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Every year if not every day we
have to wager our salvation upon
sone prophecy based upon i nperfect

know edge.
Justice Aiver Wendel |l Hol nes, Jr.



FOREWCRD

Popul ati ons of the California brown pelican dwi ndle in nunbers.
Research results show that reproduction has seriously decreased
due to contami nation of the pelican's food by residues of DDT

VWrkers in plants manufacturing vinyl chloride, a major product
of the petrochem cal industry, are stricken with a rare form of
liver cancer. The disease is traced to inhalation of vinyl

chl oride particles.

Chenists studying the earth's outer atmosphere recognize the
cruci al inportance of a delicate ozone |ayer shielding the
earth's surface fromharnful ultraviolet radiation. Sone sug-
gest that current nassive em ssions into the atnosphere of

fl ourocarbons, w dely used as propellents in aerosol sprays,
could be di mni shing the ozone layer, with catastrophic results.

These are but a few exanples of the many conmonly used products
of modern industry which in recent years have been found to
have produced tragic and unexpected side effects or which have
been suspected of leading to such results. The common thread
of tragedy in these several cases has been the | ateness of the
warning that all was not well. |In nmost cases it was only the
occurrence of injuries which led to an understanding of the
danger involved. Even when awareness of a risk was gained in-
dependently of actual casualties, nmany years of possibly
hazardous exposure had already been permitted to occur.

Hazardous products and |egal neasures for their control are the
subj ect of the present study. The focus of attention is the
extent to which existing laws and |egal principles can cope with
the probl em of unrecogni zed environnental hazards. The body of
Gernman and American law is surveyed, to ascertain how effective
current regulations nay be in ensuring that hazardous products
are recogni zed at an early stage and then adequately controll ed.

The key to effective regulation is seen to be the requirenent
that products be tested prior to initial marketing. |In certain
areas of especially serious risk, as in the field of chenica
subst ances, a conprehensive systemof testing under close
governmental supervision is considered to be warranted, and the
US Toxi ¢ Substances Control Act of 1976 is exam ned and judged
an excel l ent nodel of such a system For nore general appli -
cation, a less stringent statute is proposed, which would cal
for product testing by the manufacturer and provide for confi-
dential filing of testing records with the governnment subject to
later publication if claims of injury are reported



As this study makes clear, the problemof products which pose
unrecogni zed envi ronnental hazards has gained increased atten-
tion fromgovernments in recent years. It is hoped that this
survey of laws and regul ations, existing and proposed, will

offer a useful range of choice to persons seeking appropriate

legal tools for the control of the new and as yet unsuspected
envi ronnent al hazards which the future holds in store.
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I NTRCDUCTI ON

In this era of econonic difficulties invirtually all western
industrialized societies, environmental regulation is frequently
indicted as an unnecessary encunbrance or even as antithetica
to economic growh. This perspective tends to ignore the fact
that the w despread awakening of environmental consciousness

in the past decade has conme at the climax of an al nost un-
precedented period of industrial growh throughout nuch of the
world. Deterioration of the natural environment, and of the
nore artificial environnments of towns and cities as well, has
been largely a side effect of nan's productive activity, a by-
product of his industry. Eforts to protect the environnent
often require changes in nethods of production. These changes
soneti nes inpose econonic burdens; on other occasions or from
ot her perspectives they are a boon to economc activity. The
intimate rel ati onship, however, between productive activity and
probl ens of the environment is beyond dispute.

The environmental probl ens which result fromproductive activity
may be sinple or conplex, easy to remedy or intractable, clear
to the eye or unsuspected. In seeking to assess the range of
environmental inpacts, it is helpful to consider the process of
production in terns of three stages: (1) the gathering of re-
sources; (2) fabrication or production proper; and (3) the

use and ul timate di sposal of products.

Harmto the environnment may arise at the initial stage of
gathering or adapting raw materials for the production process.
Here the effect may vary fromextinction of a species of wild-
life to displacenment of a local environment - a forest destroyed
by clear-cutting or a town swallowed up by an open-pit mne -

to disfigurenent of a |andscape or pollution of the surrounding
environnent, as by the |eaching of poi sonous substances into
streans and water supplies.

Q her environmental harns occur in the production process itself,
especially by the dispersal of pollutive substances into the air
and, via liquid and solid wastes, into streans, groundwaters and
eventual ly water supplies. Further harnful effects of production
processes i ncl ude t he eni ssion of excessive noise, radiation or
heat. 1In all these cases two distinct environments may be
affected - the surrounding environnent w thin which the pro-
ductive installation is located, and the much nore acutely
affected environment of the workplace itself. The relevant
surroundi ng environnent, noreover, varies with the type of
activity. For exanple, the environment affected by an auto
repair shop may be one city block; that affected by a steel

mll may be an entire region.
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Once the production process is conpleted, the product created
may itself pose a risk to the environnent. The product nmay be
dangerous for its intended use, threatening the health or safety
of its user or bystanders, or its use nay have undesirabl e side
effects upon the environnment, as by the em ssion of chem ca
subst ances whi ch disturb sone el enent of the food chain or of
the atnosphere. Finally, disposal of the product nay be diffi-
cult or hazardous, giving rise to probl ens of waste managenent.

It should be noted that these three najor stages of the pro-
duction process frequently appear to overlap. For instance, in
the clearing of a forest to create agricultural |and, a herbi-
cide may be enpl oyed which harns the surroundi ng environnent.
QO in the fabrication of industrial products, a toxic chemcal,
used as a lubricant for cutting tools, enters into the waste
products of production and creates a pollution problem In
bot h these cases the hazardous substance is in fact the out put
of a prior production process, and the essential question for
the regulator is that of the third stage of industrial pro-
duction: is the product being put to a proper use and I n an
accept abl e nanner ?

The law s traditional orientation has been one of hindsight,

| ooking to past conduct and legal relationships to deternine
the proper allocation of benefits and responsibilities in a
matter currently being adjudicated or newy legislated. The
| aw has hesitated to look forward, to settle conflicts before
they arise. Rather, judges and |egislators have tended to
assune, in accordance with a principle of judicial and |egi-
slative restraint, that it is best, or at least nore politic,
for the lawto deal with problens and injuries only once they
have becone nanifest. The accepted wi sdomhas dictated that to
try to forestall and manage risks is too conplex a task for
legal institutions, and perhaps an unnecessary one, since a
"mere" risk of harmnay never materialize into the pain and
deprivation which would demand a | egal judgment or a |egi-
slativereform(l).

Sci ence and technol ogy, however, perhaps aided by a free narket
econom ¢ system have forced the lawto face aworld in flux, a
world of ever new and mul tiplying production processes, nachines
and substances. By its dynamc nature industrial society con-
tinual ly produces new benefits and new probl ens. Lawrakers of
past generations had sone idea of what hazards the future held
In store. Bad sanitation m ght bring di sease and unt ended
forges mght start fires, but these dangers were known and
coul d be reckoned with. Today we find oursel ves another step
renoved fromcertainty, fearing unknown hazards and trying to
predict effects upon our environnments of substances with which
those environments have never before had to interact.
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Traditional approaches to commercial and industrial regul ation
are ill fitted to cope with problenms of this sort. Increasing-
ly, in recent years, the need for new approaches has been
recogni zed, as by one commentator on the probl ens associ ated
with chemcals in our food supply:

"For the first tine in his evolutionary history,
man is being exposed in an exponential fashion
to a large nunber of synthetic chem cals whose
long-termeffect is still largely conjecture..
(T)he record suggests that our governmental in-
stitutions are not now capabl e of ensuring that
benefits and costs are kept in sone reasonabl e
bal ance. In short, we are not masters of this
technol ogy. Qur technol ogi cal reach has ex-
ceeded our institutional grasp and the gap is
widening all the tine"(2).

Considering again the three stages of the production process,
it is evident that the fornms of regulation necessary for
environmental protection at the first stage, rawmaterials
exploitation, can be relatively straightforward. The inmmedi at e,
substantial and |ocalized nature of environmental effects at
this stage nakes the needs of the environment fairly evident.
Wiether the will exists to satisfy those needs, possibly at
consi derabl e economc costs, is another question. It is pos-
sible, however, to inpose requirements of prior officia
authorization at this stage of production at relatively |ow
admi ni strative expense. Such prior authorization requiremnents
are to be seen particularly in systenms of land use control,
nature protection and resources nmanagenent.

At the later stages of production and use, environmental harns
may be nuch nore difficult to recogni ze, neasure and predict.
This is, of course, not always the case. A plune of black

snoke froma factory chimey is clear to the eye; the nei ghbors
of a rendering plant cannot ignore its stench; and the un-
sightly inpact upon our roadsides of non-returnable bottles

and cans is evident to any notorist or pedestrian. But not all
harnful effects of products or production are so unnistakeabl e.
The factory's em ssions nay contain a substance which is unde-
tected or thought to be harm ess, but which turns out to produce
cancer or other disease in workers or neighbours after a |atency
period of ten or twenty years - as has sadly been the case with
asbestos fibers, kepone and vinyl chloride particles. The
finished product nay itself create risk of catastrophic environ-
mental alterations, as is now suspected of fl uorocarbon-
propel | ed aerosols, which nay be depleting the ozone | ayer of
the Earth's atnosphere, thereby subjecting humanity to sharply

i ncreased exposure to dangerous sol ar radiation(3).
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Even where the environmental harmis known and cal cul abl e,
econonic and political considerations nmay prevent or conplicate
control efforts. But where the harmitself is an uncertain one,
t he wei ghi ng of burdens and benefits becones very nuch nore
difficult, if the need to consider the potential environmenta
problemis evident at all. It is this subject area of uncertain
and unknown envi ronmental hazards which is the topic of the
present study. The focus of our attention will be upon those

l egal requirenments which encourage the study and investigation
of possible hazards to health and the environnent, particularly
those hazards which m ght be associated with the products of

i ndustry.

Thi s discussion will concern | aws, |egal principles and pro-
posals for legislation in the United States and the Federa
Republic of Germany(4). For both countries our enquiry will
largely be restricted to legislation at the Federal |evel,

al though certain legal principles not specifically of Federal
originwill be discussed as well. It may be noted that these
two countries are anong the world s nmost heavily industrialized
and al so are anong those with the nost highly devel oped systens
of environmental protection |egislation. The conbination of
these two factors nakes the legal situations in these countries
an appropriate context for study of the regulation of uncertain
envi ronnental hazards, a subject still at the frontier of
adequat e | egal control

Efforts to control uncertain hazards al most al ways involve an

i ncrease in governnental restriction of private conduct. Some
degree of personal freedom wusually of an econom c nature, nust
be sacrificed for the sake of protecting the conmmunity at
large. It therefore is highly inportant that the restrictions
i nposed be no broader and no nore rigorous than necessary to
achi eve the desired degree of protection.

e purpose of this survey of legislation and other |ega
controls is to explore the variety of approaches which may be
taken in seeking such protection. Consideration will first be
given to the effectiveness of traditional private |aw prin-

ci ples, as they have devel oped in recent years, in coping with
uncertain hazards. Then attention will focus upon |aws directed
to particul ar substances which are considered hazardous, passing
next to the type of law which regulates a category, nore or |ess
extensi ve, of products considered hazardous as a group. Then
statutes still broader in scope, establishing a protective
regine with respect to some general aspect of the environment,
will be studied for their contributions to the control of
hazardous products. W shall next consider recent |egislation
regul ati ng chem cal substances, a broad category of products
conpr ehendi ng many sources of environnental risk. Finally, a
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different statutory approach, to the control of hazardous pro-
ducts will be proposed, conprehensive in application but calling
for a formof conpliance which would be relatively sinple and

i nexpensi ve.

Contrasting the various approaches to the regulation of products
whi ch may pose environmental hazards rmay suggest where the scope
and degree of regulation in Germany and the United States have
been insufficient, and where they have perhaps been nore ex-
tensive than necessary. For persons concerned with | egal systens
| ess conprehensively devel oped in the control of product hazards,
it is hoped that this study will help to clarify the |egislative
options available and the factors which may influence a choice
anong t hose options.
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PRI VATE LAW CONTRCLS

In a somewhat sinpler age, risks of future harmwere natters
for private calculation, with the state and its law inter-
vening only when risk had becone fact and an answer was needed
to the question of who was to suffer on account of the harm
whi ch had been done. The mechanismof this intervention was
the law of torts and of contracts, and the prinmary guides for
distribution of |osses were the rules of liability for negli-
gence and of contractual liability, respectively.

R ghts of contract generally provide little protection from
product-related injury. The purchaser, user or consuner of a
manuf act ured product nost likely will have no direct contractua
rel ati onship with the manufacturer. Manufacturers' warranties
which do extend to the purchaser are generally limted to the
val ue of the product sold. The bystander and the general public
which may be threatened with injury froma product al nost cer-
tainly would lack any contractual claimto conpensation. Even
where a person who mght be injured does contract directly with
the manufacturer, the former is unlikely either to be in a
position to dictate or negotiate the terns of contract or even
to be aware of the problemof obtaining conpensation for such
injuries as m ght occur.

In case of injury attributable to a manufactured product, an
injured party is nore likely to look for a renedy to the |aw of
torts than to that of contracts. Over the centuries the |aw of
torts has gradual |y devel oped to provide a systemfor the al -

| ocation of |osses due to injuries in accordance with prevailing
social theories and val ues. Whatever systemof conpensation is
in force, however, looks to events of the past rather than of
the future; its nmajor concern is to nake financial adjustnents
for past injuries rather than to prevent future ones.

I ndeed, the threat of future liability for damages is not a
very effective neans of preventing injury. Particularly in
busi ness activities, the income to be earned today is a nmuch
nore powerful influence than the possibility of a debt to be
owed tonorrow. The wi despread use of liability insurance
further |essens the influence of such risks. Even where
hazards are obvious and extrene, soneone will produce and sel
al nost any product if the price is right. This is an inportant
reason why governnents have not been satisfied with private |aw
controls over product liability and have instituted an array of
coercive prohibitions and requirenents concerning hazardous
products which will be discussed in later sections of this
report. Wth respect to environnental hazards, the utility of
private law controls is further Tinmted by the probl em of
standing - the necessity that a conplainant prove his persona
interest in the natter at issue
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Despite these limtations, the rules of tort liability for
product-related injury are an inportant elenent of the context
within which legislation for the control of hazardous products
nust be considered. For that reason this section provides a
sumary of the requirenents and limtations of the |aw of pro-
ducts liability in the United States and Ger many.

Products Liability in the United States

In the common | aw countries conpensation of purchasers and the
public for injuries caused by dangerous products was for nany
years stymed by a confusion of matters of contract and tort
law. An English case brought in 1843 by a passenger injured by
a defective coach was decided against the plaintiff on the
grounds that he had no rights related to the contract of sale
of the coach to its owner(5). This case cane to stand for the
rule that product liability required the contractual "privity"
of a direct buyer-seller relationship. Exceptions gradually
devel oped covering articles treated as "inherently dangerous”
Finally, in 1916, the decision of Judge Cardozo in the case of
McPherson v. Buick Mdtor Co. (6) established the liability in
tort of a manufacturer for placing on the market a product
negli gently made.

The conpl exity of manufacturing processes, however, often makes

proof of negligence very difficult. This problemis exacerbated
by the injured party's frequent lack of access to information in
the manufacturer's control. This, anmong other reasons, resulted
in pressure to nake conpensation sinpler to obtain(7).

In recent years products liability has expanded well beyond

those cases in which negligence could be proved, at first by
inferring an inplied warranty of safety on the part of the
seller(8). The warranty of safety arose fromthe traditiona
common | aw warranties of nerchantable quality and fitness for
prospective use. This theory, drawn fromthe |aw of contracts,
was subject to many limtations and uncertainties, including the
fact that it mght be rendered inapplicable by sinply including a
di scl ai mer of warranty in the contract.

Most schol ars and many judges eventually arrived at a doctrine
of strict liability and tort. The Anerican Law Institute, an
influential body of scholars and practitioners, adopted the
rule that one who is engaged in the business of selling a pro-
duct, and who sells such a product in a defective condition

unr easonabl y dangerous to the user or consumer or his property,
is subject to liability for harmthereby caused (9). This rule
was further broadened by a decision of the Supreme Court of
California, which declared the follow ng doctrine:
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A manufacturer is strictly liable in tort when
an article he places on the narket, know ng that
it is to be used wi thout inspection for defects,
proves to have a defect that causes injury to a
hunman bei ng ( 10) .

Thi s case was brought by the purchaser of a defective power
tool, but the inplications of the holding were confirmed by a
subsequent deci sion of the same court that an autonobile nanu-
facturer's strict liability extends not only to purchasers and
users of a defective product, but to injured bystanders -
nenbers of the general public - as well (11). The courts of at
| east two-thirds of American states have followed California's
| ead(12).

In products liability cases the requirenent of a defect has cone
to fill the spotlight fornmerly taken by the requirenment of negli-
gence. The manufacturer still is not held absolutely liable

for any injury associated with his product. =~ The product nust

be proven to have been defective and such defect nmust be shown
to have caused injury to the plaintiff. Broadly speaking, the
prevailing interpretation of "defective" is that the product
does not neet the reasonabl e expectations of the ordinary con-
suner as to its safety. The nain distinction between the
showing required to prove a defect and that required to prove
negligence is that the defendant's know edge of the existence

of the defect is irrelevant in the forner case, whereas it nay
be essential for proof of negligence(13).

Wth respect to our subject, products posing uncertain hazards,
the distinction referred to can be a crucial one. A product
whi ch unreasonabl y endangers the user, the bystander or, we

m ght infer, the environnent in general, is a defective pro-
duct. The nanufacturer is liable for damage which such a
product causes, whether he is aware of the defect or not. Hs
prospective liability should encourage himto test and screen
his products nore carefully to avoid narketing defective
ones(14). Wiere the negligence standard applies, however, the
| ess known the better. The manufacturer's worry that he night
not be taking adequate safety precautions is |liable to be out-
wei ghed by a fear that, if he discovers a hazard, continued
production of a profitable commodity woul d becone clearly
negl i gent.

The distinction between negligence and strict liability be-
cones even nore inportant in viewof the problens of proof

whi ch commonly arise in products liability cases. Proof of
negligence on the part of a nmanufacturer often requires dis-
covery of the procedures followed in product design, nanufacture
and marketing. The existence of testing results on record in
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conpany files would be nore likely to harmthe defense than
help it. If such records reveal ed no danger, the focus of the
plaintiff's case woul d be el sewhere; but if they did suggest

a hazard, the narnifacturer's failure to heed such indications
woul d be strong evidence of negligence. Wiere the rule of
strict liability applies, however, discovery of the defendant's
production nmethods and testing procedures will generally be
irrelevant. The nanufacturer wll not have to worry that his
safety precautions will be used against himin court.

O course, proof of a defect will not always be easy. A
plaintiff nust al so prove physical injury, the crucial chain of
causation between the defect and the injury, and the fact that
the defect was present or potential in the product when it left
the defendant's control (15).

Moreover, not all hazardous products are defective. Aknife or

a gun - or a poisonous substance - is not defective by nature.
It is defectiveonly if its material, its nmanufacture or perhaps
its labelling or advertising cause it to be unreasonably
dangerous for a predictable use - "dangerous to an extent beyond

that which would be contenpl ated by the ordi nary consuner who
purchases it" (16). The essential issue in this sort of case
agai n becones one of negligence rather than of strict liability:
whet her due care has been taken to informthe consumer and the
public as to a product's dangerous characteristics.

In addition, the requirenent of unreasonabl e dangerousness has
provi ded grounds for bal anci ng the magnitude of danger agai nst
a product's utility(17). Products which, in the present state
of human skill and know edge, are unavoi dably dangerous have
been held not defective where their social utility outweighs
their risk. In effect, courts have refused to apply strict
liability to the manufacture of such products. Drugs such as
penicillin and cortisone are exanples, as is the transfusion of
bl ood, which nay produce hepatitis despite the taking of al
normal precautions(18).  course, for the manufacturer to be
secure against liability an adequate warning to the "purchaser
of these unavoi dably dangerous substances nust be provi ded.

Unfortunately, this exception fromstrict liability for un-
avoi dabl y dangerous products has been extended to products
whi ch are unforeseeably dangerous(19). The test of liability
agai n becones one of negligence, judged in the |ight of

know edge available at the tinme of sale. The manufacturer's
incentive to discover defects in his products di sappears, and
i gnorance is encouraged. The |ess known, the safer, for the
manuf acturer although not for the consumer and the environ-
ment (20) .
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The confusion over unavoi dabl e, unforeseeabl e and unknowabl e
defects derives from confusion over the rel ationshi p between
defect and danger in products liability cases. Anerican

courts have not settled upon a consistent rule establishing

the point in tine fromwhich a product's dangerousness is to be
calculated. ne schol ar has proposed the follow ng rule:

A product is defective if it is unreasonably dangerous
as marketed. It is unreasonably dangerous if a reason-
abl e person woul d concl ude that the nmagnitude of the
scientifically perceivable danger as it is proved to
be at the tinme of trial outweighed the benefits of the
way the product was so desi gned and nar ket ed(21).

Under this rule danger is still balanced against a product's
utility, but the manufacturer's actual or potential awareness
of that danger at the tine of production is no longer rel evant.
Whet her the product is defective depends upon an objective as-
sessnent of whether it woul d have been reasonable to place the
product on the market knowi ng of such dangers as nay be proven
at the tinme of trial. This rule does not encourage the nanu-
facturer to remain ignorant of his product's potential defects,
nor to conceal such know edge as is developed. n the contrary
the rule's reference to the product "as narketed" allows a
manufacturer to shield hinself fromliability by adequately
warni ng custoners of the dangers associated w th unavoi dably
hazar dous products.

In summary, the traditional rule of Anerican tort |aw, requiring
proof of negligence as a condition for the recovery of danages,
gives a manufacturer little if any incentive to study the hazards
whi ch m ght be associated with his products. Were the nanu-
facturer is held strictly liable for injuries attributable to
defects in his products, he will be encouraged to take pre-
cautions to assure that such defects are mnimzed. For this
effect to obtain, however, proof of a defect nust not depend

upon the state of know edge at the tinme a product is narketed,
for this mght discourage a close evaluation of a new product's
potential risks. Rather, any indications of danger proven at
trial should be recognized as relevant to the issue of defect in
a suit for recovery of danmages resulting froma hazardous
product .

Products Liability in Gernany

In Germany problens of products liability are dealt w th under
the rubric of Schadensersatzpflicht, the duty to conpensate for
injury. The basic principles defining this duty are stated in
sections 823 and 831 of the Gvil Code(22). Section 823(1) sets
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forth, the basic standard for tort liability, a negligence
st andar d:

"Whoever intentionally or negligently offends against
the life, body, health, freedom property or other
right of another contrary to lawis obliged to com
pensate the latter for injury resulting thereby."

Section 823 (2) declares the same liability to ensue upon
violation of a statute designed for the protection of others,
where injury is done to interests comng within the scope of
that protection(23).

An individual's liability under section 823 nay arise from
sources not directly related to his personal conduct. Thus a
manuf acturer nmay be held |iabl e under section 823 (1) for in-
adequat e organi zati on of the production process under his
ultimate control even if the nore inmmediate cause of injury is
the inattention of an enployee. Section 831 explicitly renders
a principal, such as an enployer, liable for damage to the
interests of third parties where such damage is inflicted by
his agent in the course of the latter's performance of his
duties. The principal is, however, protected fromsuch |i-
ability for the acts of his agents where he has taken reasonabl e
care in the selection of those agents and, to the extent
relevant, in their supervision and the provision of equipnent
for their use.

In a commercial context, the duties described are summed up in
the concept of Verkehrssicherungspflicht, the duty to assure
the safety of commerce. This principle requires every pro-
ducer to conduct himself, within the scope of reasonabl eness,
so as not to allow causes of injury to others to arise within
the area of his control (24).

As the theory of products liability has developed in Gernan | aw,
those defects which nay give rise to liability have been
categorized according to their cause or origin. Liability
either to a user or a bystander injured by a product nay result
from (1) mstake or oversight in a product's design or com
position (Konstruktionsfehler); (2) defective fabrication of
the particular product which caused the injury (Fabrikations-
fehler); (3) failure to provide adequate notice or warning of
ri sks posed by the product (Instruktionsfehler); or (4) failure
to nonitor the product's safety subsequent to narketing

(Pr odukt beobacht ungsf ehl er) (25).

As this categorization suggests, the manufacturer bears a con-
tinuing responsibility with respect to his products, fromthe
stage of invention and design, through that of production and
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marketing, to the oyerseeing of the product in public use.
Injuries attributable to defects of any of the above-described
types may result in the manufacturer being held liable, with
one inportant exception. This exception is the Fabrikations-
fehler, the defect due to faulty fabrication of a specific
manufactured item \Were the defect is caused by an enpl oyee
or by faulty equi pnent, but the manufacturer has taken reason-
able care in the selection, direction and supervision of that
enpl oyee, the manufacturer hinself may be shiel ded from persona
liability by BGB section 831. In such a case, however, the
manuf acturer still may be held liable for a faulty organization
of the production process (Herstellungs- or Q ganisationsfehler) .
This fifth source of liability under B&B section 823(1) may, in
effect, render the manufacturer liable for the Fabrikations-
fehler attributable to his enployee or to the technica

mal function of his plant (26).

Premarket testing of products is particularly relevant to two
of the responsibilities discussed above: the responsibility
for product design and for the organization of the production
process. Adequate testing rmay protect a nanufacturer against
liability for a Konstruktionstehler, a defect in conposition or
desi gn which renders a product inappropriate for its projected
use. Wth respect to potentially hazardous products, prenarket
testing might also be necessary to avoid liability for an

O gani sationsfehler, a defect arising from faulty organization
of production - possibly a failure to carry out adequate
quality control of individual manufactured itens. QCccasional
defects in individual itens will not be likely to do great
environnental harm For protection against products hazardous
to the environnent, the prinmary concern is to assure acceptabl e
product design and conposition. Therefore the focus of this

di scussion wi Il be upon liability for Konstruktionsfehler(27).

