. 3. That the disposal of VC containing liguid organic and solid wastes

in open pits be prohidited if the VC content of said wastes ex-
_ ceeds 10 ppm oy weight.

.

L. Thet the VC content of polymer leaving the stripping secticn of
suspensiocn, bulk and solution PVC plants be limited to LO ppm by

weight.

. S, That the EFA VC standerd, as modified by the above recommendetvions,
be extended to apply to all ckemical manufacturing fecilities in

Texes vhich emit VC into the atmosrthere.

.If‘ the above recomrerdations ere im_nl?ment.ed, -all. .VC em..issions.in the state
‘will be subject to a single broad based regulzticn. The emissicns of VC

in Texas will be reduced to erproxizately h3_3 tcas/:ree.:"or ghout 3% of the
1974 totel. Furthermore, the EPA's VC standard will be significently im-
proved in that public exposure to airborne VC will be resiricted to a fixed
maxima,

-

The costs. to achieve the level of control recormended in this report have been ‘

estimeted, The caplitzl costs required are sbout $10,950,000. The annuel

" operating costs that would be incurred totel sbout $1,670,000.

’,;:"
—J san 7;:;;{
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CPSC REGULATION OF CANCER RISKS IN CONSUMER
PRODUCTS: 1972-1981°

Richard A. Merrill**

After this article was set in type, Congress passed the Con-
sumer Product Safety Amendments of 1981, which authorize the
Consumer Product Safety Commission to operate through fiscal
year 1583, The Amendments alzo effect important substantive
and procedural changes in the laws that the Commission adminis-
ters. These changes, which are summarized briefly at the end of

. the article, render some of Part II unreliable as a description of
current CPSC statutory authority, but they do not undermine its
histaricel accuracy. Furthermors, some of Congress’s amendments
are consistent with recommendations set forth in this article. In

" addition, and also after work on the article was completed, the

Commission itself made changes in its internal structure that re-

- spond to criticisms advanced here and thus date some of the diz~

cussion at notes 30-39 infra. These changes, too, are discussed
briefly in the epilogue.-

HE U.S. Consumer Product Sefety Commission (CPSC) ad-
ministers several statutes designed to ensure that products

* Copyright ® 1951 by Richard A. Merrill. This article is adupted from a chaptar of a
study on federal regulation of chemical carcinogens that Professor Merrill is preparing
undar the auspices of the Administrative Conference of the Unitad States. The Conference
kas provided research suppart for the study but has neither reviewed noe adopted Prolessor
Maezrill’s full report of this articla.

** Daniel Caplin Professor of Law and Dean, University of Virginia School of Law. The
author wishes to thank Mark Colley of the Univenity of Virginia Law School Class of 1980,
who assisted on the article from ita inception, and Carolyn Flury of the Class of 1983, who
helped prepare the manuscript for publication. Several individuais, including current or foe.
mer amployees of the Consumar Product Safety Commimion, provided guidance at the re-
ssarch stage and commaented on sarlisr drafis, and Peter Barion Hutt provided sseential
advice throughout. The help of these individuals is gratefully acknowledged, but they are
not in any way responsible for errors in the final product.
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marketed for consumer use do not cause injury or illness. The five-
member Commission is authorized to disseminate information to

- the media and to consumers, and to prescribe labeling for, and ban

the commercial distribution of, specific products and product for-
mulations. On seven occasions in its nine-year history, the Com-
mission has attempted to regulate products containing substances
that it believed posed risks of human cancer.! As one of the four
founding members of the Interagency Regulatory Lisison Group
(IRLG),* the agency assumed = visible role in federal efforts to
reduce human exposure to cancer-causing chemicals in the late
1970’s, The Commission’s role in regulation, however, has been
subordinate and reactive; most of its actions againat carcinogens
have followed and relied upon regulatory initiatives by other
agencies,

This article exsmines the CPSC’s performancs in regulating car-
cinogens. Part I describes the origins, primary functions, and juris-
diction of the Commission and outlines some of the problems it
has faced. Part II reviews the statutes that provide the Commis~
sion authority to regulate carcinogens and identifies the important
regulatory tools available to the agency. Part III analyzes the
CPSC's chronic hazards program as a continuing agency activity,
including its development of a system for identifying chemicals
that merit regulation. Part IV examinea the CPSC's various at-
tempts to regulate chemicals posing risks of human cancer. These
case studies identify significant and recurrent problems in the
agency’s approach to carcinogens. Part V summarizes the deficien-

! As of June 30, 1981, the Commission had initiated regulatory sctions against the
following: asrcsclited producta containing vinyl chloride (1974), consumer products contain-
Ing cklorofluorocarbon propellants (1877-1378), TRIS.treatad thildren’s garmenia {1977),
patching compounds and emberizing materials containing ashestss (1977), consumar prod-
uets containing benzens (1977), hairdrysrs containing sabestos (1979), and ures formaida-
hyde foam insulation (1981).

