will not

-10-
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Coneumer Product Safety
Act, )5 U.s.C. ¥ 2051 et

seg.

Food, Drug & Coemeltjc Act

21 1.5.C. § 301 et peq.

“"unreasonably degrade or endanger
human health, welfare, or smeni-
ties, or the marine environment,
ecolagical systems, or economic
potentialities.”

§ 2056 (Consumer product safety
atandards) —- Commlesion may
prowulgste standardes containing
requirements expreseed in terms of
performance requirements or
requirements relating to clear and
adequate warninges and instruction.
Any requirement shall be “rea-
sonably necessary to prevent orx
reduce an unresasonable risk of
injury assocliated with such prod-
uct.”®

t 2057 (Banned hazardous products)
-— Commission may ban » consuwer
product that presents an “unrea-
sonable risk®” of Iinjury and for
which no feasible consumer product
safety standard would adequately
protect the public from the riek.

§ 2061 {Ymwinent hazarde) —-
Commission may File m court action
for selzure of an "imminently
hazardous consumer product®”
{defined as a product which "pre-
sents imminent and unreasonable
riek of death, serious illness, or
severe personal injury”).

§ 342 (Adulterated food) —- Food
is coneidered to be adulterated, if
inter alia, (1) it contsins any
poimonous or deleterfocus substance
which may render it Iinjurxioums to
health {or, in the case of an
intrinsic substance, the guantity

~-11-

§ 376 {Color additives)
-~ Secretary is to create
separate lists of color
additives certified for
uee in or on food, for
use in or on druge, and
for use in and on

§ 2077 (Chronic hazard
advisory panels) ——
Commission shall appoint
a seven member panel made
up of Independent
scientiets to advise the
Comminssion on issues
relating to the chronic
hezarde of canceyx, hirth
defectn, and gene muta-
tions associated with
consumer producte. The
Commiasion may not iesue
proposed regulations
relating to cancer, birth
defects, or gene mutation
until it has received the
report of an advisory
panel.

§ 346 {(Tolerances) --
Upon request of a peti-
tioner or if the
Administrator deems it
necessary, the
Administrator shall sub-
mit dats to an advisory
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of such substance ordinarily cosmetics, baaed on
renders it injurious to health); whether they are safe and
(2) if it besrs any added polsonocus suitable for such uses.
or deleterious mubstance which ie

unsafe [other than certain

otherwise regulated substances);

and {3) 1f it conaiste in whole or

in part of any filthy, putrid or

decomposed substance, or is

otherwise unfit for food.

$ 346 {Toler>nces) -~ Tolerances
may be set for poisonous or dele-
tericus substances added to food,
if substances cannot reasonably be
avoided in the production of the
food, at the level necessary for
the protection of public health.

$ 348 (Food additives) -~ The
Secretary may {ssue 3 regulation
prescribing the conditions under
which a food additive may be used,
if the food additive baas been ade-
quately shown through scientific
procedures to be safe under the
conditions of its intended umse. An
additive will not be considered
safe "if it is found to induce can-
cer when ingested by man or animal,
or it is found, after tests which
are appropriste for the evaluvation
of the safety of food additives, to
ipduce cancer in man or animal.®

§ 376 {Listing and certification of
color additives) -— R regulation
allowing the use of a rolor addi-
tive may be put into effect if the
color additive is safe wnder pro-
poesed conditions of use. A color
addttive shal)l be conanidered unsafe
"far any use which will or may

—}2-

committee to perform an
independent astudy of the
data. The advisory com-
mittee is to consiet of
competent experts selec-
ted by the NAS and wmust
contain one or more rep-
resentatives from land-
grant colleges. The
report and recom-
mendations of the commit-
tee are to be considered
by the Adminstrator in
the decision as to an
appropriate tolerance
level.

§ 376 (Color sdditives)
-~ Upon reguest or at the
Secretacy’s Initlative,
scientific guestiona
regarding color additives
are to be referred to the
advisory committee of
qualified experts, to be
selected by the NHAS.

The Sub-Cabinet
Worklng Group has pro-
posed that a Food Science
Advisory Committee be
created to adviwe the
Secretary on cancer and
other food safety issues.
1f further data eval-
vation is needed, a
Science Evaluation
Committee s to be
formed. Where a food
additive is thought to
induce cancer, the
Secretary must submit the
data to the Food Science
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result in ingestlion of all or part
of such additive, if the pdditive
is found by the Secretary to induce
cancer vhen ingested by man or ani-
wal, or if it l« found by the
Secretary after tests which are
appropriate for the evaluation of
the safety of additives for use in
food, to induce cancer in men or
animal® and shall be considered
unsafe "for any use which will not
result in ingestion of any part of
such additive, if, after tests
which are appropriste for such use,
or after relevant exposure of man
or animal to such sdditive, it is
found by tha Becretary to induce
cancer in wan or animal,”

The Bub-Cabinet Working
Group's latest proposals for an
administrative position include:
(1) definition of "safe™ an "a rea-
sonahle certainty of no significant
risk, baaed on adsquate sclientific
data, uvnder the intended conditions
of use of a substance;” (2) codifi-
cation of judicial de minimis rule
for food contact subhatances; (3)
clarification of Delaney Clause as
applying (a) to additive as a
whole, {b)} only where qualified
experts find risk of cancer to man
snd (c) only where risks outweigh
health benefits from additive use;
and [4) allowance of use of risk
assessment procedure to determine
safety.

~13-

Advisory Committee Or to
a Science Evaluation
Advisory Committee.
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tlumane Care and

Tn Research Act, H.R.
6928 and §. 2948
{Proposed Legislation)

The legislation strengthens
existing federa) laws concerning
the proper trestment of laboratory
animals. The bills would reqguire
laboratories receiving federal
funds to set up animal care commit-
tees to monitor the experimental
use of snimals; set standsrds for
the snimals’ care and trestment,
and provide awards to researchers
who develop slternatives to animsl
experimentation. The Honse bill
also would reguire accreditation of

laboratories.

-1d~
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