In order to avoid liability for faulty conposition or design of
products, the nmanufacturer may need to engage in a progranmme of
testing and experimentation before entering upon mass production.
The extent of testing required will be determned by the current
state of the technical art, as well as by the uses to which the
product may likely be put and by the character of the prospective
users. The producer's efforts nmust denonstrate reasonabl e care
to assure that his product is so constructed as to present no
unr easonabl e source of danger to the average user in regard to
any foreseeable use of the product. The producer is obliged to
consider all realistically foreseeabl e uses, even those which
are not specifically intended. One comrentator offers the
sinpl e exanpl e of a chair, the manufacturer of which ought to
anticipate its possible use in the household as a substitute

for a ladder (28). Simlarly, a pesticide nmanufacturer shoul d
foresee that an insecticide designed for garden use m ght be
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used indoors. To avert liability for resultant injuries he
shoul d either assure the product's safety for indoor as well as
out door use or he shoul d provi de adequate warning to the con-
suner of the danger invol ved(29).

As noted above, the basic standard in German |aw for assessing
liability for injuries resulting fromthe sorts of m stakes
described is a negligence standard. However, in Germany as in
the United States the conditioning of products liability upon
proof of negligence has led to unsatisfactory results. The
steadily increasing risk of injury due to nmanufactured products
and the ever greater difficulty of ascertaining who m ght have
been at fault in a particular case have created pressure to
ease the conditions precedent to recovery of conpensation. In
Ger many, however, the negligence standard has not been super-
seded; rather, upon certain conditions being nmet, the burden
has been shifted to the defendant manufacturer to prove that he
has not been negligent.

The present distribution of the burden of proof in products
liability cases is well illustrated by two fairly recent

deci sions of the Federal Suprene Court: the Hihnerpest Fall

(Chi cken Pest Case) of 26 Novenber 1968(30), and the Mercedes
Fall (Mercedes Case) of 28 Septenber 1970(31). The forner case
invol ved a chi cken vaccine the use of which resulted in the
death of a large proportion of the innoculated fow; the latter
concerned an autonobile accident apparently resulting froma
defective brake systemwhi ch caused the plaintiff's car to skid
across a highway divider into oncomng traffic.

According to the rule of these decisions, the plaintiff in a
products liability suit need offer only a prina facie case
(Bewei s des ersten Anscheins) indicating that a defect in the
defendant™s product has caused himinjury. For such a prinma
facie case to suffice, the facts offered nust, according to
normal |ife experience, indicate a definite course of events
pointing toward the defendant as responsible for the injury in
quest i on.

The Hihner pest deci sion established that, upon proof that the
plaintiff's injury resulted from an objective defect within the
organi zational domain of the producer, the burden then rests
upon the producer to prove that he was not responsible for that
defect, i.e. that he was not at fault. The court observed in
its decision as foll ows:

"Where the source of uncertainty lies in the donain
of the producer, so it adheres also to his sphere

of risk. It is thus appropriate and reasonabl e that
the risk of being unable to prove the lack of fault
be his concern"(32).
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The shift of the burden of proof in the Hihnerpest Fall occur-

red only upon the plaintiff having proven that a defect "in the
donmai n of the producer” had caused the injury. These elenents

of proof may, however, be unattainable, particularly in circum
stances where the plaintiff |acks access to vital evidence.

In the Mercedes Fall no nore than a prina facie showi ng was
required on the issues of defect and causation, because a nore
conpl ete proof had been obstructed by the defendant's destruct-
ion of the relevant evidence - the allegedly defective brake
parts had been replaced and di sposed of. nhce that prina facie
showi ng had been made, the burden rested with the producer to
respond with a showing of concrete facts fromwhich the serious
possibility could be inferred that no defect existed or that
anot her cause had produced the injury. Abstract suspicions or
nere suggestions of other conceivabl e chains of causation will
not suffice to protect the defendant. Thus, in the Mercedes
Fall, careless driving could as well have caused the accident
as defective brakes, but the defendant offered no positive

evi dence to support such a theory and so could not overcone the
plaintiff's Anschei nshewei s (33).

Apparently a prima facie showing of this kind will shift to the
def endant the burden of naking substantiated factual allegations
with respect to the proof of a defect and the proof of a causal

rel ati onship between that defect and injury to the plaintiff.

G ven an unrefuted Anschei nsbeweis on these issues, the rule of

the Hihnerpest Fall WIT shift the burden of proof on the issues
of fault and liability to the defendant (34).

The range of defendants to which the above-described rul es
easing the requirenents of proof will apply is not yet certain.
The easing of probative requirenents was a response to the
near-inpossibility of definitely ascertaining responsibility
for a defective product of a |arge-scale nmanufacturing
operation. A shift in the burden of proof is |ess appropriate
where the defendant's establishment is a small one, for which
an outside party's oversight of its procedures would be nore
practical. It has been observed that strict theory mght limt
the rul es of the Hihnerpest and Mercedes cases to actions

agai nst | arge-scale nanufacturers, but that in practice any
such lintation would be an arbitrary one, so that for the
sake of judicial certainty the reversal of the burden of proof
should apply with respect to all manufacturing enterprises(35).

Al though easing the plaintiff's duties of offering evidence
and sustaining the burden of proof facilitated the conclusion
that plaintiff's injury resulted fromfaulty conduct within
the sphere of the manufacturer's control, the legal rationale
for holding the manufacturer liable remained unclear. In a
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case of Konstruktionsfehler, faulty product design or con-
struction, was the manufacturer to be held vicariously liable
for the nistakes of his enployees, or was the fault his own
failure to oversee the product devel opnent process adequatel y?
In a recent case, known as the Feuerwerkskoérper Fall (Fire-
works Case) of 19 June 1973 (36), the Federal Supreme Court

el ucidated the distinctions between these theories of liability,
recogni zing both as tenable grounds for hol ding the nanufacturer
responsible for faults occurring within his enterprise.

In the Fireworks Case the Suprene Court made clear that |i-
ability based upon either theory depends upon at |east a prina
facie showing that plaintiff's injury was caused by a defect
arising within the organi zational realmof the manufacturer.
Upon such a showing the shifting burden of proof requires the
manuf acturer to denonstrate that he was not at fault. In this
case the defendant's offer of proof was ained solely to defend
agai nst a clai mof O ganisationsfehler, contending that a con-
tinual, strict supervisory regime underlay the production pro-
cess and that the technical facilities guaranteed proper
constructi on.

The court observed that under BGB section 831 the nanufacturer
al so stands accountable for his enployees' blunders, but noted
that the plaintiff normally nmust prove that his injury resulted
fromthe blunder of a particular enployee. In product Ii-
ability cases, however, the injured party frequently | acks

power to oversee the extent to which particular hunman failures
may produce defective products. The court therefore found it
appropriate to shift the burden of proof with respect to

section 831 liability, as had al ready been done with respect

to section 823. The defendant was required either to prove
specifically that his production method excluded all possibility
of accidents due to enployee blunders - that it was fully auto-
mated - or that each and every enpl oyee had been adequately

sel ected and supervised. Having failed to offer such an affirm
ative defense, the nmanufacturer was held |iable under BGB
section 831(37).

In general, then, it has becone the producer's concern to explain
the factual causes of product-related injuries. The |anguage of
the Mercedes deci si on suggests, noreover, that the producer

nust arrange to be informed pronptly of performance and safety
test results and of possible nishaps in the production process.
If evidence as to the adequacy of his precautions is |acking,
the producer will pay the price. And the nore serious the

ri sks created by his products, the stricter will be the demands
upon the producer to be well inforned about their safety, both
before and after initial narketing(38).
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In contrast to the legal situation in the United States, the
German nanufacturer still nmay ayoid liability by proving that
he was not negligent —neither in the design or construction of
his product nor in the giving of instructions nor in the sur-
veillance of its use by purchasers. Practically speaking,
however it hag been said that only "perfectly organi zed enter-
prises" can attain the highneasure of proof required to
contravene the presunption of fault which the injured party's
prinma facie showing creates(39). A thorough systemof pre-
nmarket testing is advisable for the manufacturer who seeks to
be prepared to provide the level of proof required. Failure
to have engaged in such testing nay be viewed as equivalent to
the destruction of evidence by the defendant in the Mercedes
Fall. Testing mght have denonstrated whether or not a defect
exi sted; not having conducted such tests nay inpose upon the
producer the burden of proving by other nmeans that his product
was not defective and that his conduct was not negligent.
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SI NGLE HAZARD REGULATI ON

Al though devel opnents, in the lawof products liability have

i ncreased the responsibility of manufacturers and nade it nore
worth their while to be sure of the safety of their products,
private |law renedi es have never Been considered to provide
adequat e protection against all product hazards. Were spe-
cific hazards have Becone known, the state has often been
willing to provide |egislative solutions. The sinplest exanple
is the type of |awdesigned to control a particular harnful
substance, perhaps only with respect to particular uses. Such
laws may be of long standing, enacted in cases of special danger
despite the prevailing doctrine of |aissez-faire. Exanples are
the German Act of 25 June 1887 relating to the Trade in (bjects
Cont ai ning Lead and Zinc (40), which prohibits certain uses of
lead or zinc in eating, cooking, or food storage utensils, and
the Regul ation of 17 July 1934 for |nplementing the Regul ation
on Pest Control wth H ghly Poi sonous Substances (41), which
limts the use of arsenic in pesticides.

In recent times statutes or regulations for the control of
particul ar environnental hazards have generally been adopted
in reaction to sudden di scovery of the toxic nature of a sub-
stance or of a particular use of a substance which is not

subj ect to adequate control under existing law. Exanples in
both Germany and the United States are the controls inposed in
recent years over the use of DDT in pesticides and of lead in
autonotive fuel. In CGernany these problens required the en-
actment of new statutes (42); in the United States it was
possible to take adnministrative action under existing statutory
authority for the control of hazardous insecticides and air

pol lutants respectivel y(43).

Agai n, such laws or regul ations are designed to control the
producti on and use of specific products or substances re-

cogni zed as harnful. The problemof regulation is fairly
straightforward, its steps following logically fromthe

premi se that the substance concerned is known to constitute a
hazard. By scientific investigation, a tolerance |evel for

the hazardous substance nay often be established(44). Al though
the extent of the hazard posed may be uncertain, this uncer-
tainty sinply requires that the controls inposed provide a
greater margin of safety than m ght otherw se be necessary.
Restrictions may be inposed upon the presence of the substance
in particular products, in particular exposed portions of
products(45), or in products used for particul ar purposes. The
restrictions can be nmade to apply prior to nmarketing, and can
be enforced effectively by occasi onal random sanpling by
authorities, perhaps in conbination w th special |abelling,
packagi ng or other requirements. By these neans, a set of
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restrictions can he tailored to provide the degree of protection
of the puhlic and the enyi xonnent needed in a particular case.

In sone cases it may be possible, or politically necessary, to
control a specific hazardous substance by informal neans, with-
out instituting mandatory legislation. An illustrative exanple
is the reaction of authorities to the recently discovered
hazards posed by the group of chem cals known as pol ychlori nated
bi phenyl s (PCBs), whi ch have been described as "one of the nost
wi del y di spersed and abundant environnental contam nants"(46).
The chemcal stability of PCBs causes themto accunulate in the
food chain and in hunman tissue and therefore nultiplies their
hazard to heal th.

The sane properties of stability, however, nake PCBs a very
useful substance for industry. Their applications range from
food-wapping materials to pesticides, photocopying papers,
industrial lubricants and electrical insulating materials. The
various uses differ greatly in the extent to which they produce
|l oss of PCBs to the environnent (47). The use of PCBs in
electrical transforners and capacitors, for exanple, is a

rel atively non-contaninative use, at |east where the product
has a long expected life and, the likelihood of recycling

rat her than waste disposal is great(48).

A nunber of governnents, including those of Germany and the
United States, have therefore negotiated with the original
producers of PCBs, which tend to be few, to limt their pro-
duction to relatively safe uses. The US governnent gained the
agreenent of Monsanto Corporation, at present the only najor
US producer of PCBs, to distribute its products only for uses
in what are agreed to be nore or |ess "closed systens", un-
likely to add significant wastes to the environnent (49).

Such vol untary, econonmically "practicabl e" neasures to conbat
environnental hazards can be hoped to succeed only where pro-
ducers are few and alternative "safe" uses are available. They
may al so be useful as tenporary neasures to deal with newy
appeari ng hazards, while enactnent of conpul sory legislation is
under consi deration. Recent experience in the case of PCBs,
however, indicates that voluntary controls are not likely to
offer a satisfactory long-term sol ution.

Since institution of voluntary controls, sone neasurenents of
PCBs in the environnent have shown inprovenent, but others
indicate a still worsening situation(50). In consequence of
this continuing uncertainty, the US Congress included in the
recently adopted Toxi c Substances Control Act a provision out-
| awi ng the manufacture, distribution or use of PCBs in other
than "a totally encl osed manner" after one year and outl aw ng
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all manufacture, distribution or use after two and one-hal f
years, except where the Adm nistrator of the Environnental Pro-
tection Agency CEPA) expressly finds "that no unreasonabl e risk
of injury to health or the environnent is presented" (5L). In
early 1977 the EPA Admi nistrator acted under other statutory
authority to prohibit industrial discharge of effluent contain-
ing significant quantities of PCBs(52). Further regul ations
have since been proposed under the Toxic Substances Control Act,
prescribing disposal and |abelling requirenents for PCBs and
equi prent whi ch contai ns PCBs, whether new y nanufactured or
already i n use(53).

The devel opnent of PCB regulation illustrates the utility of
voluntary agreenent as a stopgap neans of controlling a specific
product suddenly |earned to be hazardous, where no nore genera
regul atory structure is in effect. This devel opnent al so sug-
gests, however, the advantage whi ch a nore conprehensive system
of nonitoring and testing has to offer.
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HAZARDOUS CATEGORY REGULATI ON

Just as sone statutes result fromawareness that a particul ar
substance is hazardous, so there is another type of statute

that regul ates a broad category of substances or products, which
sinply by belonging to that category are thought to require
special care. This nmay be because all substances within the
category are likely to pose a hazard, or because any hazard

whi ch does exist would likely be of great nagnitude. A |eading
exanpl e of such a hazardous category or products for which a
special statutory systemof control has been created is that of
pesticides(54). In this field both reasons for caution noted
above are present, since the use of poisonous substances clearly
creates hazards, and their use in association with food pro-
duction suggests that danger to hunan health may be consi derabl e.

Pesticides Legislation

Wiere an entire class of substances, such as pesticides, is
subject to uniformregul ation, the control systemnmnust neces-
sarily be much nore conplicated than for a single substance.
Sone products within the class nay be extrenely hazardous, so

as to justify forbidding their being narketed at all; others
will be safe for use only under particular conditions in
limted concentrations; still others will be harnless enough

not to require regulatory controls. The systemfor regulating
such a diverse class of substances must have a capacity for
ascertaining the extent of regulation required in a particular
case and for adjusting its controls accordingly. An inportant
el enent of such a systemis sone kind of nechani smfor prenarket
screening of potentially hazardous products.

The United States: FlIFRA and FEPCA

Inthe United States, the Federal Insecticide, Fungicide and
Rodenti ci de Act (FIFRA) (55) , controls the marketing and use of
"econom c poi sons" by neans of a registration system This
statute was largely replaced by the Federal Environnental
Pesticide Control Act of 1972 (FEPCA)(56), but nany of the pro-
cedures devel oped under FIFRA will probably carry over to the
enforcenent of FEPCA. Moreover, a conparison of the different
regul ati on approaches of the two Acts is instructive.

FIFRA was prinmarily directed toward ensuring that the agri-

cul tural consunmer would receive an effective product which he
coul d use safely. Thus, najor concerns of the Act were to pre-
vent adulteration and "m sbrandi ng" of pesticides and to protect
agai nst poisoning by a labelling requirenent. The Act prohibited
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trade i n non-regi stered, msbhranded or adulterated products (57),
and aut horized t he conpetent government official (58) - nowthe
Adnini strator of the Environmental Protection Agency (EPA) -

(1) to require subnission of "the conplete forrmula" of a product
and (2) to refuse to register products which appeared to viol ate
[abelling or other provisions of the Act or which appeared not
to live up to clains made for them The Administrator m ght

al so suspend or cancel the registration of an "econom c poi son”
whi ch appeared not to conmply with the Act(59). Upon petition

by the applicant for registration, cancellation or refusal to
register would result in formation of an expert advisory com
mttee and an often |lengthy process of administrative hearings,
thereafter subject to judicial review The 1973 Federal appeals
court decision in Dow Chemical Co. v. Ruckel shaus(60) established
that an order for cancellation renained in effect until the
registrant could satisfy the Admnistrator that registration was
warranted, with the burden of proof resting upon the registrant.
The cancel lation would not actually take effect, however, until
the Administrator issued his final order at the conclusion of
the hearing procedure.

A further provision permtted imredi ate suspension of regis-
tration when "necessary to prevent an imminent hazard to the
public"(61). The suspension power was reserved "for cases in
which serious irreparable harmto the public health is likely to
occur before the conclusion of the ordinary cancellation pro-
cess" (62) , and was rarely enployed. Judicial efforts to create
standards to guide the exercise of agency powers of cancellation
and suspension proved |ess than satisfactory(63).

The effect of FIFRA was, then, to give the governnent the neans
to prevent hazardous pesticides frombeing placed on the market
or to renove themfromcommerce, but it was a clunsy instrument
for the purpose, designed nore for quality and |abelling control
than for hazard prevention. The registration procedure under
the Act served as a nechanismto make EPA aware of products to
be placed on the market, but the initial submssion of infor-
mation under FIFRA provided EPA with al nost no gui dance as to
whet her the produce m ght pose an environmental hazard. In
order for EPA to devel op thorough infornmation concerning a pro-
duct's potential hazards, it was necessary to refuse or cancel
regi stration of the product, whereupon the registrant could
dermand that the |engthy adninistrative proceeding described
above be undertaken(64). In case the EPA's initial position was
uphel d, it was possible to shift nuch of the costs of this pro-
cedure to the regi strant (65).

The Federal Environnental Pesticide Control Act of 1972 (FEPCA)
(66) was, as its title suggests, fornul ated wi th environment al
protection in mnd. The basic systemof FEPCA remains one of

31



product regi stration, forbidding comrerce in pesticides not
registered with the EPA Administrator (67) . Before deciding

whet her to register a, product, EPAmay, in addition to the
labelling and fornulary infornation required under FlFRA, cal

for a description of tests and results thereof upon which clains
for the pesticide are based. The applicant al so nust specify
whet her he wi shes the pesticide to be classified for genera

use, restricted use, or both. Information in support of an
application for registration nmust conformto guidelines set by
EPA( 68) .

Regi stration under FEPCA is to be granted only upon EPA de-
ternmination that a pesticide "will performits intended function
wi t hout unreasonabl e adverse effects upon the environment” and
"when used in accordance w th w despread and conmonly recogni zed
practice... wll not generally cause unreasonabl e adverse
effects upon the environment” (69). Registration for restricted
use is an internediate classification for substances tol erable
if applied by a "certified applicator", but excessively
hazardous to the applicator, other persons or the environnent

if made available for unrestricted use. Standards for the
certification of professional applicators are to be set by the
States, under EPA supervision(70). EPAis also enpowered to
grant "experinental use permits", for strictly controlled use

of a pesticide to enable the applicant to devel op infornation
necessary to deternine whether nornal registration is to be
granted (71).

Provi sions regarding cancellation or suspension of registration
for pesticides already in use provide a systemsimlar to that
under FIFRA, but they are nore detailed and pernit rapid action
in energency cases (72). The power of suspension remains con-
fined to cases of "imminent hazard", but the Act now defi nes
such a hazard to exist "when the continued use of a pesticide
during the time required for cancellation proceedi ng woul d be
likely to result in unreasonabl e adverse effects on the
environnent or will involve unreasonable hazard to the surviva
of a species declared endangered or threatened... pursuant to

t he Endangered Species Act of 1973" (73).

Protracted litigation concerning EPA' s suspension of certain
uses of the agricultural chemicals Heptachlor and chl ordane has
helped to clarify the evidentiary basis required for a finding
that an imminent hazard is presented. A US Court of Appeals
determined in Environmental Defense Fund v. Environmental Pro-
tection Agency(74) that the appropriate rule is a substantial
evidence standard. In such cases, where each party tends to
throwinto the fray the conflicting prognostications of its own
scientific experts, presentation of "respectable scientific
authority" for the conclusion that a pesticide is carcinogenic
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in laboratory aninals is sufficient justification to suspend
its use, despite equiyal ent eyidence for the opposite con-
clusion. Upon such a show ng, the burden of proof shifts to
t he manuf act urer (75) .

FEPCA al so requires registration of all establishnents pro-
duci ng pesticides registered under the Act, with information to
be filed with EPA periodically concerning types and anounts of
pestici des produced (76). The Act enpowers EPA to undertake re-
search and nonitoring activities as necessary to carry out the
pur pose of the Act (77).

The Federal Environnmental Pesticide Control Act thus gives the
governnment nore effective nmeans of controlling environnenta
hazards frompesticides than did the former law. An inportant
addition in the newlawis that EPA's authority to control the
uses to which a pesticide is put, by the device of restricted
use registration. This nore effective control, however, re-
quires broad governnental involvenent in research and nonitoring
as well as in a conplex and prol onged procedure for product
registration. Substantial expense also may be incurred by the
producer in conmplying with EPA guidelines as to infornmation to
acconpany applications for registration. It is likely that
much such information will, however, be devel oped by the eco-
nomcally efficient, and even profitable, means of narketing
under experinental use pernits.

Gernmany: The Plant Protection Act

The Plant Protection Act (Pflanzenschutzgesetz)(78) of the
Federal Republic of Germany resenbles the United States pest-
icide legislation in its mxed character, its intent being to
assure that plant protection products - pesticides - are both
effective and reasonably non-hazardous. Thus the purposes of
the Act are:

"(1) the protection of plants agai nst harnful
organi sns and di sease...;

"(2) the protection of plant products agai nst
harnful organisns. ..

"(3) the prevention of danage which nmay result
fromthe use of plant protection substances...;
in particular where the health of man and ani nal s
i's concerned."(79)

The third purpose listed i s, of course, the only one addressing
the environnental hazards of pesticide products thensel ves.
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The plant Protection Act also resenbles the US legislation in
its system of control - a system of prior authorization com

bi ned wi th ongoing supervision of the use of already authorized
substances. The German authorization procedure i s, however
more sinply organized, at least in theory. plant protection
substances (Pflanzenschutzmttel) may be inported or distributed
comercially only if they have been authorized by the Federa

Bi ol ogical Institute for Agriculture and Forestry(80). The
application for authorization must include a variety of infor-
mation describing the substance, its packaging and field of
use, as well as "docunentary evidence necessary for the de-
cision to be made regarding the application” (81). The types of
documentary evidence which are required are set forth in an
Ordi nance Concerning the Testing and Authorization of Plant
Protection Substances (82). These include

(1) test reports as to effectiveness in plant
protection;

(2) description of effects on health

description of reactions in plants and plant
products, especially with respect to deconposition
and residues;

(4) simlar descriptions regarding reactions in the
soil and water; and

(5) description of analytical methods used(83).

The ordinance also lists aspects of a substance which nust be
exam ned by the Federal Institute, including product conposition;
intended effects; harnful side-effects on plants, products and
heal th; and residues in plants, soil and water(84).

The standards for granting authorization under the Plant Pro-
tection Act are quite vague, probably |eaving even nore room
for adm nistrative discretion than FEPCA's provision for a

soci o-econom ¢ environnmental balancing test (85). Under the
German lav? authorization is to be granted if (1) the product

is "sufficiently effective...", (2) "precautions necessary for
the protection of human and animal health in trade in dangerous
materials do not require otherwi se", and (3) the product when
used as intended "does not produce harnful effects on human or
animal health or other harnful effects which are not justifiable
in the light of the present state of scientific know edge™(86) .
The Federal Biological Institute is required to decide the
latter two questions in consultation with the Federal Health
Office (Bundesgesundheitsam), with the advice of a standing
comm ttee of experts(87).
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Product authorization may be nade subject to specific conditions
(88), but the releyant clause seens nore concerned wth product
labelling than wi th establishing the sort of general versus
restricted use authorization system existing under FEPCA(89) .
Still, the Gernman | aw does provide for control over who may
apply pesticides, wth supervisory authority delegated to the
Lander(90). Al so the Act provides Federal authority to re-
strict or prohibit the use of previously authorized substances,
wi thout the involved hearing procedure for cancellation or
suspensi on under the US statutes (91). Under this authority
three lists of prohibitions and limtations upon particular
subst ances have been created: (1) total prohibition, (2) pro-
hibition of use except by stated neans and for stated purposes,
and (3) prohibition of use by stated neans and/or for stated
pur poses (92) .

The government al so may pernit use of an unauthorized substance,
“for the purposes of research, analysis and trial" (93). Like
the provision for experinental use permts under US | aw 94)
this allows assessnent of possible hazards to be carried out at
private expense. It is to be hoped, however, that such experi -
nental use be conditional upon adequate warning to agricultural
consuners of the substance being tested. Like the EPA under
FEPCA, the Federal Biological Institute is enpowered by the
Plant Protection Act "to carry out scientific research in the
field of plant protection...". In cases where hazards are
suspected these agencies ought to weigh carefully whether it
woul d not better protect the public health and the environnent
for such hazards to be expl ored through governnental research
capabilities rather than through experinental private use.

In general, the pesticide control |aws of both the United States
and the Federal Republic of Gernany present exanples, in structure
if not always in practice, of detailed and conprehensive systens
of governmental control over a range of products. Wth their
provisions for premarket authorization, post-marketing controls
and on-goi ng research, these |aws demand substantial public and
private expenditure(95). It is questionable whether so conpre-
hensi ve a system of authorization, covering every substance to
be marketed within an industrial sector, is appropriate except
in fields where every new product ought to be viewed as a
potential hazard - as is certainly the case in the field of
pesti ci des.