* The IRLG was established in August 1977, by the CPSC, the Pood and Drug Adminis.
tration, the Oocupational Safety and Health Administration, and the Enviranmantal Protac-
tion Agency. These agenciss joinad together with the announced purposs of sharing infor-
mation and coordinating their regulation of toxic chemicals, thereby avoiding duplication
and achieving consistency. Groups of officials from all four agenciss were formad to work in
sight arens of common concern, such as test atandards, inspections, and enforcement. The
purposs of thase groups is to amass data on cancapts and methodologiss and to develop
common criteria, but individual sgencies rstsin the reaponsibility for making judgments
concerning appropriate segulation, In 1979, the Food Sefety and Quality Sarvice of the De-
partment of Agriculture joined the [RLG. 44 Fed. Reg. 39,838 (1979).
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cies in the Commission’s statutory authority, organization, internal
procedures, and formal public processes.

I. Tz INSTITUTIONAL CONTEXT
A. Origins of the CPSC

The Consumer Product Safety Commission had its genesis in a
1970 report issued by the National Commission on Product
Safety.* The National Commission determined that over twanty
million Americans wers injured at home each year as a resuit of
incidents connected with consumer products. Of these, 110,000
were permanently disabled and 30,000 were killed. Moreaver, the
report concluded that no existing mechanisms—industry self-regu-
lation, common law remedies, or current federal, state, and local
regulatory efforts—were adequate to deal with the problem.* Re-
medial legislation, according to the report, was too often delayed
until after the occurrence of a widely publicized tragedy.*

The National Commission recommended legislation to consoli-
date authority for consumer product safety within a new, indepen-
dent federal agency. Although this proposal received bipartisan
support in Congress,* thera were major disagreementa over the
structure and jurisdiction of the proposed agency. Both the Senate
and House versions of the bill would have created a new indepen-
- dent agency. The Senata bill would have transferred to it all fune-
tions then performed by the Food and Drug Administration
(FDA);? the House version would have likewiss eatablished an in-
dependent agency to deal with consumer product hazards, but
would have left FDA intact.® The Conference Committes compro-
mise, which more closely ressmbled the House bill, reallocated
many fewer authorities than originally suggested by the National

# Congress suthoritad The Nationsl Commision on Product Safety to “conduct a com-
prebensive study and investigation of the scope and adequacy of measures now smployed to
protect consumars against unressonable risk of injfuries which may be caused by hazardous
housshold products.” S.J. Res. 33, Pubx L. No. 90-148, B1 Stat. 488, 467 (1987).

¢ U.8. Natl Comm’n on Prod. Safety, Fizal Raport to the President and Congrees 2.3, 89
{1970).

* Id, °

* See 8. Rer. No. 838, 922 Cong., 2d Sees. 22, reprinted in [1972] U.8. Contt Cona. & Ap.
Naws 4373, 4584; H.R. Rer. No. 1153, 924 Cong., 2d Sess. 1 (1972).

* 8. Ree. No, 838, supra now 8, at 1, [1972] US. Copx Cong. & Ab. News at 4574,

* H.R. Rer. No. 1133, aupre note 6, at 24.25. .
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Commission.® Even 3o, the Consumar Product Safety Act of 1972
(CPS Act)'® created and conferred upon the CPSC “unprecedented
powers to deal with consumer product safaty.”:

The CPS Act was intended “to protect the public against unrea-
sonable risks of injury associated with consumer products.”** The
Act gave the Commission two main responsibilities: (1) the collec-
tion and dissemination of information about injuries from con-
sumer products,’® and (2) the promulgation and enforcement of
regulations designed to eliminsts or reduce “unreesonable risks”
pressnted by such products.’*

B. The CPSC's Authority to Regulote Chronic Hazards

All of the product defects that excited congressional concern in
1972 caused, or threatened, immediate injury. For years, the CPSC
remnined uncertsin, and reportedly divided, about whether its
mandate extended to longer-term or chronic hazards such as chem-
ically induced cancer. The Commission’s current, broad view of its
role developed gradually,

The contours of the CPSC’s regulatory jurisdiction are estabe
lished by its organic statute, the CPS Act, and by the Federal Haz-
ardous Substances Act (FHSA)* The CPS Act empowers the
Commission to regulate all unreasonable risks of injury presented
by the large universse of products marketed for consumer use, with

soveral enumerated exceptions.'* The FHSA authorizes the Com- |

" mission to regulats various hazards, such as toxicity, flammability,
and danger of electric shock, associatad with a less clearly defined

* HLR Rer. No. 1853, 922 Cong., 24 Sees. 38, reprinzed in {1972] U.8. Coos Cong. & An.
Nzws 4598, 4628-29.