Consuner Products Legi sl ation

Anot her type of product for which broad regul atory systens for
hazard control have been devel oped is what may be called consuner
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products, products which are designed to be consuned by or to
cone into close and continuing contact with the ultinmate pur-
chaser or other nenbers of the public. Such regulations often
apply as well to products used for treating or packagi ng con-
suner products proper. The basic reason for stringent

regul ation of such products is that any hazard whi ch such a
product presents is likely to have serious results upon con-
sunmers' health. Such legislation thus tends to be directed
primarily toward protecting the health or safety of individuals,
rather than the "public health” or the environnment in general
Still, actions which serve the narrower purpose often serve the
broader one as well, and |laws designed to protect consuners may
often be applied for environnmental causes. The nmeans by which
such consuner protection | aws deal wi th possibly hazardous new
products may, however, vary wi dely.

The Gernman Foodstuffs and Consunmer CGoods Act

In the Federal Republic of Gernany a recently reformed | aw
controls the production and nmarketing of foodstuffs, tobacco

and cosnetic products and ot her consunmer goods. This Lebens-
mttel -und Bedarfsgegenst andegeset z(96) prohibits the
production, handling or bringing into trade of foodstuffs,
cosnetics or consunmer goods which by their consunption or use
according to directions are able to damage heal th(97). The
Federal Mnister of Youth, Famly and Health is enpowered to
enact further regulations as required to protect agai nst hazards
to health. This conpetence to protect agai nst hazards, a clause
added with the recent reformof the Act, has been seen as an

i nportant concretization of the authority to take preventative
action agai nst possible (not necessarily probable) dangers to
heal th(98). Anong other powers such regul ati ons nay prohi bit

or restrict the use of specific substances, objects or pro-
cedures in food production or handling, and may prohibit or nake
subject to licensing the production, handling or trade in spe-
cific foodstuffs (99). The Act also authorizes regulations to
prohibit, restrict, or, incontrast, prescribe the use of speci-
fic substances, nmixtures or procedures in the production or
handl i ng of specific consuner goods (100).

Solely with respect to foodstuffs, regulations are authorized to
control the marketing of products which have been exposed to
radiation or to air, water or soil pollution. This clause pro-
vides authority to set tolerances for environnental contamnants
(101). Trade in foodstuffs or consumer goods not confornming to
such regul ations is prohibited(102).

Penalties for violation of these provisions may be strict: up
to one year inprisonnment for negligent violations, two years if
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intentional, and as much. as five years "in especially grave
cases" such as acts posing danger to the health of "a large
nunber" of persons or posing danger of death or severe injury
(103). Qher provisions, added with the Act's recent reform
permt nmany violations to be treated as administrative offenses
subject only to fine, making practical enforcenent easier (104).
The Foodstuffs Act nay thus be expected to supply a significant
and practicable deterrent to productive or marketing activity
carel ess of consuner health. It places the onus of vigilance
upon the producer, a strong supplerment to the traditional risk
of civil liability.

The framers of the Foodstuffs Law, however, were not satisfied
with sinply inposing a threat upon carel ess producers. They

al so provided for continual surveillance through regular in-
spections and sanple testing by the conpetent authorities of
the Lander, with the use of professionally qualified personnel
(105). The Federal Health O'fice is responsible for publishing
an official set of procedures for testing and inspecting
products under the Act, the procedures to be kept up to date
with the cooperation of scientific and technical experts (106).
In addition, the Federal Mnister of Health is enpowered to
establish by regulation uniformprocedures for testing and in-
spection of products, which nay make the marketability of an
identical |ot dependent upon the testing of a sanpl e thereof
(107). It should be noted, however, that these are not pro-
visions for prenarket testing, whether voluntary or conpul sory,
but rather for testing of products currently on the market, to
establ i sh whet her viol ati ons have occurred.

Even so, the requirenent of an official conpilation of testing
procedures may have significant effect upon prenarketing pre-
cautions taken by private parties. The formulators of that
provision saw it as serving the interests of all parties to
devel op uniforminvestigative procedures to produce reliable
anal ytical data in accord with the progress of investigative
techniques. This official conpilation of procedures was
expected to be drawn upon by producers as well as by govern-
nment, and so m ght have an infornal influence upon prenarket
testing by industry (108).

In one area where the |ikelihood of health hazards is great,
that of food additives, the Foodstuffs Act gives the Mnister
broader and, in effect, earlier control. GCenerally speaking
unl ess explicitly authorized by Health Mnistry regulation
food additives may not be applied to or produced in foodstuffs
intended to be placed in commerce nor may foodstuffs including
unaut hori zed additives be narketed (109). The Mnister is em
powered to authorize the use of a food additive which, "taking
account of the requirenments of technol ogy, nutritiona
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physi ol ogy and diatetics, is conpatible with the protection of
the consuner” (110) . This "positive list" systemhas been im
plenented by a regulation setting forth two lists of substances:
1) those permtted to be used as food additives w thout re-
strictions ; and 2) those pernitted to be used only subject to
stated restrictions. No other substances may be used as food
additives(l11). The effect of this systemis a regime of pre-
nmar ket research and testing, either by governnent or by private
i ndustry for subm ssion to governnent, of those substances which
may be used as additi ves.

Aneri can Consuner Protection Laws

In the United States Federal regulatory authorities |ike those
provided in Gernmany by the Foodstuffs and Consuner Goods Act

are di spersed anong several different laws. Controls over

foods and cosnetics are based upon the Federal Food, Drug and
Cosnetic Act(112). The types of products which qualify as
"consuner goods" under the German Act are regulated in the
United States prinarily by the Flammabl e Fabrics Act(113), the
Federal Hazardous Substances Act(114), and the Consuner Products
Saf ety Act (115).

The Food, Drug and Cosnetic Act

Foods and nedi ci nes were the first consunmer products to be nade
subject to a thorough systemof regulation in the United States
(116). The Federal Food, Drug and Cosnetic Act(117), enacted

in 1906, prohibits manufacture or placing in commerce of any
"adul terated or m sbranded" food, drug, nedical device, or cos-
netic(118). Violations are subject to injunction by federal
courts(119), are punishable by I nprisonnent or fine(120) and

may result in seizure of the offending products (121). A food

is deermed adul terated, anong other circunstances, "if it bears

or contains any poi sonous or del eterious substance which nmay
render it injurious to health", except that if such substance is
not an "added substance", the food wll not be deemed adulterated
if the quantity of such substance does not ordinarily render such
food injurious (122). A food also is deened adulterated "if its
container is conposed, in whole or in part, of any poi sonous or
del eteri ous substance which may render the contents injurious

to health" (123).

The Act enpowers the Secretary of Health, Education and VWl fare
to pronmul gate regul ati ons setting tol erances for poi sonous or
del eteri ous added substances when such substances are required
or "cannot be avoided by good nanufacturing practice". Were
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quantities of such substances do not exceed tol erance |eyels,
food will not be deened adul terated(l24).

For our purposes, the heart of the Food, Drug and Cosnetic Act
is section 348, which deals with food additives. A "food
additive" is "any substance the intended use of which results
or may reasonably be expected to result, directly or indirectly,
inits becomng a component or otherw se affecting the charac-
teristics of any food", including substances used in packaging,
transporting or processing food (125). Food additives, thus
broadly defined, are to be deenmed unsafe unless either an
?xen?tion or a regulation pursuant to section 348 is in effect
126) .

Exenptions nay be granted for food additives "intended solely
for investigational use by qualified experts”, when consistent
with the public health(127). For general use of a food ad-
ditive, however, positive determnation of its safety by
regulation is required. The systemfor regulating food

addi tives under US law thus resenbles the "positive list"

appr oach under the Gernman Foodstuffs Act(128).

The American Act, however, is much nore explicit than its
German equi val ent about the procedures to be followed in con-
sidering approval of a food additive. The burden is upon
interested persons to petition the Secretary for issuance of a
regul ation. Such petition nmust describe the food additive, its
i ntended use and proposed |labelling, its intended effect, and
the means of neasuring its presence. Mst inportantly, the
petition nmust contain "full reports of investigations made with
respect to the safety for use of such additive..." (129).

The Secretary then is required to issue an order either denying
the petition or establishing a regulation for the food additive
in question. Such regul ation need not accord with that proposed
by the petitioner, but nust prescribe conditions for safe use of
the additive, including specification of nmaxi num perm ssible
quantities and perm ssible applications(130). No such regulation
shall issue "if a fair evaluation of the data before the Sec-

retary... fails to establish that the proposed use of the food
additive, under the conditions of use to be specified in the
regul ation, will be safe"(131) . The Secretary also is required

to set tolerance lintations where necessary to assure that a
permtted use of an additive will be safe(132).

Any order issued in accordance with these provisions nust be
publ i shed and "any person adversely affected' may file objec-
tions and request a public hearing. Were reasonabl e grounds
are stated, such a hearing nust be held, and the record devel oped
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shall formthe basis for the Secretary's subsequent action
whi ch wi Il then be subject to judicial review 133)

The standard for the Secretary's issuance of a, regul ation,
qguot ed aboye, is subject to an inportant proviso, whichis

rel evant to our discussion. The proviso, known as the Del aney
Cause in reference to its original Congressional proponent,
states that "no additive shall be deened to be safe if it is
found to induce cancer when ingested by man or animal, or if it
is found, after tests which are appropriate for the eval uation
of food additives, to induce cancer in man or animal, except..."
for certain instances respecting ingredients of aninal feed(134).
The cl ause becane | aw as part of the 1958 Food Additives Anend-
ment to the Food, Drug and Cosmetic Act. This change in the
law resulted from scientific recognition of a distinction be-
tween reversible and irreversible adverse effects of chemcals,
it being doubted that reani ngful threshold |levels for harm
could be set for the latter, particularly in the case of car-
cinogens. Wth respect to carcinogens, noreover, testing of an
adequat e sanpl e of laboratory animals is thought to be enor-
nmousl y expensive, with the results not consistently extapol abl e
to the health of human beings (135).

Several applications of the Delaney O ause have given rise to
controversy. The discovery in 1969 that cycl amates admi ni stered
to rodents in nmassive doses coul d cause cancer led to a ban on

t hese substances, which had been widely used as artificia
sweeteners. As a result of simlar discoveries, the Food and
Drug Administration (FDA) in 1972 prohibited the use of

diethyl stilbestrol (DES) in cattle feed and the next year pro-
hibited its use altogether in connection with meat production.

It was estimated that this would lead to an increase in the cost
of neat of 15 cents per pound(136). Per haps the nost intense
controversy arose in 1977, with the FDA decision to ban the sale
of saccharine, the only readily available |owcalorie sweetener,
in light of Canadian experiments which had shown carci hogenic
effects in laboratory animals. This issue presented a conflict
bet ween conpeti ng nedi cal concerns, and for many persons the
interest in limting sugar consunption overrode the nore distant
ri sk of carcinogenicity (137).

It may seemonly reasonable that substances found to be carci no-
geni c be prohibited frombeing added to food products. The

Del aney O ause, however, has been the object of much debate

The controversy arises fromthe fact that this total prohibition
prevents the Secretary fromexercising his reasonabl e discretion
to designate an additive as safe, if it has been found to induce
cancer under any circunstances whatsoever. Such an absol ute
standard has been seen as "outstripped by current scientific
know edge" (138) .
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The theoretical argunent against the Del aney O ause rests upon
two mai n points: (1) the conplexity and anbi guity of causation
and (2) the inappropriateness of zero-tolerance in the context
of ever nore sensitive techniques of analysis. On the first
point, it has been argued that the Del aney O ause results from
a common sense view of causation which sees rermoval of "the
cause" as a sure neans of preventing "the effect” - inthis
case cancer. But for a scientist, a causal relationship sinply
nmeans that, under otherw se constant conditions, change in one
factor was followed by change in another(139). Qpponents of
the Delaney d ause fear that such indications of cancer induce-
nment under unrealistic |aboratory conditions may be relied upon
to bar use of food additives which are perfectly safe for human
consunption. This fear is conpounded by the fact that the

Del aney O ause inposes a zero-tol erance | evel for carcinogenic
additives. (pponents argue that actual carcinogenicity is
always a function of the potency and concentration of the sub-
stance in question, and that use of potentially val uable

subst ances shoul d not be precluded nerely because of a possi-
bility which may in fact be extrenely inprobabl e (140).
Defenders of the clause retort that in the case of irreversible
and del ayed toxicity, often experinentally unnmeasurable, no

| evel of exposure can be verified as safe(141).

That the Delaney O ause was adopted and retains broad support
anong scientists as well as |aynen despite these criticisns
testifies to the magnitude of public concern over carcinogenic
substances. The clause illustrates one extrene anong | egi s-
lative alternatives for dealing with uncertain hazards: the
total prohibition of any substance whi ch has been associ ated
with the evil sought to be prevented. Al though such a bl anket
prohi bition prevents judicious admnistrative wei ghing of risks
and benefits, by the sane token it sinplifies the admnistrative
decision, a fact of particular inportance where deci sions nay
have to rest upon very inconplete factual and scientific

know edge - as is currently the case concerning the neans of
preventing cancer (142).

The Food, Drug and Cosnetic Act also includes general provisions
enpowering the Secretary to promul gate regul ati ons "for the
efficient enforcenent” of the Act(143), to conduct exam nations
and investigations for the purposes of the Act (144), and, in
cases of "immnent danger to health or gross deception of the
consurer” to dissemnate information regardi ng questionabl e
products to the public (145). This |ast power may be used to
hel p effect the recall of goods already distributed in comerce;
it may also be used as a threat to gain voluntary conpliance
fromproducers, for such adverse publicity can have very detri -
nental effects upon the producer's comercial position. For
exanpl e, in 1959 the governnent warned the public of contamnation
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of that year's cranberry crop. Al though the danger was all eged
tobe limted to certain portions of the crop, the resultant
"cranberry scare" ruined the entire market and led to Congress

aut hori zi ng conpensation paynents to the industrial interests
affected (146). The nerits of particular exercises of this
authority to warn the public may be debatabl e, but such authority
provides a very useful instrument in the area of uncertain hazards
Wher e government nmay not yet be prepared to take enforcement action
agai nst a questional be product, making public what infornmation is
at hand nay prevent harmin the neantine, while the taking of nore
forceful action is being considered(147).

The Fl ammabl e Fabrics Act

As its nane inplies, the Flammmabl e Fabrics Act(148) was desi gned
to cope with a particular type of hazard commonly associ at ed
with a particular type of product. Fabrics, especially as used
in the manufacture of clothing, blankets and curtains, have often
presented dangers of injury due to flammability. This statute,
enacted in 1953 and anended in 1967, thus represents a way-
station between the type of statute designed to protect against
a single hazard, and that ained to control hazards connected
with a broad category of products.

The Act prohibits the nmanufacture or sale of any fabric or
products nmade fromfabric not conformng to any standard or
regul ati on issued under section 1193 of the Act(149). Section
1193 defines procedures for the Federal Trade Commi ssion to
devel op flammability standards, based on a finding of necessity
to protect the public against an unreasonable risk of harn{150).
Section 1195 enpowers that agency to sue to enjoin violation of
such standards and to confiscate offending products. WIful
violation is punishable as a m sdeneanor by fine up to $5, 000
and inprisonnent for as much as one year(151). Deal ers, however,
as distinguished fromnmanufacturers, may rely upon a guarantee
received in good faith fromthe supplier or nanufacturer of a
fabric attesting that "reasonable and representative tests"
show the fabric to conformto applicable standards (152).

The threat of prosecution together with the availability of

i munity under a guarantee should exert a pressure upon the
deal er to becone an advocate of adequate testing. The dealer's
nmar ket pressure may be thought to conmpound the direct threat

of enforcenent action, encouraging fabric nanufacturers to

test their products adequately for fire hazards. Still, the

FI anmabl e Fabrics Act does not require product testing; it
only requires actual conpliance with standards. Thus the Act
is a rather weak tool for encouraging early discovery of un-
known hazards.
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The Federal Hazardous Substances Act

The Federal Hazardous Substances Act (153), adopted in 1960 and
significantly anended in 1966 and 1969, deals with both a
broader category of products and a broader range of risks than
does the Fl ammabl e Fabrics Act. Still, the Act is narrower in
scope than its title m ght suggest, being intended prinarily to
regulate children's toys and househol d goods.

The heart of the Act is to be found in its definition of the
terms "hazardous substance", "m sbranded hazardous substances",
and "banned hazardous substance"(154), and its prohibition of
interstate commerce in objects neeting either of the latter two
descriptions(155). The Act defines a "hazardous substance" as
any substance or mi xture of substances which is toxic, corrosive,
flammabl e, or possesses any of certain other dangerous charac-
teristics (156) . Each of these qualities is defined in turn

with sone precision, either in the Act or in related regul ations
(157). Any hazardous substance (or article containing a

hazar dous substance susceptible of access by a child) which is
"intended, or packaged in a formsuitable, for use in the
househol d or by children” must conply with detailed |abelling
requirenents; otherwise it will be a "nisbranded hazardous
subst ance"

Regardl ess of labelling requirenents, the definition of "banned
hazar dous substance" i ncl udes:

"any toy, or other article intended for use by
children, which is a hazardous substance, or
whi ch bears or contains a hazardous substance
in such nanner as to be susceptible of access
by a child..."(158).

In addition to this absol ute prohibition respecting hazardous
toys, the sane definition includes "any hazardous substance

i ntended, or packaged in a formsuitable, for use in the
househol d", if the public health and safety are found by
Federal regulation to require that such substance be kept

"out of the channels of interstate comerce"(159). Regu-
latory proceedings to declare a househol d product a "banned
hazar dous substance" nust be governed by the fornal rule-
naki ng procedures of the Food, Drug and Cosnetic Act(160),
except that an imredi ate ban may be inposed pendi ng nor nal
proceedings if the government finds an "iminent hazard to the
public heal th"(161) .

Interstate conmerce in msbranded or banned hazardous substances
and certain sinilar offenses are m sdeneanors puni shable by mld
fines, but also by inprisonnent for as long as one year in case
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of repeated yiolations or intent to defraud or nislead(162).
Banned or m sbranded substances are subject to seizure by the
gover nnent, unless intended and suitable for export (163).

Viol ati ons may al so be restrained by judicial injunction(164).
Manuf acturers and distributors can be required to repurchase a
banned hazardous substance and refund its purchase price (165).

Qurrent Federal regul ations declare several potential househol d
goods to be banned hazardous substances, including carbon tetra-
chloride, certain liquid drain cleaners, products containi ng
cyanide salts, paints withnmore than a slight percentage of

| ead, garnents containing asbestos, and a wi de variety of fire-
works (166). Detailed regul ations define what characteristics

of toys and other children's goods constitute electrical,
thermal and nechani cal hazards bringing the Act's prohibitions
into effect (167).

The regul ations also specify a few testing procedures for

det ermi ni ng whether a substance is toxic, irritative or flam
mabl e (168). However, such tests are not required by the Act,
either before or after marketing of a substance. The tests are
appl i cabl e as standards for determ ni ng whether a substance is
a "banned hazardous substance", but nowhere does the Act call
upon either producers or regulators to conduct any such tests
at any point in product devel opnent, manufacture or marketing

In contrast, regulations setting requirements for electrically
operated toys (169) and for bicycles (170), include detailed
testing requirements. The specified tests nmust be conducted in
order to avoid designation of a product as a banned hazar dous
subst ance (171).

It is not clear fromthe regul ati ons, however, whether the
descri bed tests nust be conducted upon every article produced
or only upon representative sanples. |n any case, within the
scherme of the Act such regulations are appropriate only with
respect to products particularly likely to pose a hazard.

The Federal Ha2ardous Substances Act was designed to contro
known hazards, and provides very limted protection agai nst
uncertain or unknown dangers. The labelling requirements
appl i cabl e to hazardous substances m ght al so be observed by
manuf acturers with respect to borderline substances which
coul d be hazardous, and so slightly [ essen the dangers posed by
such products. Wth respect to the conposition of products
desi gned for use by children, since any hazardous substance is
by definition banned, the Act's sanctions may encourage manu-
facturers to be nore careful in testing the toxicity and other
potential hazards of their products prior to marketing. Still,
the deci sion whether to conduct such tests remains purely
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vol untary, guided nmostly by econonic considerations, except
where regul ati ons make testing nandatory. Wth respect to
products intended for househol d use, the. hazardous substance
ban cones into effect only upon enactnent of a specific
Federal regulation. In this situation the Act provides no
added notivation to the manufacturer to test his products for
possi bl e hazards.

The Consuner Product Safety Act

The Consurer Product Safety Act was adopted in Cctober 1972,
based upon explicit findings that "an unacceptabl e nunber of
consurrer products whi ch present unreasonabl e risks of injury"
were being placed in coomerce and that consumers were fre-
quently unable to anticipate such risks and to safeguard them
sel ves adequatel y(172). The Act's purposes therefore included
protection of the public "agai nst unreasonable risks of injury
associ ated with consuner products", assistance to consumers in
eval uating the safety of products, devel opment of uniform
consuner product safety standards, and promotion of "research
and investigation into the causes and prevention of product-
related deaths, illnesses, and injuries"(173).

The last-stated purpose indicates that the orientation of the
Consurer Product Safety Act would likely be a reflective one,
reacting to hazards as they becorme known rather than screening
products initially to determ ne whether they m ght be hazardous.
This is in fact the case. It has been noted that the Consuner
Product Safety Act creates a supervisory authority endowed wth
a synthesis of nore limted powers previously existing in
specialized fields: authority to set product safety standards;
to require cautionary labelling; to ban products known to be
dangerous; but not to require prenarket testing as required
for food and col or additives under the Food, Drug and Cosnetic
Act (174).

This less conprehensive formof regulation is not surprising,
in viewof the very broad definition of "consuner products”
subject to the 1972 Act:

"any article, or conponent part thereof, produced or
distributed (i) for sale to a consuner for use in or
around a permanent or tenporary househol d or residence,
a school, in recreation, or otherwise, or (ii) for the
personal use, consunption or enjoyment of a consumer
in or around a pernanent or tenporary househol d or
resi dence, a school, in recreation, or otherw se
but ..."
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with the exception of certain categories of products, nost of
which —e.g. notor yehicles, pesticides, foods and drugs - are
regul ated by other Acts. Consumer products under the 1972 US
law thus include a much broader range of items than consuner
goods (Bedarfsgegenstande) under the German Foodstuffs and
Consunmer Goods Act(175). \hereas the latter category is re-
stricted mostly to products calculated to come into close
personal proximty to the consumer, the US definition seens, by
virtue of the phrase "or otherwise", to be almpst unlinted
except by the definition of the class of "consuners" for whom
the product is produced. The Act itself does not define this
term nor have court decisions yet clarified its scope.

The Act creates a Consumer Product Safety Commission, which is
required: -

"to collect, investigate, analyze and dissenminate injury
data, and information, relating to the causes and pre-
vention of death, injury, and illness associated with
consuner products",

as well as to conduct continuing studies of injuries resulting
from consumer product accidents (176). In addition, the Com
mssion is authorized, but not required, to

"(1) conduct research... on the safety of consumer
products... ;

(2) test consumer products and devel op product
safety test methods and testing devices; and

(3) offer training... and assist public and private
organi zations... in the devel opment of safety
standards and test nethods" (177).

Thus the Conmission appears to have the power to engage in
testing of consuner products, but use of that power is not re-
quired, neither explicitly nor by such a "positive listing"
regime as governs additives under the Food, Drug and Cosnetic
Act.

The Commi ssion also has the power to:-

“prescribe procedures for the purpose of insuring that
the manufacturer of any new consumer product furnish
notice and a description of such product to the Com
m ssion before its distribution in conmerce"(178).

This provision provides very significant authority enabling
the Conmission to oversee the sort of products coning upon the
market. It is not, however, sufficient to informthe Commi ssioi
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prior to marketing of a new product as to whether that product
poses a hazard. Neither does it authorize the Comrission to
post pone the marketing of products which night be hazardous.

It sinply enables the Commission to keep informed as to what
products mght warrant its action under the authority of other
sections of the Act.

VWhere a consuner product poses an "inmminent hazard" - i.e. an
"immnent and unreasonable risk of death, serious illness, or
severe personal injury" - the Comm ssion may take action against

the product or its manufacturers or dealers in Federal court.
The court may order seizure of products, notification to
purchasers, recall, repairs, replacement or refunds (179). The
manuf acturer's mere description of the product as required by
section 2062(a), however, is not likely to provide the grounds
to prove an "inmmnent hazard". The factual basis for taking
action against an imminently hazardous product probably will
nmost often be devel oped through the procedure, described bel ow,
for creating product safety standards.

The manner envisaged for the Commission normally to respond to
potential hazards is by the pronulgation of "consumer product
safety standards", as to performance, conposition, contents,
design, construction, finish or packaging, or as to warnings or
instructions to acconpany the product. These standards nust be
"reasonably necessary to prevent or reduce an unreasonable risk
of injury associated with such produce"(180). The process for
devel opi ng such standards, however, is conplex and tine-
consumng, and |eaves nost investigative work in the hands of
vaguel y defined private parties.

General |y, product safety standards are to be developed at the
Commi ssion's initiative, commencing with notice published in

the Federal Register identifying the product and the risk of
injury associated with it, stating the Commission's finding
that a standard is necessary, and inviting "any person" either
(a) to subnmit an existing standard as the proposed standard, or
(b) to offer to develop the proposed standard(181). Unless the
Commi ssion finds an existing standard adequate, it must accept
one or nore offers to develop a standard, if the offeror appears
technical ly conpetent and reliable(182). In the process of
devel oping standards, testing data is to be recorded and inter-
ested persons are to be allowed to participate(183). Wth
certain exceptions, the Conm ssion may not itself develop pro-
duct safety standards unless a suitable offeror does not appear
or is not making satisfactory progress toward a standard(184).

Wthin 210 days after the initial notice, the Conm ssion nust

either withdraw such notice or publish a proposed rule. Such a
rule will either propose a product safety standard or will
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decl are the rel evant product a "banned hazardous consumer pro-
duct". The latter result requires a finding that the consuner
product in question presents an unreasonabl e risk. of injury and
no feasible safety standard woul d protect the public adequately
(185) . A proposed consuner product safety rule can becone final
only after interested parties have been given opportunity to
present their views at an oral hearing. Relevant research and
testing data nmust be considered and findings nust be nade as to
the degree and nature of the hazard and as to the need for the
products concerned (186) . A special provision prohibits "stock-
piling" - the accelerated nanufacture or inportation of a
product for which a rule has been proposed but not yet promul -
gat ed(187) .

Products placed upon the nmarket for which a consuner product
safety standard is in effect, nmust be acconpanied by a certifi-
cate affirmng that the product conforms to applicabl e standards.
Any such certificate is to be "based on a test of each product

or upon a reasonabl e testing program, which may be prescribed
by the Conm ssion (188).

Manufacturers of, or deal ers in consuner products are required
to informthe Commission if they learn that such products fail
to conply with applicable consurmer product safety standards or
ot herw se contain defects which could create a substantia
product hazard (189). Wiere the Comm ssion deternines that such
a hazard exists, it may require the manufacturer or dealer to
notify the public and the specific persons affected, and to
repair or replace the product or refund the purchase price(190).

Manufacturing, inporting or dealing in products not conformng

to applicabl e standards or which have been declared to be banned
hazar dous products, or failure to conply with requirenents of

the previous paragraph, subject violators to civil and, in case
of knowing and wilful violations, crimnal penalties. Vio-
lations wth respect to separate products nmay constitute separate
offenses, up to a maxinumcivil penalty of $500,000. Corporate
officers, directors, and agents nay be held crininally liable
(191). Enforcenent by injunction or product seizure Is also
possi bl e(192).

There are several provisions for public participation in

i npl erenting and enforcing the Act. Any "interested person”

may petition the Commssion to issue, anmend or revoke a product
safety rule; the Conm ssion nmay then commence a hearing pro-
cedure which can lead to judicial intervention. Rules thenselves
are subject to tinely judicial review(193). Individuals may

al so be able to take action against violators of the Act, with
arule of strict liability applying to injuries flowing from
knowing or wilful violations, and with any "interested person"
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entitled to hring judicial action to enforce a consumer product
safety rule(194). Conpliance with a consumer product safety
rule, or failure of the Conmission to take action wth respect
to the safety of a consurmer product, howeyer, does not relieve
any person fromnormal ciyil liability(195) .

The Consurer Product Safety Act has Been in force for only a few
years and the extent to which its possibilities will be ex-
ploited remai ns uncertain. Potentially, the Act provides the
structure for careful supervision of the safety of consuner
products whi ch are already on the market. The Act's predon nant
concern is with preventing personal injuries as distinguished
fromsocietal calanmities. As to whether the Act night be a
prototype for legislation to protect against uncertain environ-
nmental hazards, however,this orientation is an uninportant
factor, correctable by changing a fewwords here and there which
describe interests to be protected. Mre of a problemis the
fact the Consumer Product Safety Act may authorize, but in no
way requires, research or testing concerning product hazards
prior to marketing; nost inportantly, nmarketability is not

nmade dependent upon any such prior testing procedure.

Still, this Act offers a very interesting exanpl e of how a
prenarket testing requirement might be fornulated to operate

() through research by private interests; (2) at govern-
nmental initiative; and (3) subject to citi2en pressure. The
idea of a government agency requesting private offers to devel op
nmandatory standards is one which may be worthy of adaptation to
ot her pur poses.

In sum the current consuner protection |egislation, both of
Germany and the United States, could make significant contri-
butions toward the control of hazardous products and their
elimnation fromthe narketplace. GCenerally, these laws are
designed to cope with already known hazards. Still, the research,
product testing and standard setting provided for and encouraged
under these | aws, even though not always mandatory, should con-
tribute toward the discovery of many product hazards in tine to
prevent w despread suffering and injury.
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RELATED LEQ SLATION

The | aws surveyed. aboye represent the principal existing

Federal legislation in Germany and the United States designed
for the explicit purpose of controlling hazardous products,

with the exception of the US Toxi ¢ Substances Control Act, to
be di scussed subsequently. Manufacturers are subject to further
pressures to investigate and control the hazardous effects of
their products as a result of statutes designed for broader
purposes. These statutes are of two principal types: (1) those
directed toward the safety of the workplace and the wel fare of
the worker; and (2) those directed toward maintaining environ-
mental quality with respect to particular "nedia", such as air,
water or solid waste. Legislation relating to the working

envi ronment includes the US Cccupational Safety and Health

Act (196), as well as the Trade Regulations for the German State
(Gewer boordnung fur das Deut sche Reich) (197), and the rel ated
Decree Concer ni ng Dangerous Wrki ng Substances (Verordnung Uber
gefdhrliche Arbeitsstoffe)(198). Exanples of nedia-oriented
environmental legislation relevant to the control of hazardous
products are the Anerican Gean Air Act(199), and the Gernan
Federal |nm ssion Control Act (Bundesimm ssionschutzgesctz) (200).
Both countries' laws for the control of water pollution and the
di sposal of solid and liquid wastes are of simlar breadth and
woul d provide equally instructive exanpl es.

The Cccupational Safety and Heal th Act

The purpose and policy of the Cccupational Safety and Heal th

Act of 1970 (CBHA) is to assure "safe and heal t hf ul working
conditions". The Act seeks to attain this purpose by, inter

alia, encouraging enployers and enpl oyees to reduce the nunber

of occupational safety and health hazards at places of enpl oynent by
authorizing the Secretary of Labor to set mandatory occupati onal
safety and health standards, and by providing for research in

the field of occupational health and safety(201).

CBHA requires the enployer to furnish a place of enpl oyment
"free fromrecogni zed hazards likely to cause death or serious
physi cal harmto his enployees"(202). Both enployers and

enpl oyees nust conply with standards and regul ati ons issued in
accordance with the Act (203).

The devel opnent and enforcenent of occupational safety and health
standards is the core of OSHA. A National Institute of Cccu-
pational Safety and Health (NCBH is established to conduct
research necessary to determne appropriate standards, in-
cluding the devel opnent of criteria for safe exposure levels in
dealing with toxic material s(204). A detailed, highly formalized
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procedure is provided for the Secretary of Labor to pronul gate
these mandat ory standards, including requirenents of notice

and hearing with respect to interested parties (205). In cases
of emergency this procedure may be bypassed and tenporary
standards put into effect i medi ately, upon official determi-
nation that such standards are necessary to protect enployees
fromcurrent exposure to a graye danger. Here too, however,
the fornal procedure for promul gation of standards must be
initiated and brought for conpletion, since energency standards
may remain in effect no longer than six nmonths(206). The oc-
cupational safety and heal th standards whi ch have been brought
into force in the past five years occupy 6645 pages of snal
type in the Code of Federal Regul ations (207). Mbst concern the
prevention of nechani cal accidents, the requirenent of safety
equi prent, and so on, but a sub-part on "toxic and hazardous
subst ances" sets standards for nmaxi mum permni ssi bl e exposure of
enpl oyees to nore than 500 air contam nants, fromacetic acid to
zinc oxide fumes(208). Separate standards specify pernmtted ex-
posure levels and al so mandatory control neasure wth respect
to certain other substances, including asbestos(209) and viny
chl ori de(210).

As the | anguage of the Act makes clear, OSHA's focus is upon
the control of "recognized hazards" rather than the di scovery
of unknown or uncertain ones. Neither enployers nor the
government are expected to pass upon the safety of all sub-
stances, equipnent and operations involved in the production
process. However, the work of N CSH has hel ped to bring
attention to several suspected hazards, including viny
chloride, which has been held responsible for nunerous fatal
cases of a rare cancer of the liver anong pl astics workers (211).
Mor eover, the purposes of the Act encourage workers to denand
the alleviation of hazardous conditions (212). Another aid to
the recognition of possible hazards is the Secretary of Labor's
power to require that enployers maintain records useful to
devel op infornation regarding causes and prevention of occu-
pational accidents and illnesses. Such records nay be required
to include accurate data concerning enpl oyee exposure to
potentially toxic materials (213). This provision could be
instrumental in tracing the causes of enployee illnesses and so
bringi ng about recognition of unknown hazards.

German Regul ation of the Wrking Environnent

The basic German legislation regulating the conduct of com
nmercial and industrial activities is the Trade Regul ations for
the German State (CGewerbeordnung fur das Deutsche Reich) (214),
first adopted by the North German Federation in 1869. For the
protection of workers and third parties, the trade regul ations
i npose strict mandatory controls upon a category of "facilities
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whi ch require special supervision on account of their danger-
ousness" (215), These "facilities requiring supervision" include
steamboilers; facilities for bottling liquified or pressurized
gases; pressurized pipelines for flamuable, caustic or poi sonous
gases, vapors or liquids; and facilities for storing, bottling
or shipping flammabl e |iquids. The construction and operation of
such facilities are subject to reporting, permt and inspection
requi renments and nust satisfy conditions set by specific regu-
lations (216). Such regulations are fornulated with the gui dance
of technical commttees conposed of governnental, scientific and
busi ness representatives(217). Considering these "facilities
requiring supervision" as in thenselves constituting products,

we can see that these provisions of the Trade Regul ati ons consti -
tute a special kind of hazardous category |egislation, inposing
a strict systemof prior supervision and control over this
category of products hazardous to the working environment.

Anot her provision of the Trade Regul ations inposes upon all
operators of businesses the duty so to arrange working areas,
machi nes and equi prent "that the worker is protected agai nst
dangers to life and health insofar as the nature of the enter-
prise permts"(218). Special care is to be taken to provide
sufficient light, air space and circulation, and to renmove dust,
fumes, gases and other wastes. Further regulations are auth-
orized to inplenent these requirements(220), and this authority
provides a basis for the Decree Concerning Dangerous Wrking
Subst ances (Verordnung Uber gefahrliche Arbeitsstoffe)(221).

The Decree defines dangerous worki ng substances as chenica
substances and preparations used in the production of goods or
the performance of services, and having one or nore of a list
of dangerous properties (e.g. explosive, flanmmable, poisonous,
caustic) (222). The conpetent authorities may require anyone
selling or utilizing such substances to provide conplete in-
formation regarding their conposition. This requirenent is

in effect for numerous substances and preparations listed in
appendi ces to the decree (223). Special packaging, |abelling
and warni ng requirenents also apply to such substances (224).
Most inportantly, any enpl oyer whose activity invol ves danger-
ous worki ng substances nust conply with a set of technical and
hygi eni ¢ requirenments prescribed in another |engthy appendix,
as well as with "the generally recogni zed rules of technique"
(225). The devel opnent of these requirements is the duty of
an official agency, operating with the cooperation of industry
and ot her experts.

The Gernman Decree resenbles OSHA in establishing a system for
controlling the presence and effects in the workpl ace of sub-
stances whi ch have been recogni zed as hazardous. Al though the
Decree does not inpose any general testing requirement, it does
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facilitate nonitoring of suspected hazards by its provision for
mandatory reporting of fornmulary information to the authority.
Unli ke GBHA, however, the German systemdoes not require that
enpl oyers nami ntai n special records of enpl oyee accidents, ill-
nesses and exposure to hazardous substances.

The US dean Air Act

The US dean Air Act(226), enacted in 1955 and consi derably ex-
panded in 1970, is the basis for a conprehensive nationa

regul atory systemto conbat air pollution. The magnitude and
stringency of this systemof control have led to recurring
political controversies in recent years. The Act calls upon
the Administrator of the Environnental Protection Agency (EPA
to maintain a list of air pollutants which adversly affect
public health or welfare and the presence of which in the
anbient air results froma variety of sources. EPA is required
to issue "air quality criteria" respecting such pollutants, re-
flecting the latest scientific know edge as to their effects on
health and wel fare(227). For each of these substances nati ona
anbient air quality standards nust be promul gated (228). In
addition, EPA is responsible for devel opi ng standards of per-
formance for both stationary and nobile pollution sources(229).

EPA al so has authority to inpose nandatory national em ssion
standards for substances designated as hazardous air pollutants
(230). Such standards have been issued with respect to severa
subst ances, including asbestos, beryllium nercury and vinyl
chloride, specifying nmandatory control procedures including a
requi rement of regular em ssion sanpling in each case(231).

In order to achieve settlenent of a law suit brought by an
environmental group, EPA recently proposed to nake its vinyl
chloride standard nore stringent, setting a theoretical goal of
zero emssions but recognizing that its achi evenent would re-
quire closing down a sizeable industry, an unacceptable trade-
off (232). EPA also has |isted benzene as a hazardous air

pol lutant, "based on scientific reports which strongly suggest
an increased incidence of |eukema in hurans exposed to benzene"
thereby coomitting itself to propose em ssion standards for
that substance within six nont hs(233).

For these various responsibilities to be carried out effectively,
a research capacity was required, and so section 1857b provi des
for a research and devel opnent programto include investigation
of the "causes, effects, extent, prevention and control of air
pol lution". EPA s nmandate here is broad enough to allow study

of suspected environnental hazards. The Qean Air Act's
enphasi s, however, is upon controlling recognized pollutants,
with research ained prinmarily to assess the extent of contro
necessary and feasible in such cases.
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Even so, the dean Air Act fulfils a screening function with
respect to certain types of products. The npst comron "nobile
source" of air pollution is the autonobile, and EPA s standards
of performance for autonotive enissions have the effect of re-
quiring thorough testing of newautonobiles with respect to those
particul ar environnental hazards to which the standards refer.

A nore direct and nmore conprehensive screening process applies

to another class of products —fuels and fuel additives.

Section 1857f-6c(a) of the Clean Air Act gives the EPA Adm ni s-
trator responsibility for registration of fuels and fuel additives.
Sale or introduction into comerce of unregistered fuels or
additives is prohibited. For registration purposes, nanufacturers
are required to notify EPA of certain data concerning fuel ad-
ditives (234). In addition, EPAmay call upon a manufacturer: -

"to conduct tests to deternine potential public health
effects of such fuel or additive (including, but not
limted to carcinogenic, teratogenic, or nutagenic
effects)"(235).

The manufacturer also nay be required to describe techniques to
detect and nmeasure additives in fuel and to explain their in-
tended function. Upon conpliance with such requirenents,

regi stration of the fuel or additive follows. However, when
testing results so indicate, EPA may control or prohibit manu-
facture or sale of any fuel or additive for use in a notor
vehicle if any enission will endanger the public health or wel -
fare (236). Violations are subject to a civil penalty up to
$10, 000 per day of continuance of the violation(237).

It should be evident that this systemfor regulating fuel ad-
ditives is not a typical registration requirenent. Unlike the
registration systens under the Anerican pesticide law or the
German foodstuffs law (respecting food additives), the Cean Air
Act does not create a positive list of substances approved for
use. Registration of a fuel additive indicates only that
certain procedural formalities have been observed. To contro
marketing of a fuel product, EPAnust act affirmatively (1) to
require testing concerning potential hazards; and (2) to inpose
restrictions based upon the results of testing. Thus, despite
the registration requirement, the control nechanismhere is
actually that of a negative list - a list of products prohibited
on the basis of specific determnation that a hazard exists.
Such a system of course, offers greater freedomto industry,
but at a sacrifice of regulatory effectiveness.

Another interesting feature of this schene is that the govern-
ment has authority to order that testing be conducted in any
given case, but such testing is actually carried out by the
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manuf acturer. public expense thereby is kept to a m ni num
while testing costs to the nanufacturer also are linted to
cases where cause for concern exists. Still, the prelininary
procedure by whi ch EPA deci des whether testing ought to be
requi red probably calls for a significant admnistrative effort
in the case of each fuel or fuel additive. Once again, as we
saww th respect to pesticides and consumer goods, a system of
strict hazard control is inposed only for a limted class of
products which are considered especially likely to pose risks
to health or the environment.

The dean Air Act's provision authorizing control of fuels or
addi ti ves whi ch endanger the public health was at the core of
a very significant dispute resolved in the 1976 case of Ethyl
Corp. v. Environmental Protection Agency(238). That case
involved a challTenge to an EPA regulation calling for annual
reductions in the lead content of gasoline, even though the
extent of the hazard posed by lead in gasoline has yet to be
deternmined. The opinion of the Grcuit Court, witten by
Judge Wight, established that the concept of endangernent as
used in section 1857f-6¢c of the Aean Air Act includes a pre-
cautionary el enent, so that proof of potential harm can
establ i sh endangernent, it being unnecessary to prove that
actual harm already has occurred. The court summarized its
conclusions as to the requisite degree of proof as follows: -

"Wiere a statute is precautionary in nature, the
evidence difficult to come by, uncertain, or
conflicting because it is on the frontiers of
scientific know edge, the regul ations desi gned

to protect the public health, and the deci sion

that of an expert admnistrator, we will not

denand rigorous step-by-step proof of cause and
effect... The (EPA) Admnistrator nay apply his
expertise to draw concl usions from suspected, but
not conpletely substantiated, relationships between
facts, fromtrends anong facts, fromtheoretical
projections frominperfect data not yet certifiable
as 'fact', and the like. W believe that a con-
clusion so drawn - a risk assessnent - may, if
rational, formthe basis for health-related

regul ati ons under the 'wll endanger' |anguage
section (1857f-6¢c)."(239)

The effect of the decision in Ethyl Corp. has been to encourage
governnental efforts to control uncertain product hazards (240).
However, judicial efforts to restrict industrial operations on
the basis of nmerely suspected risks and uncertain statutory

| anguage face a future which is cloudy at best (241). A legis-
lati ve approach to the problem nandating or at |east encouraging

55



a process of testing to facilitate eyaluation of risks prior to
product nmarketing, proyides a nore secure basis for the contro
of potential hazards.

The CGerman Dnm ssion Control Act

The Federal |nmmssion Control Act (242) perforns for Wst Germany
a function closely resenbling that of the Aean Air Act in the
United States - providing a conpl ex, nmany—faceted systemto
regulate air pollution. The German statute, enacted in 1970, is
intended to provide protection against "harnful environnenta
effects", which are defined as: -

"i mm ssi ons which, due to their kind amount and
duration, are apt (geeignet) to bring about dangers,
serious disadvantages or serious burdens for the
general public or the nei ghboring popul ati on"(243).

Imm ssions, inturn, are defined as "air pollution, noise,
vibrations, light, heat, radiation and simlar environnenta

i nfluences affecting persons as well as aninals, plants and
other objects" (244). For our purposes, the nost significant
provi sions of the I'mmssion Control Act are sections 32 and 35,
regarding the characteristics of operating facilities and of
substances and products, respectively.

Section 32 authorizes regulations to prohibit comrerce in or

i nportation of mass-produced conponents of nanufacturing plants
and ot her production equi pnment, unless they satisfy specific
requirenents for protection against air pollution, noise and
vibrations. In particular, such regulations nay prescribe that
em ssions fromoperating facilities or their conponents nay not
exceed specific levels, and that such facilities or their
conponents must conply with specific technical requirements for
the limtation of enissions (245). Labelling as to em ssion
levels may be required for such facilities or conponents to be
pl aced i n comer ce(246).

Regul ations authorized by section 32 of the Inmmission Contro

Act performa simlar function to the standards of perfornance.
for stationary and nobile pollution sources nandated by the US
Gean Air Act(247). An inportant difference is that the Gernan
Act inposes control before the stage at which the of fending
facilities are placed into use, regulating instead the prior
trade in those facilities and conponents whi ch woul d be used for
production activities(248). Regulation is inposed upon production
equi pment at the stage when it is itself a product. The govern-
ment's authority to prescribe emssion |levels and technica

requi renents shoul d cause manuf acturers of such equipnent to
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engage in extensiye prenmarket testing to yerify conpliance with
such requi rements.

Section 35 of the Immission Control Act authorizes regul ation

of the conposition and production methods related to substances
and products which when used as directed or when incinerated

for disposal or recycling purposes, are apt to giverise to air
pol lution having harnful environmental effects. Like section 32
this provision prohibits commerce in and inportation of itens

not conplying with regulations; it also prohibits the production
of non-conpl yi ng substances and products(249). Again, [abelling
of such substances and products rmay be required to indicate the
possibility of harnful environmental effects (250).

Regul ations issued under the authority of section 35 coul d nan-
date testing procedures prior to marketing of products to

det ernine whether the products or substances contained therein
are apt togive rise to air pollution. Requirenents rmay be
franed to cone into force at a later date, as technol ogi cal
devel oprent pernits (251).
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HAZARDOUS CHEM CALS REGULATI ON

The precedi ng suryey; of statutes and |egal doctrines indicates
the yari ety of approaches whi ch have been and are bei ng taken
for the control of product hazards, known and unknown. Al nost
all the legislative renedies reviewed were notivated by a
recognition of the existence of a specific hazard, whether it
was a particul ar substance, or a category of substances related
by conposition or by prospective use. To discover protective
neasures of a truly general application it is necessary to |ook
back to the private lawrules of products liability(252). Mre
than any of the specialized hazard control |egislation, these
court-devel oped rul es encourage the nanufacturer to nonitor and
i nvestigate products of whatever description and thereby to

di scover hazardous characteristics which m ght otherw se have
gone unsuspected. Proper application of strict liability and
the shift of the burden of proof, as practised in the United
States(253) and Ger many(254), respectively, hel ps prevent the
di ssem nation of products posing unrecogni zed environnental risks.

Even so, as has been noted, the rules of tort |aw generally are
not a sufficiently strong influence upon behaviour to protect
agai nst uncertain hazards. These rules do not require prudent
conduct; they nerely encourage it, and their sanction is a

del ayed and uncertain one. It is therefore appropriate to |ook
for a legislative renedy which would nore effectively facilitate
the discovery of product-related hazards.

As the exanples used in this discussion nmay have suggested,
those products which have gained notoriety as environmental
hazards, generally have been portrayed in terns of their

chem cal conposition: DDI-based pesticides; paints and notor
fuels containing lead; lubricants and el ectrical equipnent
conposed of PCBs; plastics nmade up of vinyl chloride; etc
This is certainly logical, because it is only by analysis of
chem cal and biochemcal interactions with the environnent that
the environmental inpact of such products can be understood.

' course, chemcal analysis alone cannot provide adequate en-
vironnental protection with respect to some products. Careful
anal ysis of product design and nechanical testing nay be re-
quired, as in efforts to produce | ow pollutive autonobile
engines and oil tankers reasonably secure against oil spills.
The fact renmins, however, that to assess environnental hazards
associated with a great many products, the nost inportant pro-
cedure woul d be an analysis of the product's chemcal conposition
and of the inpact of those chemcals upon the environment over
the course of product manufacture, use and di sposal

The regul ati on of chenicals production may be considered a broad
speci es of hazardous category regul ation, akin to the exanpl es
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of pesticide and consuner products |egislation discussed above.
A difference, however, is that chenical substances are basic
products whi ch may be enployed in a wide yariety of uses,

either directly or as ingredients or conponents of other pro-
ducts. To subject chenicals to thorough testing with respect

to potential health or environnental inpacts may eventual |y
affect the conposition and design of a large proportion of all
nmanuf actured goods. It is not surprising, therefore, that
efforts to assert broad environmental control over nanufactured
products have focused upon chem cal substances. The nost promi -
nent of such efforts has been the five-year |egislative struggle
inthe United States to enact a Toxi ¢ Substances Control Act.

The first effort in the United States to |egislate conprehensive
control s over chenical products was a bill introduced in Con-
gress in 1970 by Representative Charles A Vani k, notivated by
the recently recogni zed hazard of phosphate detergents (255).

A report published in 1971 by the President's Council on

Envi ronmental Quality outlined the environmental hazards posed
by toxic substances and called for enphasis on preventive

rather than reactive approaches to such problens (256). In the
course of the next five years and the next three Congresses, a
variety of bills was introduced to create a system of Federal
regulation in this field. Aways the crucial and nearly ir-
resol ubl e i ssue was the extent and nature of the prenarket
testing requirenent which was to be inposed. Some bills would
have called for testing, but w thout regulatory review others
woul d have required testing only of such products as the
Environnental Protection Agency found likely to be hazardous;
still other bills would have nandated testing of virtually all
chenical products, subject to exceptions granted by the EPA(257).

Advocat es of a rigorous requirenent of prenmarket testing argued
that there was:

"a conpelling need to broaden and standardize the
test procedures and to provide for a regulatory
review of test results prior to the entry of sub-
stances suspected of being dangerous into the stream
of commerce and into the marketpl ace" (258).

ponents feared that unnecessary testing of new chenical sub-
stances woul d be required and that the expense of such testing
woul d be unreasonable. The President of the Manufacturing
Cheni sts Association (MCA), a spokesperson for the industry,
decl ared as recently as February 1976 that:

"this legislation will inpose serious and unnecessary
econom c penalties on the public..., will restrict the
devel opment of new products and will add to unenpl oy-
ment " (259).

59



Re expressed fear that "blanket requirenents for testing and
screeni ng of chenical substances" woul d handicap efforts to
protect agai nst the nost serious potential risks, because scarce
nonitoring resources woul d be diyerted to perform unnecessary

t asks (260).

The basis for much criticismof the proposed Toxi ¢ Substances
Control Act (TSCA) was a study prepared by consultants to the
MCA(261). This study estinmated that approxi mately 14, 000 new
products annual Iy woul d potentially be covered by the proposed
Act, with sone 340,000 products covered if "ninor devel oprments”
were included. Testing costs were estinmated as averagi ng any-
where from $15,000 to $800, 000 per product, with total direct
costs of conpliance within a range of $360 million to $1.3 billion
per year (262). The study warned that conprehensive prenarket
testing would drive snmall chemcal producers into bankruptcy,
channel production into high volune products, divert research

and initial narketing to other countries, and result in the |oss
of up to 80,000 jobs (263). Industry representatives al so argued
that the conbination of broad regulation at the product devel op-
nent stage together with the polarization and advocacy orientation
of regulators and regul ated alike would prove inconpatible with
the nai ntenance of scientific and technol ogi cal innovations(264).