0 18 U.S.C. §§ 2052.2082 (1976 & Supp. IT 1979).

* BNA, ABC's or niar Consvnaxm Propuct Sarery Aor 3 (1973), quoted in J.
Trauberman, Regulatory Approsches Under the Consumer Product Safety Act 2 (August 2¢,
178) (unpublished paper) (copy on fle with the Virginie Law Raview Associstion).

* 18 U.S.C. § 2051(b)(1) (1976 & Supp. II¥ 1979).

s Id. § 2084 (1978}.

s Id. § 2088 (Supp. IH 1579).

* Id. §§ 1261-1275 (1976 & Supp. 11T 1978). Enforcement of the FHSA was rosasigned to
the CPSC in 1972, {d. § 2079 (1976).

= Produets under the jurisdiction of FDA, with the exception of medical devices, are ex-
;l;.ded from the scope of the CPSC, a3 are specifically exenpted products mich 23 tobacco,

§ 2052(a)(1).

T T
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universs of household products.’® Although the jurisdictional
language of the two statutas differs, for purposes of thia article it
may be assumed that the two laws cover essentially the same
products.'®

Neither the CPS Act nor the FHSA describes a readily identifi-
able category of products over which the agency has jurisdiction.’®
Together, however, the two statutes confer authority to regulats an
enormous variety of products and activities. Both statutes author-
ize the CPSC to regu.lntn technological hazards in the household,
and the CPS Act gives the sgency regulatory suthority over
hazards encountered in school and in recreational settings as
well.® Furthermore, the Commission’s jurisdiction continues to
grow unpredictably because it expands with the introduction of

new consumer products.®

The Coromission’s broad but nsbulous mandate inhibited its
regulation of chronie hazards for many years. Many CPSC officials
doubted whether the agency should devots significant resources to
regulation of long-term hazards.* This view may in part have re-
flected a belief that few consumer products were likely to present
such risks, In addition, there was concsrn that the agency lacked
the technical capability to evaluate chronic hazards. Finally, it was
argued that regulation of chronic hazards lay beyond the agency’s
central responsibility of regulatmz products capable of causmg
acute i.n;unu."

.-

W Id § 1261({)«(m).

8 This {s confirmed both by the sgency’s use of both statutes to regulate carcinogens and
by its recognition that the FHSA could apply to hazards it has requiated under the CPS
Act. See notes 58771 infra end sccompanying text.

1» Nor doss sither statute prescribe any product licensure, as do the Federal Insacticide,
Fungicide, and Rodenticide Act, 7 U.S.C, §1 138-138y (1976}, whick wstablishes procedures

. for the registration of pesticides, and the Food Additives Amandmant, 21 U.S.C. § 348 {1978

& Supp. 111 1979), to the Federal Food, Drug, and Cosmstic Act, (FD&AC Act), id. §§ 301

3492, which siroultansously gensratas sud defines the dnuolpzoduct‘ within the agency’s
Jjurisdiction.

» 15 US.C. § 1281(N-(m) (1976 & Supp. I 1979); id. § 48

M See, 1.4, Callulces [nsulation, 18 C.F.R. § 1404 {1980}; Electric Toys, 18 CF.R § 1508
{1980); {1979] U.S. Conaummn Proo. Sarery Cosx’y Awx, Rer. (pt. 2}, 2. L, at 129 (list.
ing products regulated by the CPSC).

* Interview with Janne Gallagher, Assistant to Commissioner R, David Pittle, in Wash.
ington, D.C. (August 14, 1975) [hervinaftar cited as Gallagher Intervisw] {copy aof nates trom
interview on fiie with the Virginia Law Revisw Asaociation).

» Id
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The CPSC’s first attempts to regulats carcinogens, which were
directed at vinyl chloride, asbestos, and chlorofluorocarbons, did
not repressnt either a redirection of its mission or a major expendi-
ture of resources. In attacking vinyl chloride and asbestos, the
agency relied almost exclusively on evidence already assembled
. and evaluated by other agencies.’* Similarly, the joint actions of
the Environmental Protection Agency (EPA), FDA, and the CPSC
against chlorofluorocarbon propellants relied on experimental and
theoretical work conducted by nongovernment researchers, which
was confirmed by the National Academy of Sciences and an inter-
agency task force.*® But the Commission’s participation in this suc-
cessful, coordinated regulatory effort reportedly helped convince
internal skeptics that the agency should give grester emphasis to
chronic health hazards.’*

More recently, the CPSC has made clear its conviction that reg-
ulation of long-term hazards comports with its historic mission. In
1978, the agency published a “cancer policy” deseribing the scien-
tific premises that would guide its evaluation of substances posing
a risk of cancer.’” The agency has allocated a substantial portion of
its current budget to chronic hazards regulation. In 1979, it em-
ployed & new Deputy Associate Executive Director (DAED) for
Health Sciences, who was experienced in toxic chemical control,
and it created more poaitions for scientista trained in toxicology,
pharmacology, and other disciplines needed to evaluate potential
carcinogens.*® The five proceedings the agency has initiated to reg-

™ See taxt sccompanying notes 263 & 338 infra.