QG her studies have indicated that environnmental and safety
regul ati on actually encourage rather than stifle innovation(265).
O the financial issue, the Environnmental Protection Agency
estinmated the costs of product testing as far |lower than had
the Snell study - approxi mately $3,000 for each chem cal sub-
stance the hazards of which could not otherw se be predicted,

wi th some substances not requiring testing at all (266). EPA
calcul ated the costs of conpliance with the TSCA as within a
range of $78.5 to $141.5 million per year(267). It has been
suggest ed, noreover, that in many cases these costs would re-
present little or no added burden to the nmanufacturer, in that
such product testing is already routinely conducted in response
to potential liability under other | aws(268).

The trenendous discrepanci es among estimates of regulatory costs
illustrate the dearth of definite information in this field,
which has itself been pointed out as a justification for nore
stringent regulation. A report prepared under the auspices of
the US National Acadeny of Sciences argued that:

"society suffers large and unnecessary expense because
of inadequate investnent in determining the hazards
of chenmicals. The less precise the deternination of
hazard, the larger nmust be the necessary margi n of
safety incorporated in the regulatory standard to
prot ect society" (269).
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The Acadeny of Sciences report strongly adyocated adherence to

a conprehensi ve cost-benefit anal ysis, "broadened to coyer all
significant advantages and di sadvant ages", as the nost appropriate
basis for organizing information and translating val ue judgenents
into regul atory decisions (270). The report recomrended adoption
of the Toxic Substances Control Act as a means of creating the
broad regul atory authority envisioned(271).

The debate over the cost of inplementing a Toxic Substances
Control Act was translated into a prolonged conflict between the
two houses of the US Congress, with the Senate favoring a strict
requirenent of premarket testing and the House preferring a |ess
conpr ehensi ve provi sion. The General Accounting O'fice, a re-
search armof the Congress, studied the Snell and the EPA cost
proj ections, as well as those nade by Dow Chenical, and con-
cluded generally in favor of the EPA figures, subject to sone
adj ustnments. On the nost crucial factor, the nunber of
chenicals to require testing, the GAO accepted the EPA' s esti -
mate of 150 new substances to be thoroughly tested annually,
rejecting Dow s projection of 900 and Snell's of 1230 to 7900
per year. The GAO al so disallowed as unsubstantiated Snell's
claimthat the naintenance of innovation in product devel opment
inthe face of the Act would cost a further $600 m I lion per
year. The GAO concluded that the annual cost to the chem cal
industry of the proposed act woul d approxi mate $100 to $200
mllion(272). Wether in response to the GAO report or to the
pressures of an election year, the two houses of Congress were
finally able to resolve their differences and adopt a bill
enacting a Toxic Substances Control Act, which was signed into

| aw by President Ford in Cctober 1976(273).

The Senate report on the bill which became the Toxi c Substances
Control Act drew attention to several gaps in regulation which
the Act was designed to fill (274). It was noted that prenarket
reviewwas previously required only with respect to pesti cides,
drugs and food additives, and that with the exception of the
Oean Air Act's provision on fuel additives (275), no Federal
statute applied direct controls over industrial chemcals. The
report also noted that no regul atory agency had the authority to
| ook conprehensively at all the risks posed by a chem cal sub-
stance, and that no other statutes nade the manufacturer re-
sponsi ble for providing the infornmation upon which regulation
woul d be based (276). It was stated that a prinmary notive for
the Act was the conviction that the nost effective and efficient
time to prevent unreasonable risks is prior to the initial

manuf acture of a product (277).
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The Toxi ¢ Substances Control Act

The Toxi c Substances Control Act establishes a systemfor the
regul ati on of chem cal substances(278), with the follow ng cen-
tral elenents: (1) a selective requirenent that nanufacturers
of chemicals conduct tests with respect to those new or pre-
exi sting products which the Environnental Protection Agency-
designates; and (2) a Blanket requirement that manufacturers
notify EPA of certain data regarding any new product prior to
initial marketing; (3) linited authority for EPA to prohibit
or regul ate such manufacture pending sufficient testing;

(4) broader authority for EPAto prohibit or regul ate manu-
facture upon a finding of unreasonable risk; and (5 authority
for EPA to seek injunctive judicial relief against newor pre-
exi sting substances likely to pose immnent hazards. |In
addition, the Act creates further reporting requirenents;

aut hori zes EPA to conduct research, collect data, and carry out
i nspections; provides for the inposition of substantial civil
and crimnal penalties; and authorizes "citizens' suits" and
citizen petitions to help enforce the Act. Each of these
features will be briefly discussed bel ow

Requi rerment of Testing

The Toxi c Substances Control Act enpowers the Adm nistrator of
EPA to adopt rules requiring that testing be conducted to
devel op data on the health and environnental effects of certain
cheni cal substances, where the Admnistrator finds that such
testing is necessary to renedy an insufficiency of data for
predicting the substance's effects upon health or the environ-
ment. This testing requirenent applies to those chem ca

subst ances whi ch the Adnministrator finds "nay present an un-
reasonabl e risk of injury to health or the environment” or,
alternatively, "wll be produced in substantial quantities, and

(i) ... may reasonably be anticipated to enter the environnent
in substantial quantities, or (ii) ... may (involve) signifi-
cant or substantial hunman exposure..."(279).

An imrediate problemis to decide which anong the nany thousands
of products devel oped each year nmerit consideration even as
candi dates for testing. The Act establishes a comittee of
experts to recommend which existing or newy devel oped chenica
subst ances should be given priority consideration by the Adnin-
istrator(280). Inrequiring testing, the Adm nistrator nust
identify the substance and specify standards for the devel oprment
of test data, taking into consideration "the relative costs of
the various test protocols and net hodol ogi es which may be re-
quired under the rule and the reasonably foreseeable availability
of the facilities and personnel needed..."(281).
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The duty to conduct such tests applies to those who nanufacture
or process the rel evant substance or intend to do so, but pro-
yision is nade to ayoid duplicative testing (282). Those who
are. thereby freed fromthe necessity to performtests are obliged
to provide "fair and equitable reinbursenent” to those who have
submtted test data or previously contributed with respect
thereto(283). The Adm nistrator nmust publish notice of the re-
ceipt of test data(284). If any such data, or other information
available, indicate that there may be a reasonabl e basis to con-
clude that a substance presents "a significant risk of serious
or w despread harmto human bei ngs from cancer, gene nutati ons,
or birth defects", then the Admnistrator nust within 180 days
either find that no unreasonable risk is presented or take con-
trolling action as described bel oW 285).

Manuf acturing and Processing Notices

In contrast to the testing requirenent, which is to be sel ec-
tively inposed at the initiative of EPA a requirenent of
prenmarket notification applies to all chemcal substances newy
br ought upon the nmarket (286). A person proposing to nanufacture
or process such a substance nust notify the Adm nistrator of
his intention, after which at |east 90 days nust pass before
manuf acture commences. Notification to EPA nmust include, in
addition to certain data describing the substance, any rel evant
test data in the proponent's possession and a description of

all known data concerning environnental and health effects of
the substance(287). If testing of the new substance has been
requi red, subm ssion of the data devel oped by that testing nust
acconpany or precede notification. |If testing has not been re-
quired, the nmanufacturer nust submt data which he believes to
show that the chem cal substance will not present an unreason-
able risk of injury to health or the environnent(288). The
Adm ni strator nmust pronptly publish notice describing such
notifications and the data submtted which shall be avail abl e
for exam nation by interested persons (289).

The 90-day waiting period prior to manufacture may for good
cause be extended by the Adnministrator for one further 90-day
period (290).

Whiere testing has been insufficient to allow evaluation of a
substance's effects, and upon a finding that the substance nay
present an unreasonable risk or nay result in extensive ex-
posure, the Admnistrator may, up to 45 days before the
notification period expires, issue a proposed order prohibiting
or restricting manufacture, distribution, use or disposal until
such testing has been conpl et ed (291) .
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A rel ated proyision authorizes the Admnistrator to issue a

proposed rule, to regulate a substance subject to notification
effectiye mare or less immediately. Such a proposed rul e may
be adopted upon a finding "that there is a reasonable basis to

concl ude that the manufacturing (etc.) ... will present an un-
reasonable risk of injury to health or environment before a
(permanent) rule ... can protect against such risk"(292). Wth

respect to either a proposed order or a proposed rul e, objection
by a manufacturer or processer will prevent the proposed order
fromtaking effect. The Adninistrator, however, may apply to a
Federal court for an injunction agai nst manufacture, etc., which
the court shall grant upon making the same findings as are re-
quired of the Adm nistrator (293). Were he does not issue such
a proposed order or take other restrictive action, the Anin-
istrator must, within the 90-day waiting period, publish a
statenent of his reasons for not doing so (294).

Regul ati on of Chem cal Substances

| ssuance of a proposed order prohibiting or restricting pro-
duction of a chem cal substance is a stopgap nmeasure pendi ng
adequat e testing, requiring only a suspicion of risk. Were
the risk is nore substantial, or where a proposed order is
tenporarily in effect, the EPA Admnistrator may, follow ng a
rul emaki ng procedure, inpose a variety of permanent restrictions
and/ or prohibitions upon the chenical substance. The exercise
of such controls is conditioned upon a finding:

"that there is a reasonable basis to conclude that the
manuf acture, processing, distribution in conmerce,

use, or disposal of a chemcal substance or mxture...
presents or will present an unreasonable risk of injury
to health or the environment"(295).

The controls which may be applied include the foll ow ng:

(1) prohibition or quantitative limtation of the nanufacture,
processing or distribution of the substance; (2) such pro-
hibition or limtation with respect to a particular use, or
with respect to use in excess of a specified concentration;
(3) regulation of the manner of use or disposal; (4) labelling
or instructional requirenents; (5 requirenent that manu-
facturers notify distributors and the public of the risks and
either replace or repurchase the products concerned; and

(6) requirenent of recordkeeping, nmonitoring and testing as
necessary(296) .

I'n promul gating a rule inposing such controls as described
above, the Admnistrator nust make findings with respect to the
heal th and environnental risks presented, the nagnitude of
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human and environmental exposure to the chem cal substance

the benefits of the substance, the availability of substitutes

and "the reasonably ascertainabl e econom ¢ consequences of the

rule"(297). Detailed procedural requirenents for the devel op-

ment of such rules are set forth, including provision for

i nfformal hearings and subm ssion of views by interested persons
(298).

| mm nent Hazards

The Administrator's authority to inpose pernmanent restrictions

on chem cal substances is limted by the necessity to follow

the steps of a detailed rul emaki ng procedure. H's nore sumary
authority to Inpose restrictions by proposed order has already
been discussed as it applies to new substances not yet subjected
to premarket testing. Simlar authority is provided to facili-
tate pronpt regulatory action in ease a chem cal substance already
on the market is discovered to constitute a serious hazard. Under
the Toxic Substances Control Act, summary regulation in such cases
may be inposed either by the EPA's promulgation of a proposed

rule or by action through the courts. However, a proposed rule
may not go so far as to prohibit manufacture, processing or
distribution of a chem cal substance unless a Federal court has
already granted relief with respect to the risk at issue(299).

The EPA Administrator apparently nmay inpose |less drastic forms

of regulation, such as quantitative limtation of production

I abel l'ing or nonitoring requirenents, or regulation of use or

di sposal, by declaring a proposed rule before the time-consum ng
rul emaki ng procedures have been conpleted. To do so he nust find
that "unreasonable risk of serious or widespread injury to health
or the environment” is likely to result prior to the effective
date of the final rule, and that the public interest requires
such a proposed rul e(300).

This required finding is virtually identical to the Act's defi -
nition of an "inmmnently hazardous chenical substance or mi xture"
(301). The EPA Administrator is authorized to file an action
in Federal court for the seizure of an imminently hazardous
chem cal substance or against its manufacturer or other persons
involved in its sale or use(302). The court may grant such
tenporary or permanent relief as may be necessary to protect
agai nst the risks posed by the substance at issue. The manu-
facturer, but not the distributor, may be ordered to notify
purchasers and the general public of the risk, as well as to
recall and either replace or repurchase the chem cal product
(303). Such relief may be granted notwi thstanding the pendency
of an administrative or judicial proceeding or the existence of
a rule or order under any other provision of the Act(304).
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It may be noted that the protection of the manufacturer is
greater with. respect to a product which nay pose an i mi nent
hazard than in the special case of a product which has not been
sufficiently tested, To prohibit an immnent hazard, the EPA
Adm ni strator must seek a court order, whereas in the latter
case the nere possibility of an unreasonable risk justifies an
adm ni strative prohibition of manufacture, subject only to
subsequent j udicial approval (305).

Reporting and Research

The Act requires the Adninistrator to promulgate rules to assure
that manufacturers maintain such records and submt such reports-
as are reasonably necessary, including a listing of health and
safety studies conducted by or for the manufacturer (306). The
Adm nistrator is to maintain an inventory, conpiled on the
basi s of nanufacturers' reports, of chemcal substances manu-
factured or processed in the United States, to be published
initially no later than Novenber 1977 (307). Each nmanufacturer
nmust maintain records of adverse reactions to health or the
environnent alleged to have been caused by his products, in-
cluding consuner allegations of injury and any conpl ai nts of
environnental danage(308). |f a manufacturer of a chem cal
substance obtains I nfornation supporting the conclusion that

the substance contributes to an unreasonable risk of injury to
health or the environnent, he must see that the Adninistrator is
adequat el y inforned without del ay(309).

EPA is also authorized to conduct such research and nonitoring
as are necessary to carry out the purposes of the Act. The

Adm nistrator is to be responsible for an interagency commttee
to coordinate the collection, dissenination, and use of data
submtted in accordance with the Act(310). The Administrator is
al so enpowered to inspect nmanufacturing plants and storage fa-
cilities and to obtain testinmony or docunents by subpoena(311).
The protection of trade secrets or other proprietary infor-
mation is questionable, inasmuch as disclosure of submtted data
is permtted not only to Congress and to enpl oyees of and con-
tractors with the governnent, but also "if the Adm nistrator
determines it necessary to protect health or the environnent

agai nst an unreasonabl e risk of injury" (312). This nay, however,
be the ideal solution, lodging with a hopefully disinterested
public official the authority to deci de when the nai nt enance of
secrecy nust give way to the public's need to know.
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Enf or cenent

Failure to conply with requirements of the Act or rules promnul -
gated thereunder is subject to substantial ciyil and crimnal
sanctions. The EPA Adm nistrator may i npose ciyil penalties of
up to $25,000 per day of violation, with factors to be considered
including ability to pay and the history of prior violations (313).
Knowing or willing violations are subject to crimnal penalties
in addition to or in lieu of any civil penalty, up to an ad-
ditional $25,000 per day of violation, inprisonment for not nore
than one year, or both(314). Upon application by the Adnin-
istrator or the Attorney Ceneral, Federal courts are authorized
to issue restraining orders and mandatory injunctions, and may
order the seizure of substances nanufactured or distributed in
violation of the Act(315).

The Toxi ¢ Substances Control Act includes several provisions de-
signed to encourage citizen enforcenent. "Any person" may
commence a civil action against any person, including the govern-
nment, alleged to be in violation of the Act. At |east 60 days
prior to taking such action, however, the plaintiff nust have
conveyed notice of the violation to the EPA Adm nistrator and
the alleged violator (316). The court may award the costs of

suit and attorneys fees as deened appropriate (317). A further
provi sion establishes procedures for citizens' petitions to

the Adnministrator seeking action to fulfil the purposes of the
Act. The petitioner may be entitled to undertake a court action
to conpel the Administrator to initiate the action requested (318).

Sumar y

The sharp and persistent controversy engendered by efforts to
regul ate chenical substances is reflected in the Act which was
adopted. The Toxi c Substances Control Act is a carefully

bal anced conprom se with which both the Manufacturing Chem sts
Associ ation and consurer groups will find it possible to live.
A fairly broad discretion is allowed to the EPA Administrator,
but the threshold tests for his intervention vary with the
nature of the intervention and in several inportant instances
the sanction of a court of lawwill be required.

To justify adoption of a rule requiring testing, EPA need only
determne that a chenical substance "may present an unreasonabl e
risk* or even that, where production wll be substantial, it nay
result in substantial human or environmental exposure. Sinilar
threshold findings justify tenporary controls over new substances
subject to notification requirenents. Thus, where testing has
been insufficient, a proposed order restricting production
pending the outcone of tests may be inposed if nmanufacture "nmay
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present an unreasonable risk". The threshold is sonewhat

hi gher to inpose a proposed rule based solely on a need for

haste —t here nust be "areasonabl e hasis to concl ude" that

manuf acture will present an unreasonable risk" before the

normal rul emaking process is conpleted. |In both these cases of
proposed orders or rules a manufacturer's objection will require
EPA to seek judicial confirmation of its action.

Summary action with respect to a product already on the market
depends upon neeting a still higher threshold test - that the
substance "is likely to result in an unreasonabl e risk of

serious or w despread injury" before rul emaki ng can be accom
plished. To prohibit a substance in this sumrary fashi on, nore-
over, a prior court order nust be obtained. And, finally, to
justify adoption of a permanent rule restricting or prohibiting
production, EPAnust itself find "a reasonable basis to concl ude"
that an unreasonable risk will be presented.

The differences anong these threshold fornmulas are not accidental,
al though they may be nore convoluted than ideal |egislative

draft manshi p night recommend. Their precise nmeani ngs probably
will have to await judicial or admnistrative clarification as
the Act is inplenented

A common feature of all these threshold tests is that each one,
even that for the adoption of a permanent rule restricting
manuf acture, shifts the burden of proof away fromthe regul ator
and inposes it, to a greater or |esser extent, upon the pro-
ducer. The extent of these shifts is unclear; 1in no case need
the producer expressly denonstrate that his product is safe, as
is required with respect to pesticides under FEPCA(319).

Rat her, the consistent inclusion of a consideration of reason-
abl eness suggests that a balancing of interests will be part of
every enforcement decision

Sone critics have argued that the Act's many variati ons upon
the standard of "unreasonable risk" to health or environnent
indicate an inproper bias toward trying to ensure absol ute
safety of chem cal products while ignoring the social and eco-
nom ¢ benefits which such products offer (320). This is an
incorrect reading of the Act. For EPA to conclude that a

chem cal substance is likely to present an unreasonable risk
thus justifying adoption of a rule restricting production, a
detailed set of findings is required, the nature of which nakes
clear that the threshold determnination nmust involve a bal ancing
of benefits against risks(321). By no neans nmust a chemnical
substance of substantial social or econonic val ue be proven
"absol utely safe"
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The Act's legislative history confirns the Congressional in-

tent to provide for a balancing of interests in the regulation

of toxic chemicals(322). The Act itself declares the intent of
Congress that the Act be carried out "in a reasonable and prudent
manner, and that the Admi nistrator shall consider the environ-
nental, economc, and social inpact of any action" taken there-
under ( 323).

A further safeguard to assure against overzeal ous enforcenent
of the Act is a provision requiring the EPA Adnministrator to
defer to other governmental agencies where he determines that
sufficient preventive action to control a toxic substance nay
be taken under a Federal |aw admnistered by a different agency.
In such a case the Adm nistrator must subnit and make public a
report to the relevant agency, describing the risk presented
If the agency either takes regulatory action or finds that no
unreasonabl e risk in fact exists, EPA may not inpose restric-
tions upon the chenical substance, although it still may order
that testing be conducted (324). This provision should help
protect against the oft conplained of inefficiency of dupli-
cative admnistrative controls

In the face of industry fears regarding the costs of testing
and subsequent blight upon technical innovation, EPA has con-
sistently enphasized its intention to enforce the Act

sel ectively(325). The creation of a conmittee of experts to
recomrend substances for EPA' s priority consideration wll
help inplement this intention(326). On the other hand, the
citizens' suit and petition provisions will draw attention to
those adnministrative oversights which a selective system of
regulation will inevitably produce. Similarly, placing the
burden on the manufacturer to inform EPA of infornmation sug-
gesting that a product is hazardous will help to close gaps in
the regul atory net (327).

The Toxi ¢ Substances Control Act was clearly a conprom se.
Econom ¢ considerations and industry pressure narrowed the scope
of the nmanufacturer's notification duty and conplicated the
procedures for rul emaking and regulation. Even so, the law s
enactment was seen as a victory by advocates of environnmenta
protection, while yet grudgingly acceptable to the chemca

I ndustry.

The nost essential feature of the Act renmins its provision

for selective requirenment of premarket testing of chem cal sub-
stances, to be conducted by industry under close governnenta
supervision. This approach to the control of hazardous pro-
ducts has inportant advantages: particularly its preventive
rather than compensatory character, as well as its creation of
a thorough system for supervising an industry which profoundly
affects the environnent.
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There are, howeyer, also serious problens with a regul atory
schene such as the Toxic Substances Control Act. As has heen
not ed ahoye(328), costs of adnministering the law, both to
governnent and to industry, are uncertain but sure to be sub-
stantial. The findings required as conditions to regul ation
are inprecise and may lead to lengthy litigation. Further

probl ens may arise in interpreting the conplicated provisions
on confidentiality and disclosure of proprietary infornation,
as well as those for sharing of the costs of conpliance and
testing. Even with many duties placed upon the industry, the
task of regulation remains a difficult one, for which years
will be required to devel op the necessary admnistrative ex-
pertise. Finally, it should be realized that the intensive
regul ati on of one industrial sector, as by the Toxi c Substances
Control Act, represents an expenditure of governnental resources
whi ch mght alternatively have been applied in a less rigorous
formto a broader scope of environnmental risks.

In summary, the Toxic Substances Control Act creates a reasonable
system for the control of unreasonable risks. |Its distribution
of responsibility establishes a proper bal ance among a regul -
atory agency with adequate but linmted powers and resources, a
set of other agencies with their own regulatory duties to tend,
and an industry and a citizenry to which are allocated sig-

ni ficant but not disporportionate roles in fulfilling the purposes
of the Act. Wiether this conpl ex systemof regulation wll suc-
ceed in revealing and controlling potential hazards before they
do damage to hunman health and the environment, only time wll
tell.

Chem cal s Regul ation in Gernany

Proposals simlar to elements of the Toxic Substances Control

Act have been made in Germany as well. A study group on environ-
ment al chem cals and bi oci des, contributing to the government's
envi ronnent al programme, proposed in 1971 that a nore stringent

| aw be devel oped to govern the trade in poisons(329). The
proposed Federal poisons |aw would have made the bringing into
comrer ce of poi sonous substances dependant on official au-
thorization. The study group al so proposed establishing a central
regi stration and eval uati on agency for biocides within the
Federal Heal th Agency, to maintain a register of tests and

regul ati ons concerning the environmental inmpacts of chemcals

and to eval uat e heal t h hazards (330).

Subsequent amendnents to the Plant Protection Act and the Food-
stuffs and Consurmer Goods Act have inpl emented these proposal s
with respect to pesticides and food additives(331). The German
governnent, however, has adopted no lawwi th the broad scope of
the US Toxic Substances Control Act.
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AN ALTERNATI VE. PRCPCSAL FOR LEAQ SLATI ON

The anal ysis whi ch has been presented of a yariety of German

and American statutes denonstrates that a premarket testing

requi rement may take many forns. |In sone special cases the
responsibility for testing rests wi th governnment, But the nost
conmmon arrangerent is to inpose a primary duty to conduct testing
upon the manufacturer while enabling a government agency to
conduct its own tests and other research to corroborate or cal
into question the results of Industry testing

The manufacturer's duty of testing may apply to all his pro-
ducts of a certain character or nay be limted to those Itens
speci fically designated by the regul atory agency. The testing
required may be defined by governnent regulations in terns of
preci se test protocols and procedures, or may be set forth in
very general terns, as by a requirenent of testing "reasonably
adequate to informthe manufacturer of any unreasonable risk
presented by his product".

CGenerally, where the primary duty of testing rests with the manu-
facturer, the results of such testing nust be subnitted to the
supervi sing agency, which has authority either to approve or

di sapprove marketing of the product. The requirenent of pro-
ducer testing might be acconpanied by a less controlling (and

| ess expensive) role for governnent. One less restrictive
alternative would be to enpower the regulator solely to certify
or refuse to certify the adequacy of testing, wthout the power
and the burden of deciding whether to prohibit commerce in the
product. Such a regime, however, m ght have the undesirable
result of shifting civil liability fromthe nanufacturer to the
government with respect to products certified as adequately
tested. Such a problemcould be avoided by requiring that the
manuf act urer conduct premarket testing but w thout any direct
governmental supervision. Here the only effective pressure to
conduct adequate testing would be the threat of civil liability
in case the product causes injury to personal or property in-
terests, with all the uncertainty that the proof of such
[iability involves.

The inadequacy of private law renedies for controlling industrial
activities has been di scussed above(332). However, these rem
edies may prove nore effective in concert with a carefully
fornulated obligation to conduct prenarket testing, even without
direct governmental supervision or control over the testing
process. Such a systemcoul d operate w thout contenporaneous

di scl osure of the data developed by testing with the confiden-
tiality of such data retained unl ess the manufacturer elects
voluntarily to disclose such information In defense agai nst
clains of injury attributed to his products.
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If it could be so designed as to proyide a real inpetus for
adequate testing, while yet limting governnental involyenent
and protecting proprietary information, this approach would be
practical for application not only to "hazardous categories" of
products, but to the entire range of manufactured and processed
goods which are placed upon the market.

Such a universal requirement woul d be of unique value in assist-
ing discovery of unanticipated, unsuspected hazards. Were other
laws require carefully controlled production and use of products
or classes of products which have been recogni zed as hazardous,
this less intensive regime would help to protect against gaps in
current know edge. This approach might al so be feasible for
application in countries where shortage of econonic and technical
resour ces nmakes i ntensi ve governnental regul ation unfeasible.

A CGeneral Requirenent of Testing

A basic el ement of the proposed |egislation would be a genera
requi renent of adequate testing of all products to be nanufactured
for sale. An appropriate standard woul d be that every manu-
facturer or processor of a new product, before bringing said
product upon the market, nust performor have performed for him
such investigation and testing as is reasonably adequate under

all the circunstances to informthe manufacturer or processor of
any unreasonable risk to human health or the environment which
may be presented by the manufacture, processing, distribution in
comerce, use or disposal of said product.

Certain ternms of this standard will have to be defined. The
definition of "bringing a product upon the market" nay be
limted so as to exclude activities which need not or should not
be regul ated, such as the manufacture of chem cal substances in
small quantities for experimental use, or the manufacture of
products for use solely by the manufacturer or persons under
common ownership or control. If desired, a further exception
could be made for the marketing of a product clearly |abelled
with a notice such as the following: "This product has not been
tested for safety and may present a hazard to health or the
environment”. Followi ng the lead of several Anmerican product
regul atory statutes, an exception m ght also be nade for pro-
ducts intended solely for export. In such event, however, the

| east that should be required is a notice to the governments of
countries to which export is intended, as is called for by the
US Toxi ¢ Substances Control Act(333).

What constitutes a new product will also require definition
The term probably should be defined to include any product of
a conposition or design not substantially identical to a
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product previously manufactured or processed by the sane nanu-
facturer or processor or by another manufacturer or processor
under common ownership or control. To exenpt a, product
identical to products of another manufacturer night inproperly
al  ow one manufacturer to shift his liability for his own pro-
ducts to another producer. Were a very simlar product
previously has been manuf actured by others, the testing re-
quired of a new product may be supplemented and to a degree
suppl anted by a survey of experience with the previously

mar ket ed product .

The standard of reasonabl e adequacy under all the circunstances
shoul d not be further defined in the statute, except perhaps to
provi de that adequacy be assessed in consideration of the best
avail abl e investigative technol ogy.

The purpose of this requirement is no nore than to reiterate the
nmanufacturer's duty of due care which already exists under both
Anerican and Cerman | aw(334). The statute's preanble or state-
ment of purpose would include an explicit declaration that the
statute is intended for the protection of the public, so that,
at least under German legal principles, aviolation of the
testing requirenent will subject a manufacturer to liability for
any harmresulting therefrom(335). On the other hand, this
general standard of duty will not require a nanufacturer to con-
duct testing of a product if its harnl essness is obvious or

al ready proven by experience.

Even if no nonetarily quantifiable damage results froman in-
adequately tested product, such product night harmthe
environnment in other ways, as by generating excessive air

pol lutants or by inposing an inordinate burden upon waste dis-
posal facilities. To curb the manufacture of such products

the statute should include a provision for inposition of civi
fines upon violators of the testing requirement whose products
result in non-quantifiable injury to or burden upon health or
the environment. This provisionwould, in effect, resenble a

| i qui dat ed damages cl ause, setting a range of danages to be
pai d where the precise extent of actual damages may not be
ascertainable. It would probably not be wi se, however, to seek
to inpose crimnal penalties for violation of the testing re-
qui rement, because such penalties may not properly be con-
ditioned on so general a standard, which is not, and for the
sake of its effectiveness nust not be, easily predictable in
its application. The same reasoning nmakes it inproper to

i npose a punttiye fine upon the manufacturer, exceeding any
reagonable nonetary equi valent to the danage resulting fromhis
pr oduct .
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In most cases the obligation to conduct reasonably adequate
testing would inpose little if any liability beyond that which
woul d result fromthe application of general tort |aw principles
The statutory standard's effect would be mainly to clarify and
accentuate the manufacturer's responsibility to exercise due
care. For jurisdictions such as the many American states in
whi ch a manufacturer may be held strictly liable for injuries
resulting fromhis products, the statute should state that it
is not intended under any circumstances to excul pate any person
fromliability according to other applicable |egal standards
Further provisions of the statute, to be described bel ow, would
more markedly affect the manufacturer's actual liability, by
means of changes in the burden of proof and the admi ssibility
of evidence

A Supplemental Testing Requirenent

The duty to conduct reasonably adequate product testing should
not expire when the product is placed upon the market. Rather
as with the German doctrine of Produktbeobachtungshaftung(336)
the manufacturer should bear responsibilTity for monitoring the
product's safety subsequent to its initial marketing as well.
More specifically, upon receiving any further information, not
patently unreliable, which reasonably suggests that prior
testing was not reasonably adequate to inform himof risks pre-
sented, the manufacturer nmust resume testing in order to attain
such a reasonably adequate assurance of safety. Exanples of
the types of information which would make renewed testing
necessary include the follow ng:-

(1) information indicating that a previously unknown
hazard may exist;

(2) information indicating that a previously known
hazard may present a significantly greater risk
than prior testing had indicated

(3) information indicating a significant deficiency
in a testing method previously relied upon;

(4 information indicating that an alternative testing
met hod is available which would probably provide
significantly greater assurance as to whether or
not a product is hazardous; and

(50 information indicating that a product has been the
cause of significant injury to any aspect of the
environment or to the health of any person
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In effect, theitianufacturer woul d stand under a, conti nuing
obligation to reexam ne the safety of his product upon receiv-
ing information of the types descri bed.

The producer's duty m ght be extended by pl aci ng hi mon con-
structive notice of any- such information which is reasonably
available to him This would require the manufacturer to nonitor
in an active fashion the performance of his and related products,
as well as to keep abreast of devel opnents in investigative
technol ogy. Such a requirenent, however, m ght inpose an ex-
cessive burden upon the small manufacturer. It would appear
preferable to inpose responsibility to conduct renewed testing
only upon actual notice to the manufacturer of information
fitting the above-listed categories. This would provide an
incentive for individuals claimng personal injuries or for
consumer or environnmental protection groups to nake sure that
nmanuf acturers are fully informed of new devel opnents which

m ght nmake further product testing advisabl e.

A Requirenent to File Records of Testing

The second basic el enent of the proposed statute would be a
filing requirenent, which mght call upon every nanufacturer or
processor of a new product, before bringing said product upon
the market, to file with an official depository, designated by
the appropriate governnental agency, conplete and accurate de-
scriptions of all tests, exam nations, studies and assessnents,
and of the data devel oped thereby, which nmay be relevant to the
possi bl e effects of said product upon hunman health or the
environnent. Alternatively, a procedure for the filing of such
descriptions of tests and test results nay be provided but nmade
optional at the will of the manufacturer or processor.

Records of supplenental testing mght be added to the filing at
any time, but the file should indicate the date on which each
such record is filed.

Wiet her filing be nandatory or voluntary, the statute woul d
provide that the record currently on file with the official
depositary woul d be the only evidence adnmi ssible on behal f of
the nmanufacturer or processor in order to prove what testing
had been conducted in defense of a claimof liability for
breach of his duty to conduct reasonably adequate testing or
for breach of any other duty related to the safety or environ-
nental coropatability of the product at issue. An exception

m ght be nade for adm ssion of explanatory evidence, but should
be expressly limted to the testinony of persons who partici-
pated in the testing and studi es which were recorded, and
whose names were included in the record itself.
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Any test results filed would remain confidential until a bona
fide controversy were to arise, In fact, it would be unneces-
sary for the official depository or any other agent of
government eyen to examine the data, placed on file, except to
the extent required to record a physical description of the
filing and to mark each docunent or group of documents with a
notation of the date of filing. Enployees of the official
depository and any supervisory agency would be strictly for-

bi dden to di sclose to any person any information about the data
filed with the depository, until such tinme as disclosure is
authorized By the filing party or ordered by a court of |aw of
conpetent jurisdiction. Violators, whether government officials
or third parties, might Be subject to crininal penalties(337).
This systemof confidentiality would provide the regulator with
a strong defense to the comron objection by manufacturers that
regul ation would infringe their right to protect proprietary

i nformation and woul d j eopardi ze trade secrets. Mreover, the
largely passive role of the official depository would inpose
only a slight burden on governnental resources.

The manufacturer would be free to disclose any records of
testing which he has filed, in order to neet public criticism
of his research efforts or for any other purpose whatsoever.
The nore inportant means of disclosure, however, would be by
court order. Such an order should be mandatory in any case
where a party is able to prove that injury has occurred to
health or the environment and is able to offer a prina facie
showi ng (Anschei nsheweis) that such injury resulted froma
defective characteristic of the manufacturer's product(338).

Effects upon Liability

Under a systemof strict products liability such as predoninates
inthe United States, the requirenent of filing testing records
here proposed would have little inpact upon products liability
cases. Negligence not being an issue, it would be irrel evant
whet her or not product testing had Been sufficient. At nost,
the records m ght shed sone light on the issue of whether a
product was defective, but their evidentiary val ue m ght be
suspect due to their being the creation of the defendant

pr oducer .

Under the German rules of products liability for negligence
with the possibility of very significant shifts in the Burden of
proof, the proposed filing requirement might have a greater in-

fluence. According to the rule of the Mercedes Fal |, discussed
aBoye(339), the plaintiff's proof of injury, plus an Anschei ns-
bewei s, or prima facie showing, that such injury was caused By a
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defect in the defendant's product, suffice to shift to the de-
fendant the bupden of proof on these issues of causation and
defect, and on the issue of negligence as well. 1In seeking to
pxove that his conduct has not been negligent and that his pro-
ducts were not defective, the manufacturer will often have to
denonstrate that these products have been adequately tested
Under the proposed statute, the only evidence which the manu-
facturer may offer on this issue is the record of testing on
filewith the official depository. The record nmust speak for
itself; if it does not indicate that the manufacturer has ex-
ercised due care to protect against harmof the sort alleged,
the issue of negligence will Be concluded in the plaintiff's
favor.

The existence of an official filing of tests conducted m ght on
occasion work to the manufacturer's benefit. He will have at
hand evi dence of the care which he has exercised, filed and
docurmented at an earlier date and which is therefore | ess sus-
pect than if conpiled in the heat of the current controversy.
The injured party mght find it very difficult, perhaps years
after tge date of filing, to undermne the credibility of such
a record.

It is only proper that the manufacturer should stand to benefit
from having conducted and placed on record testing procedures
commensurate with the requirenents of due care. There is a risk
however, that a manufacturer nmght file false records of testing
which was not in fact conducted, so as to provide hinself with a
docunented defense to later clains of liability. As noted, dis-
proof of the validity of such records nay be difficult at a
later date. Therefore, it would be appropriate to provide for a
severe penalty to deter fraudulent filings. Inasmuch as the
principal use of such filings would be as evidence in the courts
of law, the filing of records which are known or reasonably
shoul d be known to contain fal se information should be treated
as the equivalent of perjury and puni shed accordingly.

Even where the record of testing indicates a |lack of due care,
the manufacturer still nmay escape liability to the injured
plaintiff, if the defendant is able to sustain his burden of
proving either that the product was not defective or that no
def ect which existed could have caused plaintiff's injury. The
nmanuf acturer, however, will still be likely to suffer certain
di sadvant ageous consequences of his |ack of due care. The
record of inadequate testing having been disclosed to public
scrutiny, the manufacturer will be subject to the civil fine to
be inposed upon violators of the testing requirenent. More-
over, other persons who m ght have suffered injury due to the
Tanufacturer's negl i gence nmay be encouraged to bring further
awsuits.
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| npact of the proposa

The proposed system for nmandatory or voluntary filing of pro-
duct testing data would likely have significant effects upon
subsequent product liability litigation, as outlined above, but
cannot be expected to induce any sort of revolution in manu-
facturers' concern for environmental and health inpacts of their
activity. when a new product is under devel opnent, the prospect
of civil liability will generally be a contingency of secondary
i nportance. It is to be hoped, however, that the proposed
filing systemwoul d make nmanufacturers nore conscious at an
early stage in product devel opment that they may then be in the
process of creating risks of future harmto the environnent and
of future liability for thenselves. As the filing of product
testing data - adequate or inadequate, conprehensive or cursory -
becones routine, the process may focus a greater attention upon
environnental inpacts, an attention which would otherw se have
to await the possibly catastrophic effects of a dangerous pro-
duct being placed upon the market.

The idea that execution of a formal data-filing procedure will
focus attention on safety issues at an early stage woul d seem

to fit the small proprietary enterprise better than the large
corporate operation. Inthe latter case, the division of |abor
may result in the responsibility to comply with a filing re-

qui renent being routinely del egated to an organi zational unit
having no significant inpact on production decisions. A neans

of avoiding such a trivialization of conpliance with the filing
requirement would be to hold a particular nenber of the cor-
poration's board of directors directly and personally responsible
for the conduct of product testing, at least to the extent of
personal liability, jointly with the corporate manufacturer, for
the civil fine applicable in case reasonably adequate testing has
not been conducted. This person might be given a designation
such as Director in Charge of Environmental Conpliance. The
appoi ntment of at |east one such director, and the filing with
the official depository of his name and his personal acceptance
of responsibility, would be required of every corporation in-
tending to place any product upon the market. This director

hi nsel f woul d be adequately nmotivated to see that the official
depository be informed of any transfer of his responsibility to
anot her person. The major effect of such a requirenment woul d be
to establish a voice at the highest |evels of corporate decision-
jtiakwg with a personal interest in carrying out a fully adequate
programre of testing with respect to every new product to be

mar ket ed( 340) .

The concept of inposing special |egal responsibilities upon
particular corporate directors is not an altogether new one.
Exi sting exanpl es include the Betrl ebsbeauftragter, a corporate
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director or officer obliged to performnandatory supervisory
functions under Gernan safety and environnental statutes(341),

for whose misconduct the corporation may in turn be held liable
under the |aw of corporations(342). Under Arerican law a
doctrine has devel oped which requires that a director possessing
a particul ar expertise, such as that of a lawer or an accountant,
apply that expertise in the conduct of his corporate duties (343).

Wiet her the nanufacturer is an individual proprietor or a multi-
nati onal corporation, the proposed requirenment of filing data
on product testing will not assure that products harnful to
health or to the environment will no |onger be brought upon the
market. Wth respect to products which can be expected to pre-
sent environmental risks, or which Belong to a class known to
present such risks, a nuchnore rigorous formof regulation is
appropriate. In such cases a governnental agency with enforce-
ment powers should Be given responsibility to oversee and

regul ate premarket testing or to conduct such testing itself.
The varied forns which such testing requirenents may assune have
been surveyed in this report.

The proposal offered here would not conflict with any of the
exi sting statutory arrangenents di scussed above, although sone
statutes inpose nore extensive duties upon the manufacturer.
The requirenents of product testing and data filing would have
little if any inmpact in relation to statutory provisions in-
tended to control hazards already known to the authorities,
such as the US Hazardous Substances Act or the Toxic Substances
Control Act's restrictions on PCB production. Nor would the
proposal have much effect where existing statutes require
manufacturers to gain positive governnental approval by sub-
mtting the results of testing for product safety, as called
for by both German and Anerican laws relating to pesticides and
food additives, as well as by section 4 of the Toxic Substances
Control Act. The same is true with respect to statutes, |ike
the US Consuner Product Safety Act, which rely upon governnent -
initiated testing and standard-setting rather than requiring
testing by the manufacturer.

The Consuner Product Safety Act, however, also provides that
manufacturers nust informthe regul atory agency of known de-
fects giving rise to hazards or violations of standards. The
proposal 's general requirenent of testing and data filing may
assi st know edge of such defects and pronote reporting, thus
facilitating conpliance with the CPSA. Were a statute, such as
the Fl ammabl e Fabrics Act, calls upon nanufacturers to guarantee
that testing has been adequate the proposal's filing require-
ment would help to deter false clains. That confidential filing
requirement mght also help assure the public filing of com

pl ete and accurate nanufacturing and processi ng notices, as
called for by section 5 of the Toxic Substances Control Act.
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CGeneral |y speaking, where an existing statute |ooks primarily

to governraental action - whether it be prohibition, the setting
of standards, or the review and approval of testing conducted by
i ndustry —there the proposal of a universal testing and filing
duty borne by the producer will have slight inpact. But where
the initiative to investigate and acknow edge hazards remains
with the industry, the proposal should help to assure good faith
conpl i ance by the nmanuf acturer

The proposal's unique virtue is its universality - it would
apply to every new product brought upon the narket. The price
of this breadth of coverage is the mldness of the proposal's
controls - the secrecy of testing data until controversy ari ses,
and the absence of any regulatory authority to restrict nmarket-
ing of products found to be hazardous.

The proposed requirenent of data filing is not offered as a sub-
stitute for nmore rigorous existing regulation. Nor is it seen
as an adequate solution to the lack of effective regulation of
certain types of products known to pose or suspected of posing
serious environmental risks, such as PCBs, asbestos, vinyl,

chl oride, fluorocarbons, or chenical substances in general

Rat her, the proposal is offered as a neans of defining a nininal
level of regulation appropriate with respect to the devel opnent
of products of every type and description. By naking routine
the deposition of testing results in the case of every manu-
factured product, we nmay hope to nmake nore likely the recognition
at an early stage of those products which nay pose an unaccept-
able risk of harmto man and the environnent.
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1.

NOTES

An interesting exanple, froma conpletely different
sphere, of an effort to forestall anticipated hazards by
neans of the lawis the nowdiscredited (though still in
force) Smith Act (see especially 18 USCA 82385 (Veést
1969)), by which the Red Scare of late 1940s' Anerica
was translated into a neans of ostracizing politically
hazar dous persons frompublic life. In the minds of the
Arerican public the threat of Communi smwas then as real
(and at least as acutely felt) as is the threat of en-
vironmental catastrophe today. It required the brave
deci sions of a few independent-mnded jurists to pre-
serve traditional rights of free speech and free
association frombeing violated in the fervent effort to
save Anerica fromthe hazard of Communi sm The anal ogy
nay be tenuous, particularly because the "rights"

t hreat ened by environnmental controls are econom ¢ rather
than political ones, but its lesson is that the system
of | aw devel oped to draw concl usions from historical
facts conprises a rather blunt instrunent for protection
agai nst the uncertain hazards of the future, an instru-
nent to be applied with care and circunspection.

H Wellford, Sowing the Wnd (New York 1972), at 185.

The courts of Taw have not been unaware of this dilemma.
Thus, for exanple, it has been observed that the US Food,
Drug and Cosnetic Act (21 USCA 8301 et seg. (Vést 1972))
was enacted in order "to protect consuners who, in
circunstances of nodern industrialism are largely be-
yond self protection". 62 Cases, Mre or Less, Each
Containing Six Jars of Jamv. United States, 340 US 593,
71 S C. 515, 95 L. Ed. 566 (1951).

Several agencies of the US governnent recently have acted
to control the marketing of aerosol products containing
fluorocarbons. In April 1977, the US Food and Drug

Adm nistration (FDA adopted a regul ation requiring

war ni ng | abel s on foods, drugs, cosnetics and nedical
devices in fluorocarbon-propelled pressurized con-
tainers. See Notice of Rule Making, 42 Fed. Reg. 22017
(29 April 1977). The Consuner Product Safety Conmm ssion

has adopted a sinilar labelling requirenment applicable
to "consuner products", as defined by the Consuner
Product Safety Act (cf. text acconpanying note 175

i nfra), which use a chlorofluorocarbon propellant. See
Notice of Final Rule, 42 Fed. Reg. 42780 (24 Aug. 1977),
adopting new 16 CFR part 1401. The FDA al so has pro-
posed an outright prohibition of the use of certain
fluorocarbons in all such products, with a few specific
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exceptions for "essential" uses. See Notice of Proposed
Rule, 42 Fed. Reg. 24536 (13 May 1977). The US Environ-
mental Protection Agency (EPA), to the extent of its
authority under the Toxic Substances Control Act of 1976
(see text acconpanying notes 278-328 infra), has pro-
posed to prohibit any manufacture, processing or
distribution of certain fluorocarbons used as aerosol
propel |l ants, exenpting again, a few "essential" uses.
See Notice of Proposed Rule, 42 Fed. Reg. 24542 (13 Nay
1977). For background see the report of a special US
governnent task force. Fl uorocarbons and the Environ-
nment; Report of the Federal Task Force on [nadvertent
Mbdi fication of the Stratosphere (Washington, D.C 1975);
see also US National Acadeny of Sciences, Comm on

I npacts of Stratospheric Change, Hal ocarbons: Environ-
nental Effects of Chlorofluoromet hane Rel ease
(Washington, D.C 1976), a report released i n Septenber
1976; «cf. T. von Randow, Nur noch zehn Jahre, De Zeit
(Hanburg, 12 Dec. 1975).

Sonetines referred to hereinafter sinply as Germany. A
useful catalog of various types of regulation all of
whi ch encourage the control of product hazards is to be
found in Carpenter, Legislative Approaches: Regulation
of Chenicals, in Consunmer Health and Product Hazards/
Chenicals, Electronic Products, Radiation (R Gundy &
S. Epstein eds., Canbridge, Mass. 1974), at 1, 39-40.

Wnterbottomv. Wight, 10 M & W 109, 152 Eng. Rep.
402 (Q. of Exchequer, 1842).

217 NY. 382, 111 N E 1050 (1916).

For a concise statenent of arguments supporting strict
products liability, see Report of the Secretary-CGeneral
on Liability for Damage Caused by Products Intended for
or Involved in International Trade, UN Doc. A/ CN 9/103
(1975), at 30-31 (hereinafter cited as UN Report on
Products Liability).

See especially Henningsen v. Bloonfield Mdtors, Inc.
32 NJ. 358, 161 A2d 69 (1960).

See Anerican Law Inst., Restaterment (2d) of Torts § 402A
(1965). A strong case for this devel opnent was argued
by Professor WIIliam Prosser, who described the warranty
of safety as "a freak hybrid born of the illicit inter-
course of tort and contract”. W Prosser, The Assault
upon the Gtadel (Strict Liability to the Consuner),

69 Yale L.J. 1099, 1126 (1960).
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10.

11.

12.

13.

14.

15.

16.

G eennman v. Yuba Power Products, Inc., 59 Cal.2d 57,
377 P.2d 897, 27 Cal. Rptr. 697 (1963).

El nore v. Anerican Motors Corp., 70 Cal.2d 578, 451

P.2d 84, 75 Cal. Rptr. 652 (1969). Sinilarly broad

relief is proposed by EEC Doc. Xl /332/74-E (first pre-
limnary draft directive concerning the approxination of
the laws of nmenber States relating to products liability),
Art. |: "The producer of an article nmanufactured by

i ndustrial methods or of an agricultural product shall

be liable even without fault to any person who suffers
damage as the result of defects in such article".

(Enphasi s added.)

See W Prosser, The Law of Torts (4th ed., St. Paul 1971),
at 656-58.

See id. at 659-60 and articles there cited at notes
74-75. See also Draft European Convention on Products
Liability, GCouncil of Europe Doc. EXP/Resp. Prod. (75),
24 Jan. 1975, providing for strict products liability.
Article 2(c) of the Draft Convention would define a
defective product as one whi ch does not provide the

saf ety which a person is entitled to expect, having re-
gard to all the circunmstances including the presentation
of the product. See UN Report on Products Liability,
supra note 7, at 7.

See Brody v. Overlook Hospital, 121 N J. Super. 299,

296 A 2d 688 (1972), where the court applied a theory of
strict liability in the expectation that it would en-
courage nore adequate research by manuf acturers.

The UN Report on Products Liability, supra note 7, at 31,
suggests that an injured person ought only to bear the
onus of proving the existence of a defect, causation and

injury, "leaving it to the producer to prove that he was
not responsible for the defect”. This would anount to
a partial shift in the burden of proof. In German

practice the burden of proof has been shifted even nore
radically. See text acconpanying notes 30-39, infra.

Henni ngsen v. Bloonfield Mbtors, 32 N.J. 358, 161 A 2d
69 (1960); see also P. Prag, A Conparative Study of the
Concept and Devel opnent of Products Liability in the
USA, Gernany and Scandi navia, 1975 Legal |ssues of
European Integration 67, 74; J. Murray. The State of
the Art Defense in Strict Products Liability, 57
Marqguette L. Rev. 649, 658 (1974).
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17.

18.

19.
20.

21.

22.

23.

24,

25.
26.

Borel v. Fibreboard Paper Products Corp., CCH Prod. Liab.
R p7 017 (5th Cir., Sept. 1973) (denying relief to a
wor ker suffering fromashestosis as a result of many
years work with asbestos insulation).

See Anerican Law Inst., Restatenent (2d) of Torts § 402A
comment k. (1965); see also W Prosser, The Law of Torts,
at 661-62; . The Fall of the Gtadel (Strict
Liability to the Consumer), 50 Mnn. L. Rev.791, 807-12
(1966). But see cases, inposing liability on the basis

of such facts, cited in R Byrne, Strict Liability and
the Scientifically Unknowabl e Ri sk, 57 Marquette L. Rev.
660, 668 (1974).

See Borel v. Fibreboard, supra note 17.

The limtation of manufacturers' liability for unknown
ri sks has been defended as a neans to nake possible "the
sufficient user experience indispensable to research".
See Byrne, supra note 18, at 673, citing Basko v.
Sterling Drug, Tnc., 416 F.2d 417 (2d Gr. 1969). This
theory appears to be based on the prenise that guinea

pi gs - even hunman ones unaware that they are being so
?s_etlj - ought not to be conpensated when the experiment
ails.

P. Keeton, Product Liability & the Autonobile, 10 Forum1,
8 (1973).

Burgerliches Gesetzbuch (BGB), of 18 Aug. 1896 (RGBl. at
195) (C.H Beck, Minchen 1975).

Sinmlarly, the Conmon Law provides that where injury
results fromviolation of a statute designed to protect
agai nst such injuries, the violation creates a concl usive
presunption of negligence or anmounts to "negligence per
se". See W Prosser, The Law of Torts, at 200-03.

See J. Schmidt-Sal zer, Produkthaftung, Produkthaftpflicht-
versi cherung, Betriebsorganisation und risk managenent,
1972 Der Betriebs-Berater 1430, 1433.

See id. at 1433-35.

The distinction between the manufacturer's liability
under BGB § 831 for his enployee's mstakes and his |i-
ability under BGB § 823 (1) for faulty organization of his
business is clarified in J. Schnidt-Sal zer, Produkt-
haftung (Heidelberg 1972), at 185-87.
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27.

28.

29.

30.

31.

32.

33.
34.

35.

36.

Adequat e prenarket testing to assure reasonable safety
will sometines be inpossible, as in the case of pharna-
ceuticals tested prinmarily on |aboratory aninals. Here
the producer mnust carefully nmonitor effects upon users of
his product when marketed. Under such circumstances the
responsibility for Produktbeobachtung merges into that
for Konstruktion. See Schm dt-Salzer, supra note 24, at
1435.

Id. The same author has noted el sewhere that the nanu-
facturer is not an insurer for all injuries which my
arise fromuse of his product; it need not be "idiot-
safe" , but need only be free of defects relative to
actual ly foreseeable uses. Schnidt-Salzer, supra note
26, at 181.

Thus the responsibility for providing adequate infornation
to promote safe use has been described as a special case
of the responsibility for adequate conposition and de-
sign. Schmidt-Sal zer, supra note 24, at 1434.

Judgerent of 26 Nov. 1968, 51 BGHZ 91 (Bundesgeri cht shof
(BGH)), also published in 1969 Der Betriebs-Berater 12.

Judgenent of 28 Sept. 1970 (BGH), in 1970 Der Betriebs-
Berater 1414 (also known as the Erensen Fall, or Brakes

Case).
Judgenent of 26 Nov. 1968, 51 BGHZ 91.

See Schmidt-Sal zer, supra note 26, at 168, 176.

See id. at 188; see also F. von Westfal en, Neue

Gesi cht spunkte fir die Produzentenhaftung, 1971 Per
Betri ebs-Berater 152, 153; Prag, supra note 16, at 89.
For a strong argunment favoring a shift in the burden of
proof in environmental cases under American |aw, see
J. Krier, Environnental Litigation and the Burden of
Proof, in Law and the Environment (M Baldwin & J. Page
eds. New York 1970), at 105. Krier contends that the
nornmal Iy plaintiff role of the environnental advocate
results in an unjustifiable bias in the burden of proof
agai nst environmental interests. See id. at 107, 117.

The Hiuhnerpest Fall left this question undecided. See
Schmi dt - Sal zer, supra note 26, at 171-72.

Judgenent of 19 June 1973 (BGH), in 1973 Neue Juristische
Wochenschrift (NJW 1602.
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37.
38.
39.
40.

41.

42.

43.

44,

45.

46.

[d. 1973 NJWat 1603.
See von Westfalen, supra note 34, at 155-56.
Schni dt - Sal zer, supra note 24, at 1437.

Rei chsgeset zbl att (RGBl.), at 273, last amended by Act
of 2 March 1974 CBundesgesetzblatt (B@&BLl.) |, at 469).

RGBI. I, at 712, last anended by Regul ati on of 26 Feb.
1942 (R&BI. I, at 116).

Act of 7 Aug. 1972 Concerning Trade in DDT (BGBI. |, at
1385), anended by Act of 2 March 1974 (B&I. |, at

469); Act of 5 Aug. 1971 for the Reduction of Air

Pol lution from Lead Conpounds in Mtor Vehicle Fuels
(Gasoline Lead Act) (B&I. |, at 1234) , amended by Act
of 2 March 1974 (BG&BI. |, at 469).

EPA Order of 14 June 1972 cancelling registration of DDT
as an economi ¢ poi son, under authority of the Federal

I nsecticide, Fungicide and Rodenticide Act (FIFRA), 7 USC
8135b(c) 1970); EPA Regul ations on Fuels and Fuel ad-
ditives, 40 CFR 80, as amended to 29 Aug. 1975, under
authority of the Gean Air Act, 43 USCA §1857f-6¢(c) (1)
(West Supp., 1977). Efforts tolimt the |lead content
of autonotive fuel, despite the uncertain extent of the
ri sks involved, were upheld in Ethyl Corp. v. Environ-
mental Protection Agency,541 F.2d 1, 8 Environmental
Rptr. Cases (ERC) 1785 (D.C Cir. 1976) (en bane).

This case is discussed nore fully at text acconpanying
notes 238-40 infra.

In some instances no |evel of exposure nay be deemed
safe; here a zero tolerance is appropriate.

See, e.g., The German Act Concerning the Trade in
Obj ects Containing Lead and Zinc, supra note 40,88 1-3;
see al so the US Federal Hazardous Substances Act, 15
USCA 81261 et seg. (West, 1974), which in 1261(q) (1)
defines "banned hazardous substance" to include "any
toy or other article intended for use by children, which
bears or contains a hazardous substance in such
manner as to be susceptible of access by a child to whom
such toy or other article is entrusted". The Hazardous
Substances Act is discussed further in text acconmpanying
notes 153-71 infra.

R Gundy, H Wisbhrad & S. Epstein, Toxic Substances,
in Consuner Health and Product Hazards, supra note 4, at
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47.

48.
49.

50.

109. PCB contam nation of cooking oil and chicken feed
in Japan has been blaned for outbreaks of Yusho, a severe
skin di sease, and for the death in one incident of

400, 000 chickens. 1d. at 111. The United States Food
and Drug Administration has set an infornmal standard for
levels of PCBs in poultry which in several incidents of
contam nation has led producers nore or |ess voluntarily
to slaughter |arge nunmbers of birds. |d. at 111-12.

See also J. Arbuckle, et al., Environnental Law Handbook
(Washington, D.C. 1975), at 204; TInterdepartnental Task
Force on PCBs, Polychlorinated Bi phenyls and the Environ-
ment (Washington D.C. 1972). PCBs well illustrate the

i nsi dious character of some environnental contam nants.
Thus in 1971 high incidence of PCBs in food w apping
paper in the US was attributed to the recycling of photo-
copying paper - inpregnated with PCBs - for the production
of wood pul p.

See the thorough outline of uses, em ssion problens and
alternative products in CECD Environnent Directorate,

Pol ychl ori nated Bi phenyls: Their Use and Control (Paris
1973), at 25-36.

See id. at 25-27.

See id. at 41-42; Gundy, supra note 46, at 112-13;
see also the parallel recomendation by Der Rat von
Sachver st andi gen fir Umwel tfragen, in Umeltgutachten
1974 (Stuttgart 1974), at 116.

Measurenments of PCBs in mothers' mlk in Japan have de-
clined since 1972, but 1974 neasurenents still showed

25 per cent of sanples contaminated in excess of toler-
ance levels. See PCB Pollution of Mdthers' MIk, 5
Pollution (no. 12) (Al ton-Hanpshire, England 1975), at

11. Recent testinony by an Environnental Protection
Agency consultant to a US Senate subcommittee, however,
indicates that PCB contanmination in fish in various

parts of the United States has worsened since 197 2.

This may be a result of the alleged continued inportation
and open systemuse of PCBs. See 6 Env. Rptr. - Curr.
Dev. 1235 (Washington, D.C. 1975); <cf. 4 Gound Water
Newsl etter (no. 22) (Port Washington, N Y.  1975), at 3;
N. Buder & L. Billings, Tox-ic!: Legislation to Control
Toxi ¢ Substances, 9 Sierra ub Bull. (no. 9) (San

Franci sco 1975), at 25, 28; Note, Federal Toxic Controls:
The Patchwork Attack on PCBs, 6 Env. L. Rptr. 10056
(Washington, D.C. 1976).
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51.

52.

53.

54.

55.
56.
57.

58.

59.
60.
61.
62.

Pub. L. No. 94-469, §6(e) (2), (3), 90 Stat. 2003, 2025
(11 Oct. 1976). The term"totally enclosed nanner" is
defined as "any manner which will ensure that any ex-
posure of human beings or the environment to a poly-

chl ori nated bi phenyl will be insignificant..." Id.

86(e) (2) (C). The US Toxic Substances Control Act, a

maj or step toward the prevention and control of hazardous
products, is discussed in detail at text acconpanying
notes 255-328 infra.

See Notice of Rule Making, Toxic Pollutant Effluent
Standards for Pol ychl orinated Bi phenyls (PCBs), 42 Fed.
Reg. 6532 (2 Feb. 1977).

See Notice of Proposed Rule, Polychlorinated Biphenyls
(PCBs), 42 Fed. Reg. 26564 (24 May 1977).

See Federal I|nsecticide, Fungicide and Rodenticide Act, 7
USCA 88135-135k (West, 1964), as amended by 7 USCA §8135-
136y (West Supp., 1977); Plant Protection Act of 10 May
1968 (B&Bl. I, at 352), as amended by Act of 20 March
1975 (B&BL. |, at 705).

7 USCA §8135- 135k (Wést, 1964, and West Supp., 1977).
7 USCA §8 136- 136y (Wst Supp., 1977).

FIFRA, 8§135a (a); see also Regulations for the Enforce-
ment of the Federal Insecticide, Fungicide, and Rodenti -
cide Act, 40 Code of Federal Regulations (CFR) §162.1

et seq. (1976).

Formerly the Secretary of Agriculture; since 1970 the
Admi ni strator of the Environmental Protection Agency
EPA) .

FI FRA, 8135b (b), (c).

477 F.2d 1317, 5 ERC 1254 (8th CGr. 1973).

FI FRA, 8§135b(c).

Wl lford v. Ruckel shaus, 439 F.2d 598, 2 ERC 1123

(D.C Cir. 1971). It was decided, however, that a hazard
m ght be "inmmnent" even if its inpact, as with nany
carci nogens, woul d not be apparent for many years. En-

vironnent al Defense Fund v. Ruckel shaus, 439 F.2d 584,
2 ERC 1114, 1121 (D.C. Cir. 1971).
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63.

64.

65.
66.
67.
68.
69.

70.

71.

72.
73.
74.
75.

See M Large, The Federal Environnental Pesticide Control
Act of 1972: A Conproni se Approach, 3 Ecology L.Q 277,
285-88 (1973).

When prelininary investigations concluded that there was
substantial question about the safety of any registered
product, the agency was obliged to initiate the cancel -
| ation or suspension process. Environnmental Defense
Fund v. Ruckel shaus, 439 F.2d 584, 2 ERC 1114, 1119

(D.C dr. 1971).

FI FRA, §135b(c)

7 USC 88136- 136y (West Supp., 1977).
FEPCA, § 136a(a).

ld. § 136a(c) (1) , (2)

Ld. § 136a(c) (5). The phrase "unreasonabl e adverse
effects on the environnent" is explicitly defined to

take into account the econonic, social and environnental
costs and benefits of the product's use. |d.8 136(bb).
The EPA and the courts have interpreted this standard as
i nposi ng upon the producer the burden of proving his
product safe. See Environnental Defense Fund v. Environ-
nmental Protection Agency, 510 F.2d 1292 (D.C Cir. 1976).

FEPCA, 88136a(d)(1), 136b. State standards must conform
and be at least equal to Federal standards for certifi-
cation of pesticide applicators, set forth at 40 CFR
§171.1 et seq. (1976).

8§136c. EPA may require that studies be conducted of
adverse environmental effects of pesticides approved

for experimental use. 1d.8136c (d), see also Regulations
governing the grant of experimental use permts, 40 CFR
8172.1 et seq. (1976).

Id. 8136d(b), (c), (d).

1d. 8§136(1).

548F.2d 998, 9 ERC 1433 (D.C Cir. 1976).

Id. at 1104-10, 9 ERC at 1436-41. Upon rehearing the
court affirmed its decision, and nade the nore general
finding "that in a suspension hearing conducted under

FIFRA§ 6(c)(2) the burden of persuasion rests ultimtely
on the registrant". F.2d , , 9 ERC
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76.
77.
78.

79.

80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.

91.
92.

1575, 1580 (D.C Cr. 1977), Cert, denied, u. S

, 10 ERC 1176 (1977). EPA finally cancelled the
regi stration of heptachl or and chl ordane, and prohibited
the sale, distribution or use of these substances, by a
notice published at 42 Fed. Reg. 45944 (13 Sept. 1977).
See also the earlier, but simlar, decision sustaining
EPA suspension of the pesticides aldrin and dieldrin,
Envi ronmental Defense Fund v. Environmental Protection
Agency, 510 F.2d 1292, 7 ERC 1689 (D.C Cir. 1975).

FEPCA, 8§136e.

Id. §136r.

Act of 10 May 1968 (BGBlL. |, at 352), as last amended by
Act of 20 March 1975 (B&BLl. |, at 705).

Pl ant Protection Act, 81(1). The definition of "plant
protection product" (Pflanzenschutznittel) is consider-
ably narrower than that of pesticide or ™economic

poi son" under the US statute.

Id. §87(1).

Id. §7(3).

Ordi nance of 4 March 1969 (BGBl. |, at 183).

Id. §1(2).

Id. §4(1).

See text acconpanying note 69 supra.
Pl ant Protection Act, 88(1).

[d. §8(2), (3).

Id. 8§8(4).

See text accompanying note 68 supra.

Pl ant Protection Act, 8 14. The Lander are the el even
States which conprise the Federal Republic of Germany.

Id. §6.
Ordinance of 23 July 1971 concerning The Prohibition and
Limtation of Application for Plant Protection Substances

(B&BL. I, at 1117), as last anended by O dinance of 31 May
1974 (B&BL. |, at 1204).
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93. Plant Protection Act, 8§7(4).
94. See text acconpanying note 71 supra.

95. It nay be argued, however, that roughly equival ent private
expenditures for researching potential product hazards
woul d be undertaken by responsible producers even without
such legislation, so that the econonic burden of com
pliance should not be given great weight. On this question
see text acconpanying note 268 infra.

96. Act of 15 Aug. 1974 (BGBL. |, 1945).

97. 1d. §8 (foodstuffs),8 24 (cosnetics), § 30 (consuner
goods). Consuner goods are defined in§8 5(1) to include
articles, such as packaging naterials or tableware, which
are intended to come into contact with foodstuffs, cos-
netics or tobacco products; articles which are intended
to come into prolonged contact with the body, such as
t oot hbrushes or clothing; cleaning products for house-
hold use; toys; etc. Tobacco products, since they
constitute a known hazard, are subjected to explicit
premarket controls over their contents. 1d.§ 20.

98. 1d.§ § 9(1), 32(1); see W Zpfel, Das Neue Lebensnittel
und Bedarfsgegenst 4ndegesetz, 28 Neue Juristische Wchen-
schrift (no. 13) 553, 555 (1975).

99. Foodstuffs Act, supra note 96,8 9(1).

100. Id. § 32(1).

101. 1d. § 9(2); see Zipfel, supra note 98, at 555.
102. Foodstuffs Act, 889(2), 32(2).

103. 1d. § 51(1), (3), (4).

104. 1d. § 53; see Zipfel, supra note 98, at 557.

105. Foodstuffs Act, 88 40(1); 41(1), (2; 42. In the docu-
ment proposing the 1974 reformof the Act, it was noted:
"The sought for intensification of foodstuffs surveill-
ance can succeed, especially in view of the rapid
progress of food technology and the related need for
greater sensitivity in surveillance procedures, only if
surveillance duties are in future carried out solely by
professionally trained personnel". Bundestag Drucksache
7/255, at 39 (1973).
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106.
107.
108.
109.

110.
111.

112.

113.

114.
115.

Foodst uffs Act, §35.
ld. §44.
See Bundestag Drucksache 7/255, at 38 (1973).

Foodstuffs Act, 8§11(1). "Food additive" is defined in
82 of the Act.

Id. § 12(1),

Regul ati on Concerni ng Authorization of Foreign Substances
as Additives to Foodstuffs of 19 Dec. 1959 (B& . 1, at
742), as last anended by regul ation of 16 May 1975 (B .
I, at 1281). See also Umeltgutachten 1974, supra note
49, at 69, discussing practical problens involved in the
regul ati on of food additives.

21 USCA §301 et seq. (Vest, 1972). As its title indi-
cates this Act also governs the production of drugs and
medi ci nes, a subject regulated in Germany by the Pharna-
ceuticals Act (Arzneinittel gesetz) of 16 May 1961 (B .
I, at 533), as last amended by Act of 15 Aug. 1974 (B .
I, at 1945). As night be expected, this is a subject of
strict governnmental regulation. The German Act functions
prinmarily through a system of |icensing producers and
distributors and requiring that the conposition and
quality of products conformto precise specifications
set by regulation. 1d.88 5, 12. For our purposes, the
nost interesting provision of this Act is section 27,
whi ch enpowers the Federal Mnister of Health, in co-
operation with several other mnisters, to order that
certain batches of Pharnaceuticals, which could be es-
peci al | y hazardous due to unavoi dabl e inconsistency of
conposition or variations in content of active ingredi-
ents, nmay be brought into comrerce only after govern-
nmental testing (Prufung) and approval. Under the US
Food, Drug and Cosnetic Act no new drugs may be market ed
wi t hout prior governnental approval. The basic system

of regulation is sinlar to that described bel owwth

respect to food additives. See text at notes 125-133
infra; see also Federal Food, Drug and Cosnetic Act,

15 USCA §1191 et seq. (West, 1974).
15 USCA §1261 et seq. (Vest, 1974).
15 USCA §2051 et seq. (Vest, 1974).
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116.

117.
118.
119.
120.
121.
122.
123.
124.

125.
126.
127.
128.

129.
130.
131.

Food products al so were the first products to the sale of
which an inplied warranty of safety was attached. See
text acconpanying note 8 supra and W Prosser The Law of
Torts (4th ed., St. Paul 1971), at 653-54.

21 USCA §301 et seq. (Vest, 1972).

Id. §331.
Id. §332.

Id. §333(a), (b).
Id. §334.

Id. §342(a)(1).
Id. §342(a) (6).

Id. 8§ 346. See also 8346a, providing for the setting of
tol erances by the EPA Adnministrator with respect to
unsafe pesticide chemicals to permt their presence in
or on agricultural commodities. Such tolerances nay be
set upon EPA initiative, the request of "any interested
person", or petition by registrants under FIFRA (see
text at notes 57-65, supra). The burden of persuasion
in such cases rests upon those seeking to permt chem -
cal residues to remain. See Environmental Defense Fund,
Inc. v. US Dept. of Health, Educ. & Welfare, 428 F. 2d
1083 (D.C Qr. 1970).

Federal Food, Drug and Cosnetic Act, 8 321(5).

ld. §348(a).

ld. §348(i).

See text at notes 109-111 supra. A simlar system of
regul ation applies with respect to "color additives".

See § 376 of the US Act.

Federal Food, Drug and Cosnetic Act, 8§ 348 (b) (1), (2).

Id. §348(c) (1).

Id. 8348 (c) (3) (A . In making this deternination,

“factors to be considered include the probabl e consunption
of the additive or its byproducts, the cunul ative effect
of such additive in the diet, and safety factors (margins

of error) generally recogni zed as appropriate in aninal
experinmentation.
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132.
133.
134.

135.

136.

137.

138.

139.
140.

141.

1d. §348(c)(4).
1d. 348(e), (), (9).

Id. 8348 (c) (3) (A; see also the simlar provisionre-
Specting col or additives, 8376 (b) (5) (B).

The then Secretary of Health, Education & Wl fare,

A Flemng, testified in 1960 that there was no scienti-
fically reliable neans to determne "safe" thresholds

for substances known to cause cancer in |aboratory ani-
mal s. Hearings on Color Additives before House Conm on
Interstate and Forei gn Comrerce, 86th Cong., 2d Sess.

501 (1960). Ten years later a governmental study com
mssion simlarly concluded that it was "inpossible to
establish any absolutely safe level of exposure to a
carcinogen for man". Ad Hoc Conm on the Eval uation of
Low Level s of Environmental Chenical Carcinogens, Nat'l
Cancer Inst., Evaluation of Chemical Carcinogens: Re-
port to the Surgeon General (1970). See also the dis-
cussion in Wl lford supra note 2, at 180-82; S Epstein,
The Del aney Anendnent, 3 Ecol ogi st 424 (1973); ,
Publ i c Heal th Hazards from Chem cal's in Consuner Products,
in Consumer Health and Product Hazards, supra note 4, at 45,
80-81; see also A Johnson, Cancer Prevention and the
Del aney O ause (Public Interest Research G oup, Washi ngton,
D.C 1973); but see C. Blank, The Delaney d ause:
Technical Naiveté and Scientific Advocacy in the Formu-
lation of Public Health Policies, 62 Calif. L. Rev. 1084,
1107-08 (1974).

See Bl ank, supra note 135, at 1084} but see Vel lford,
supra note 2, at 161-63.

At the time of publication, it appeared likely that the
US Congress woul d adopt |egislation specifically exenpting
saccharine fromthe scope of the Delaney O ause, at |east
for an interim period.

C. Edwards, then Comm ssioner of the US Food and Drug
Adm ni stration, Decenber 1972, quoted in Epstein, Public
Heal t h Hazards, supra note 135, at 81.

See Bl ank, supra note 135, at 1096-99.

Id. at 1106, 1108-11. See al so Environnental Law Hand-
book, supra note 46, at 198-99.

See Epstein, Public Health Hazards, supra note 135, at
81} Wellford, supra note 2, at 179-81, 207-08.
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142.

143.

144.

145.

146.

147.

148.

149.

150.

151.

152.

153.

The great difficulty and expense of adequate testing for
carcinogenicity is discussed in Epstein, The Del aney
Amendment, supra note 135, at 425-26. For a good outline
of the conplicated issues of public health regulation in
the face of inadequate scientific data, see M Karstadt,
Protecting Public Health from Hazardous Substances:
Federal Regul ation of Environnental Contam nants, 5

Env. L. Rptr. 50165 (1975).

Federal Food, Drug and Cosmetic Act, 8§8371(a).

I d. 8372(a); concerning inspection procedures; see also
§374.

Id. § 375(b).

See Morey, FDA Publicity Against Consumer Products -
Time for Statutory Revitalization?, 30 Business Lawer
165 (1974), for a critical view of agency inplenmentation
of this provision.

Governnent generally would be free to nmake public such
informati on even without explicit statutory authority.
See Hoxsey Cancer Clinic v. Folsom 155 F. Supp. 376
(D.D.C. 1957). Still; making such authority explicit
confirns the agency's responsibility to protect the
public.

15 USCA § 1191 et seq. (West, 1974).
Id. § 1192.

Further procedures are set forth by regul ation, published
at 16 CFR 81607.1 et seq. (1975). Since 1973 authority
under the Act has been taken over fromthe FTC by the
Consumer Product Safety Commi ssion. 16 CFR 8§1607. 3.

15 USCA §1196.

1d. 8§ 1197. Appropriate procedures for testing fabrics
are established by the Standards for the Flammbility
of Clothing Textiles and Vinyl Plastic Film at 16 CFR
part 1610 (1976) and 16 CFR part 1611 (1976), respect-
ively. Each of these standards includes a set of
"reasonabl e and representative tests" adequate to
guarantee a dealer's imunity from prosecution. See 16
CFR 8§81 bl 0. 37, 1616. 37.

15 USCA §1261 et seq. (West, 1974).
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154. 1d. § 1261(f), (p), (q).
155. |d. § 1263(a), (c).
156. Id. § 1261(f).

157. See Federal Hazardous Substances Act Regul ations, 16 CFR
§ 1500. 3(c) (1976).

158. Federal Hazardous Substances Act, 8§ 1261(q) (1) (A).

159. 1d.8 1261(q) (1) (B). The power to issue regulations is
delineated in section 1262. The reference to interstate
commerce is in recognition of the need to establish
Federal jurisdiction.

160. 21 USCA 8371(e), (f), (g); see text acconpanying note 143
supr a.

161. Federal Hazardous Substances Act, § 1261(q) (2). Such a
finding was recently nade with respect to the chenical
substance TRI'S (2,3 di bronmopropyl) phosphate, which has
commonly been used as a flane-retardant in children's
clothing, but now is suspected of being a carcinogen.
See Notice of Rule, 42 Fed. Reg. 18850 (8 April 1977),
designating TRIS as a "banned hazardous substance". |d.
at 18853. A court subsequently stayed this summary
determination, ruling it violative of the due process
rights of the manufacturers. Interestingly, concern
over TRIS was initiated by tests conducted not by nanu-
facturers, or even by governnent, but rather by the
Envi ronnmental Defense Fund, a private organi zati on whi ch
filed a conplaint with the Consurmer Product Safety Com
m ssion in March 1976, and which also has actively
pronot ed enforcenment of federal pesticide |aws. See
notes 74-75, and acconpanying text supra.

162. Federal Hazardous Substances Act, § 1264 (a).
163. 1d.§ 1265.
164. 1d.§ 1267.
165. 1d.§ 1274.

166. Federal Hazardous Substances Act Regul ations, 16 CFR
§1500. 17 (1976).

167. 1d. §1500.18.

96



168.
169.
170.
171.
172.

173.

174.

175.
176.
177.
178.

179.

180.

181.

182.
183.
184.
185.

Id. § 1500. 40- . 46.

Id. § 1505.1 et seq.

Id. § 1512.1 et seq.

Id. §§ 1505.2, 1505.6; §§ 1512.3-.18.

Consuner Product Safety Act, 15 USCA § 2051 (a) (West,
1974).

Id. § 2051(b). See al so Consumer Product Safety Act
Regul ati ons, 16 CFR 81105.1 et seq. (1977).

Bureau of National Affairs (BNA), The Consuner Product
Safety Act (Washington, D.C. 1973), at 51.

See text acconpanying notes 96-111 supra.
Consuner Product Safety Act, 8§ 2054(a).
Id. § 2054 (b).

Id. 8§ 2062 (a). "New consumer product" is defined to nmean
a product incorporating "a design, material or form of
ener gy exchange" not previously used substantially in
consuner goods and as to which safety infornation is
lacking. Id. 8 2062 (b).

Id. § 2061(a), (b). See also BNA study, supra note 174,
at 69-70.

Consumer Product Safety Act, 8 2056 (a); see also § 2058(c)
(2) (A.

Id. 8§ 2056 (b). Procedures for devel oping and submitting
proposed standards are specified in the regul ations, 16
CFR 81105.2 to -.8 (1977). Section 1105.9 pernits the
Conmi ssion to contribute toward the cost of devel opi ng
such standards.

Consuner Products Safety Act, 8§ 2056 (c), (d) (1).

Id. § 2056 (d) (3).

Id. 8§ 2056 (e) (1), (2).

Id. 88 2056 (f), 2057; see also 8§ 2058 (c¢) (2) (C. See also
the recently adopted 16 CFR part 1303, intended to
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reduce the risk of |ead poi soning anong children. This
regul ati on desi gnates as a banned hazardous substance any
pai nt containing nore than a certain percentage of |ead
or any article intended for use by children, or household
furniture, to which such paint has been applied. See
Notice of Final Rule, 42 Fed. Reg. 44193 (1 Sept. 1977).
Such a finding has recently been made with respect to
certain products containing respirabl e asbestos, based
upon a lengthy catal og of diseases induced by asbestos.
See Proposal to Ban Certain Patching Conmpounds and Arti -
fici ;Jll Enberi zing Materials, 42 Fed. Reg. 38763 (29 July
1977) .

186. Consuner Products Safety Act, 82058 (a), (b), (c). The
system for devel opi ng product safety rules is summarized
nore conpl etely in BNA study, supra note 174, at 53.57.

187. Consuner Products Safety Act, §2058(d)(2). Safety
standards cannot be given retroactive effect, but this
may be possible with respect to declaring a product to
be a banned hazardous product. See §2058(d) (1); BNA
study, supra note 174, at 58.

188. Consuner Products Safety Act, §2063(a) (1), (3). ne
certificate may apply to an entire batch of products.
See BNA study, supra note 174 at 60.

189. Consurer Products Safety Act, 82064 (b). "Substantial
product hazard" is defined in 8 2064 (a) to include failure
to conmply with an applicabl e consuner product safety rule
which creates a substantial risk of injury to the pub-
lic. The precise notification required is detailed in
regul ati ons concerning substantial product hazard
notifications, 16 CFR§ 1115.1 et seq. (1977).

190. Consurer Products Safety Act, 82064 (c), (d).

191. Id. 8§ 2068-70.

192. 1d. §2071.

193. I1d. 88 2059-60. Suit may be brought by "any person adversely
Ufected...or any consumer or consumer organization". |d.
8§ 2060(a). The inportance of public participation in
carrying out the purposes of the Act is recognized in
the inplenenting regulations. See 16 CGFR§ 1105. 1(a),
(d), (f)1977.

194. Consuner Products Safety Act, 8§ 2072-73.
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195. 1d. § 2074. See also J. Brodsky & M Cohen, "Uncle Sant,
the Product Safety Man: Consuner Product Safety Standards
in the Marketplace and in the Courts, 2 Hofstra L. Rev.
619, 640-49 (1974), in which the authors argue that even
unknowi ng failure to conply with the Act should be con-
sidered negligence per se in related tort cases, but that
conpliance with the Act should nonet hel ess not be suffi-
cient to prove due care.

196. 29 USCA §651 et seq. (West, 1975).

197. Regul ations of 21 June 1869 (B@Bl. des Norddeut schen
Bundes, at 245), as |last amended by Act of 15 Aug. 1974

(B&®BL. I, at 1937).
198. Decree of 17 Sept.1971 (B&BLl. |, at 1609), as amended by
Decree of 8 Sept. 1975 (B& . |, at 2483).
199. 42 USCA 81857 et seq. (West, 1969, and West Supp., 1977).
200. ?clzgsgﬁ 15 March 1974 (B&l. |, at 721, corrected at

201. 29 USCA 8651 (West, 1976). For a conprehensive anal ysis
of problens related to OSHA, see N Ashford, Cisis in
the Wirkplace: Qccupational D sease and Injury (Cam
bridge, Mass. 1976). For a journalistic treatnent of
the subject, see P. Brodeur, Expendable Americans (New
York 1974).

202. (OsHA, 8654 (a) CD (enphasis added).

203. 1d.§8 654 (a) (2), (b). Violations may result in citations,
‘and are puni shable by fines of up to $1000 or, in the
case of wilful or repeated violations, of as rmuch as
$20,000 and one year's inprisonment. 1d. 8§ 658, 666.

204. 1d. 8669, 671.

205. 1d. 8655; see also rules of procedure for promul gating,
modi fyi ng or revoki ng occupational safety or health
standards, 29 CFR§1911.1 et seq. (1976).

206. OsHA, §655(c). An energency tenporary standard was
recently placed in effect respecting benzene, a petro-
| eum bypr oduct now established to be a cause of |eukenia.
The emergency standard sets enpl oyee exposure limts at
one part per mllion (ppn) as an eight hour average and
5 ppmfor a 15 ninute exposure, as well as calling for
nmoni toring, record keeping and use of protective
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equi prent. See Notice of Proposed Rule, 42 Fed. Reg.
27452 (27 NMay 1977). Regarding other regulatory action relating
relating to benzene, see text acconpanying note 233 infra.

207. 29 OFR §1910.1 et seg. (1976).
208. Id. §1910.1000 et seq.

209. 1d. §1910. 1001.

210. 1d. §1910.1017.

211. In the case of Society of the Plastics Industry, Inc. v.
Qccupational Safety and Health Admin, 509 F. 2d 1301 (2
Cir.), cert, denied, 421 U.S. 992, 95 S Ct. 1998, 44 L.
Ed. 2d 482 (1975), a Federal appeals court upheld the
standard for vinyl chloride despite uncertainty as to
whether it was technically attainable and although the
very existence of a danger was an issue "on the frontiers
of scientific know edge”. 1d. at 1308. See also |ndus-
trial Union Dep't, AFL-CI Ov. Hodgson, 499 F.2d 467 (D C
CGr. 1974), inwhich a simlar situation was found to
exist with respect to the danger associated with ashbestos
dust. Id., at 474. Cf. Note at 5 Env. L. Rptr. 10042
(1975).

212. CsHA, 8651 (b) (1).

213. 1d. §657(c)(l), (3); see also regulations concerning
recording and reporting occupational injuries and ill-
nesses, 29 CFR §1904.1 et seq. (1976).

214. See note 197 supra.

215. Trade Regul ations for the Gernman State, 8824(1), 24a.

216. 1d. 824(1), (3). Inspections are conducted by offici al
or officially recogni zed experts organized into technical
supervi sory organi zations. |d. § 24c.

217. 1d. 824(4).

218. 1d. §120a(1).

219. 1d. 8§120a(2).

220. 1d. §120e.

221. See note 198 supra.
222. Decree Concerni ng Dangerous Wrking Substances. 81.
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223.
224,
225,

226.
227.

228.
229.
230.
231.

232.

233.
234.

235.
236.
237.

Id. 82, 3.
Id. § 4-10, 14.

Id. §13(1). Cf. Verordnung iiber gefahrliche Arbeitsstoffe
(weka Verlag, Kissing 1975).

42 USCA 81857 et seq. (Vest, 1969, and West Supp., 1977).

Id. §1857c-3. This authority is not discretionary;

rather the EPA is obliged to establish air quality cri-
teria for any pollutant the presence of which is determned
to affect adversely the public health or wel fare. Natural
Resources Defense Council v. Train, 545 F.2d 320, 9 ERC
1425 (2d Gr. 1976).

Oean Air Act, 8§ 1857c-4.
ld. §81857c-6, 1857f-1.
Id. 81857c-7.

40 CFR 8§61.01 et seq. (1976). The asbestos standard was
challenged in court on the basis that an em ssion standard
nmust be confined to a quantitative limtation of em ssions
and that the specification of a "work procedure" was
beyond EPA's authority under the dean Air Act. The

court upheld the EPA standard, noting that existence of a
safe dose level of asbestos was uncertain and that a
standard work procedure was "perhaps the only practical
neans of conbatting a recogni zed health hazard". US v.
Big Chief, __ F. Supp. , 7 ERC 1840, 1843

(ED La. 1975).

Sge ;\btice of Proposed Rule, 42 Fed. Reg. 28154 (2 June
1977).

Notice of Rule Making, 42 Fed. Reg. 29332 (8 June 1977).
Oean Air Act, 8§1857f-6¢ (b) (1); see also regulations for
registration of fuel additives, 40 CFR§79.1, et seq.
(1976) .

Qean Air Act, 81857f-6¢ (b) (2).

Id. 81857f-6¢(c) (1).

Id. §1857f-6¢(d).
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238.

239.

240.

241.

541 F.2d 1, 8 ERC 1785 (D C dr.) ten bane), cert. denied
u. s 96 S. Cf. 2662, 49 L. Ed. 2d 39

(1976); see Comment, Precautionary Controls: D C
Grcuit Upholds EPA' s Phase-Down of Gasoline Lead Ad-
ditives inthe Interest of Public Health, 6 Env. L. Rptr.
10100 (1976).

Id. at 28, 8 ERC at 1804. The court later expressed its
conclusion nore sinply: "A supportable and reasonabl e
hypothesis may well formthe basis for regul ations under
Section (1857f-6¢c(c)(1)(A))". 1d. at 44, 8 ERC at 1817.
Judge W1 key, dissenting, warned that the court's opinion
woul d "grant the plainest license for the wldest specu-
lation". He argued that "(it) is precisely a devotion to
facts, not hunches, that distinguishes the professionals
fromthe amateurs in assessing risks". 591 F.2d at 96,

8 ERC at 1858 (enphasis in original).

See the remarks of Senator Nel son in support of the re-
cently adopted Toxi ¢ Substances Control Act, 122 Cong.
Rec. S.4417-19 (daily ed. 26 March 1976).

A prime exanple of judicial hesitation to adjudicate

i nportant economc interests on the basis of hypothetical
ri sks, as distinguished fromascertainable facts, is the
protracted litigation in the case of United States v.
Reserve M ning Co., an action brought by Federal, state
and Tocal authorities to curtail the disposal of massive
quantities of taconite fiber (sinlar to asbestos) in
Lake Superior. A Federal district court found that the
defendant's operations were a public nuisance and
violated federal and state pollution control |aws.

380 F. Supp. 11, 54-56, 6 ERC 1449, 1657, 1682-83

(D Mnn. 1974). Even though convincing proof of a
definite hazard was | acking, the judge found the risk
that such a hazard existed so serious as to warrant
shifting the burden of proof to the defendant on this
issue. In the absence of proof that no inmnent hazard
to health existed, the court enjoined further disposal
operations imrediately. Id. at 69-71, 6 ERC at 1692-94.
The appellate court, however, refused to accept the
lower court's reasoning in justification of a shift of
the burden of proof, and consequently stayed the in-
junction. 498 F.2d 1073, 1084-H5 6 ERC 1609, 1617

(8th Gr. 1974). The US Supreme Court refused to over-
turn the appellate court's decision. 420 US 1000, 7 ERC
1113 (1975). The district court's ruling on the sub-
stantive nerits of the case, however, was sustai ned by
the higher court. 514 F.2d 492, 7 ERC 1618, as nodified
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242.
243.

244,

245.
246.

247.
248.

249.

250.

251.

252.
253.
254.

by 7 ERC 1782 (8th Cir. 1975). Thereafter, Reserve

Mning was ordered to abate its di sposal operations as of
July 1977, but has since been granted an extension until
the year 1980. 417 F. Supp. 789, 9 ERC 1001 (D M nn.
1976) ; F. Supp. , 10 ERC 1113 (D Mnn.
1977) . n the neantinme, the conpany has been required to
pay the cost of water filtration systems for the Gty of
Dul uth and other communities faced with a potenti al

healgh risk. 408 F. Supp. 1212, 8 ERC 1689, 1978 (D M nn.
1976) .

Act of 15 March 1974 (BGBlL. |, at 721, corrected at 1193).

Federal Immission Control Act, 8 3(1). The expression for
"dangers" (Cefahren) connotes a state of facts which re-
cogni zably offers an objective possibility of injury.

See Conmentary to the Inmission Control Act, 83, para. 4.

Federal |nmission Control Act, §3(2). Air pollutionis
defined as a change in the natural conposition of the
air. 1d 83(4).

Id. 832(1).

Id. 8§32(2).

See text acconpanying note 186.

Ct. Conmentary to the Inmssion Control Act, § 32,
para. 2.

Federal Inmission Control Act, 8 35(1). As first pro-
posed, this section would have applied only to plastic
packages and containers, but was expanded to cover the
broader range of synthetic and natural products posing
the specified danger. See Conmentary to the |mm ssion
Control Act, 835, paras. 1, 2.

Federal |mmission Control Act, § 35(3).

ld. 835(2).

See text acconpanying note 5 et seq., supra.

See text acconpanying notes 9-21 supra.

See text acconpanying notes 30-39 supra.

103



255.

256.

257.

258.
259,

260.
261.

262.

263.
264.

The lately recogni zed hazards posed by nercury, PCBs and
other substances provided further |egislative notivation.
See House Comm on Interstate and Forei gn Conmerce,
Toxi ¢ Substances Control Act of 1973, HR Rep. No. 93-
360, 93d Cong., 1st Sess. 19 (1973); Senate Comm on
Conmmrer ce, Toxic Substances Control Act of 1973, S. Rep.
No. 93-254, 93d Cong., 1st Sess. 2-3 (1973). As early
as 1967 a report had been prepared for the Department of
Heal th, Education and Wl fare, pointing out the need for
a conprehensive programto identify product hazards.

See R Linton, A Strategy for a Liveabl e Environmnent:
Report to the Secretary of HEWby the Task Force on
Environmental Health and Rel ated Probl ens (Vashington,
D.C 1967).

Council on Environnmental Quality, Toxic Substances
(Washington, D.C. 1971).

See Grundy, et al., supra note 46, at 135-57, for de-
scription of the bills considered by the 92d and 93d
Congresses (1971-74) and the issues involved. GConcern-
ing bills submtted to the 94th Congress (1975-76) see
J. Blodgett, Toxic Substances Control: the Final Act,
68 New Scientist 506 (1975).

S. Rep. No. 93-254, supra note 255, at 3.

Remarks of W Driver, President, Manufacturing Chenmsts
Ass'n, quoted in 4 Pesticide Chemcal News (no.13),
at 13 (1976).

| d.

Foster D. Snell, Inc., Study of the Potential Economc

I npacts of the Proposed Toxic Substances Control Act as
Illustrated by Senate Bill S. 776 (Fl orhamPark, N J.

1975). The Snell study is discussed in detail in

Bl odgett, supra note 257, at 507-08.

Snel | study, supra note 261, at 3-4, 57, 123. The cost
of "areliable test for carcinogenicity" has been esti -
nmat ed at $200, 000 to $400,000 per chemcal. E Blair &
F. Hoerger, Toxic Substances Legislation - Regulators v.
Sci e)nce, 2 Environnental Policy and Law 84, 138 (Bonn,

1976).

Snel | study, supra note 261, at 4, 12, 94.

See Blair & Hoerger, supra note 262, at 87.
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265.

266.

267.

268.

269.

270.

271.

272.

273.

See N Ashford & G Heaton, Environnental & Safety
Regul ations: Reasons for their Adoption and Possible
Ef fects on Technol ogi cal |nnovation, 1 Environnental
Policy & Law 172, 175-76 (Bonn 1976).

See letter of Gary H Baise, Drector, EPA Ofice of
Legislation, to Senator John V. Tunney, June 1973,
printed in S. Rep. No. 93-254, supra note 255, at 50-51.

See Note, 6 Env. Rptr. - Curr. Dev. 3 (Washington, D.C
1975) .

See Bl odgett, supra note 257, at 508; see al so Bai se
letter, supra note 252.

Committee on Principles of Decision Miking for Regul ating
Chenmicals in the Environnent, National Acadeny of

Sci ences, Decision Making for Regulating Chemcals in

the Environnment (Washington, D.C 1975), at 52-53. An
equally urgent call for research to permt recognition

of environnental |y burdensone chemcals was sounded in a
report to the Gernman governnent in Bundesninister des
Innern, Materialien zum Uwmweltprogrammder Bundesr egi er -
ung (Bonn 1971), Umwelt pl anung- Bundest agdr ucksache VI/
2710, at 72, 82-83.

Nati onal Acadeny of Sciences report, supra note 269, at
2, 9, 163-9.

Id. at 15. An alternative schene of regulation, inpli-
citly criticized as over-rigid in the report, is
presented as an appendi x. The heart of this schene

woul d be a systemof six "narketing categories", ranging
froma mninmal requirement that a producer notify the
regulator of his intent to market a new product, through
registration, certification, prenarket clearance, and
nmarketing restrictions, to an extreme of banning distri-
bution of the product. See Wirking Paper on Market and
Private Sector Decision Making, App. J, inid. at 220-
28.

See Note, 6 Env. Rptr. - CQurr. Dev. 1234 (Washi ngton,
D.C 1975); see also Blodgett, supra note 247, at 508.

P.L. 94-469, 90 Stat. 2003 (11 Cct. 1976). Both the
President and the najor proponent of the Act, Senator
John Tunney of California, failed to win reelection in
the follow ng nonth's el ection.
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274,

275.

276.

277.
278.

279.

280.

281.
282.
283.
284.

285.

S. Rep. No. 94-698, 94th Cong., 2d Sess. 1 (1976), in
1976 US Code Cong. & Admin. News 4915; see also H Conf.
Rep. No. 94-1679, 94th Cong., 2d Sess. (1976), in 1976
US Code Cong. & Adnmin. News 4963.

Gean Air Act, §211, 42 USCA §1857f-6¢c (Vést Supp., 1977).
See text acconpanyi ng notes 234-41 supra.

S. Rep. No. 94-698, at 1-2, 1976 US Code Cong. & Adnin.
News 4915-16.

Id. at 5, 1976 US Code Cong. & Admin. News 4919.

In general, the Act applies the sane requirements to
chem cal "m xtures" as to "substances", and references to
the latter in this discussion will include the forner

unl ess otherwi se indicated. The Act's controls apply to
inported chemcals but not to those intended for export,
except that provision is nade for notice in certain cir-
cunstances to the governnment of a country to which export
is intended. See Toxic Substances Control Act,88 12, 13.

Id.§ 4(a). Subsequent references to the "Admnistrator”
are to the Admnistrator of the Environnental Protection
Agency. References to "manufacturers" nay include pro-
cessors and distributors as well, unless indicated

ot her wi se.

The total nunber of substances included on the "priority
list" may at no time exceed fifty. 1d. § 4 (e).

Id. 84(b) (1).

Id. 84(b) (3), (¢) (2).

Id. §84(c)(3), (4); see also§5(h).

Id. 84(d). Both a systemfor sharing the costs of test-
ing and a practice of thorough public disclosure were

anong the recommendati ons of the National Acadeny of
Sci ences report, supra note 269, at 4, 28, 53.

This obligation will not take effect until two years after
the Act's effective date. Toxic Substances Control Act,
84(f). This clause is nmuch less strict than the conpar-
abl e provision of the Food, Drug, and Cosnetic Act, the
Del aney O ause, which absol utely prohibits the use of

food additives known to induce cancer in nman or aninals,
without regard to the probability of the risk. See

di scussion of the Delaney O ause at text acconpanying
notes 134-42 supra.
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286. Toxic Substances Control Act, §5(a) 01). Asimlar noti-
fication requirement applies to the manufacture or pro-
cessing of a substance for a "significant newuse", as
determned by the Adm nistrator upon consideration of the
antici pated vol ume of production, human and environnental
exposure, and other factors. Id. 8§ 5(a) (2).

287. 1d. 85(d)(1).

288. 1d. §5(b) (1), (2).

289. 1d. §85(d) (2).

290. Id. §5(c).

291. 1d. §5(e)(1)(A), (B). This provision represents a com
prom se between the Senate proposal, which woul d have
given force to the Administrator's order directly, and
the House version, which would have required that he

seek a court injunction fromthe start. See 7 Env.
Rptr. - Curr. Dev. 739 (Washington, D.C. 1976).

292. Toxic Substances Control Act, 85(f). See also§ 6(d)(2).

293. 1d.8 5(e)(1)(C)., (2).

294. 1d.8 5(9).

295. 1d.8 6(a).

296. I1d.

297. 1d.8 6(c)(1).

298. 1d.§8 6(c)(2), (3). The governnent may conpensate for
costs and attorneys fees incurred by persons partici-
pating in such proceedings. 1d 8§ 6(c) (4); see also
note 317 and acconpanying text, infra. Procedures for
rul emaki ng under section 6 have been proposed at Notice
of Proposed Rul es, 42 Fed. Reg. 20640 (21 April 1977).

299. Toxic Substances Control Act,8 6(d)(2)(A)(ii).

300. Id. 86(d) (2) (A (i).

301. 1d. 8 7(f)

302. 1d. §7(a) (1)
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303.
304.
305.
306.

307.

308.

309.

310.

311.
312.

1d.8 7(b) (1), (2).
1d.§ 7(a) (1).
See text acconpanyi ng note 291 supra.

Toxi ¢ Substances Control Act, 88(a) (1), (d). Cher
specific information as to which reporting nmay be
required is listed in88(a) (2). Small producers (a
category still to be defined by the EPA) are exenpt from
these reporting duties except as specifically required
by the Administrator. 1d. § 8(a)(3).

Id. 88(b). In March 1977 the EPA published proposed
rules to govern inventory reporting by manufacturers to
assist conpiling the initial inventory of chemcal sub-
stances required by section 8(b). Substances not
reported will becone subject to the premarket notification
requirenents of section 5(a)(l). See Notice of Proposed
Rul es, 42 Fed. Reg. 13130 (9 March 1977); cf. Supple-
mentary Notice, 42 Fed. Reg. 19298 (12 April 1977). A
further revision of the proposed inventory reporting
rules calls not only for the identification of chem cal
subst ances bei ng nanufactured, but also for a specifi-
cation of the location and quantity of nmanufacture. The
EPA has recogni zed that this expansion of the producer's
reporting duty will require a delay in the initial in-
ventory reporting. See Suppl emental Notice of Proposed
Rul es, 42 Fed. Reg. 39182 (2 Aug. 1977).

Toxi ¢ Substances Control Act, § 8(c). Except where em
pl oyees are affected, such records need be retained for
only five years. This may prove unfortunate in view of
the insidious nature of some chem cal hazards.

Id. §8 (e); see also Notice of Proposed Cuidance, 42 Fed.
Reg. 45362 (9 Septenber 1977). The original Senate bill
woul d have inposed the sane duty upon the nmanufacturer's
liability insurer.

Toxi ¢ Substances Control Act, §10(a), (b); see also
§25.

Id. §11(a), (b).

Id. §14(a) (3). |f the manufacturer has previously de-
signated the data to be disclosed under this authority
as "confidential" the EPA nust notify the manufacturer
at least 15 days prior to releasing the data, except
that only 24 hours notice is required if release is
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313.

314.
315.
316.
317.

318.
3109.

320.
321.
322.

323.

324.
325.
326.

necessary to protect against an inmnent hazard. |d.

§14(c) (1), (2) (B) (i) .

Id. §16(a) (1), (2). Appeal of a civil penalty is per-
mtted in Federal court if filed within 30 days and if
adnmini strative remedi es were exhausted. 1d. § 16 (a) (3).

Id. §16(b).
Id. §17(a), (b).
Id. §20(a), (b).

Id. §20(c) (2). An author of the Act has described the
attorneys fees provisions as "very inportant to the
proper vindication of rights under this |egislation".
Remarks of Senator John V. Tunney, 122 Cong. Rec. $4416
Cdaily ed. 26 March 1976).

Toxi ¢ Substances Control Act, §21(a), (b).

See text acconpanying note 69 supra. The Nati onal
Acadeny of Sciences report favored such a shift with
respect to new uses of chenical substances, but woul d
shift the burden to the producer of an existing product
only where the government has made a reasonabl e case
showi ng excessive risk. National Acadeny of Sciences
report, supra note 269, at 3, 17-18.

See Blair & Hoerger, supra note 262, at 84, 138.

See text acconpanying note 297 supra.

See S. Rep. No. 94-698, at 12, 1976 US Code Cong. &
Adnmin. News 4926. See al so Toxic Substances Control
Act 8§24, requiring that the EPA "evaluate on a con-

tinuing basis the potential effects on enployment" of
the issuance of rules or orders under the Act.

Toxi ¢ Substances Control Act, 8§ 2(c). See also§2(b) (3),
whi ch decl ares a policy that authority over chenical
subst ances shoul d be so exercised as not to create un-
necessary econonic barriers to technol ogical innovation.

Id. 89(a) (1), (2).
See text acconpanying notes 259-268 supra.

See text acconpanying note 280 supra.
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327.
328.
329.

330.
331.
332.
333.
334.

335.
336.
337.

338.

339.
340.

341.

See text acconpanying note 309 supra.
See text acconpanying notes 262 and 266-269 supra.

See Materialien zum Unwel t progranm der Bundesr egi er ung,
supra note 269, at 81.

See id. at 84.

See text accompanying notes 80, 106 and 109 supra.
See text preceding note 5 supra.

See note 278 supra.

See the discussion of Konstruktionsfehler and Herstel -
| ungsfehl er at text acconpanying note 27 supra.

See BCB § 823 (2) and text acconpanyi ng note 23 supra.
See text acconpanying note 25 supra.

Cficial revelation of trade secrets reported in ac-
cordance with the German Plant Protection Act is subject
to crimnal penalties. See Plant Protection Act, supra
note 78, 824.

The report of a defect should be judged according to the
"unr easonabl y dangerous as marketed" standard, discussed
inrelation to US law at text acconpanying note 21 supra.

See text acconpanying note 34 supra.

It mght also be appropriate for the Director in Charge
of Environmental Conpliance to be held legally respons-
ible for the corporation's conpliance with all |egal
requirenents relating to the conpatibility of its pro-
ducts with health and environmental needs. Such

personal liability would help to counteract the capacity
of corporate enterprises to resist conpliance with en-
vironmental controls, while yet avoiding the economcally
bur densone shut down of operations which nay be the only
effective alternative enforcenent otherw se avail abl e.

Arzneimttel gesetz, 8813, 16; Bundesimm ssionschutz-
gesetz, 8853-58; Abfallbeseitigungsgesetz, § |la-IlIf;
Vasser haushal t sgesetz, §21-21g; cf. Stich, De

Betri ebsbeauftragten fiur |nm ssionsschutz, Gewasser-
schutz und Abfall, 1976 Gewerbe-Archiv 145.
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342. BGB 8830, 31.

343. See, e.g. Escott v. Barchris Construction Corp., 283 F.
Supp. 643 (S.D.N.Y. 1968).
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