* See taxt accompanying notes 310-12 infra.

» Gallagher Interview, supro note 22.

= Ses notes 182-231 infra and accompanying text

¥ Thia commitment may be in question, however, a3 indeed may the Commission’s con-
tinued existence as an agancy. The CPSC's proposed budget for fiscal year 1982 is 30% less
than the agency’s original “current operating level” request. The decrense was demanded by
the Office of Mansgement and Budget. The projected totsl is 332,983,000, of which the
chronic hazards program would receive 32,428,000. Thia represents only 7.4% of the
agency’s budget (up from 6.3% In fiscal yaar 1981}, even though the CPSC considers the
program of major importance, Agency spokesmen assert that work on several identiffed
health hazards—parchlorcethylene, benzidine dyws, and ashestos—would have to be cur.
tailed under this alloeation, an would the Commission’s participation in IRLG activitiea
See, ¢.g., [1981] 4 Cuxm. Reo. Rer, (BNA) 1821.22; Agency Talk Sheet: “Impact of the
Proposed Budget Cuts on the Consumer Product Safety Commission™ (1981) {copy on file
with the Virginia Law Review Associstion). For an outline of the Commisaion’s plans before
the contraction of its budget, sew Hearings bejors the Consumer Subcomm. of the Senate
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ulate carcinogens since 1977, its internal review of suspectsd car-
cinogens (designed to develop priorities for regulatory action), and
its active participation in the IRLG provide further svidence of the
Commission’s commitment to regulating chronic hazards.

Whether the agency is capable of playing an important role in
_chronic hazards regulation remains to be seen, however. The un-
predictable dimensions of the Commission’s jurisdiction have im-
peded the creation of an efficient organization and a responsive
decisionmaking process. Furthermors, the agency’s largs potential
caseload and small budget have reinforced its predominantly reac-
tive posture; it responds primarily to hazards brought to its atten-
tion by outside parties and, in the case of moat carcinogens, ones
that have been addressed previously by other agencies.

C. Structure and Administration of the CPSC

A general familiarity with the CPSC’s structurs will aid in evalu-
ating its performance in regulating toxic chemicals. Ths agency
consists of five Commissioners, who are appointed by the Presi-
dent with the concurrence of the Senate for fixed terms of seven
years.®™ As a multi-member agency, the CPSC is subject to the
Government in the Sunshine Act.** The advance notice and open
meeting requirements of this statuts, coupled with the agency’s
historiec commitment to a liberal disclosure policy under the Free-
dom of Information Act,** have often forced the Commissioners to
discuss regulatory strategy in public. The Sunshine Act require-
ments likewise have impeded comumunications between the Com-

~ Comm. on Commuarce, Science & Transportation, 37th Cong., 1st Sess. (Apr. 3, 1081) (state-

ment of Peter W. Preuss, Ph.D., Assoc, Exec Director for Health Sciences, CPSC).

= 15 U.S.C. § 2053(a}, (b)(1) (1976 & Supp. [ 1979). As an independent regulatary com-
mission, the CPSC theoretically is less vulnerabis to presidential eomtrol than are most fed-
eral regulatory agancles. For axampls, thy President may replacs Commisaionars only when
their terms expire or they resign, or for neglect of duty or malfessance in office. fd. §
2083(a). Both President Carter and President Reagan have refrained from teeting the limits
of direct presidential oversight of agenciss cutaide the Exscutive Branch, but the extant of
thase agencies’ legal immunity from presidential overaight remains a matter of disputa.

# 5U.S.C. § 552b (1978). Thas Sunshine Act appliss to any agency “besded by a collegial
body.” Id. § 652b(a)(1).

1 See 18 C.F.R. § 1015 (1350). The regulation announces that “[t]ke Commission's policy
with respect to requests for records is that disclosure is the rule and withholding s the
exception.” Id. § 1015.1(k). See generally Freedom of Information Act, § U.S.C. § 552 (1978
& Supp. IH 1979).

AP00017056




1268 Virginia Lew Review {Vol. 67:12681

missioners and the agency’s technical staff.’®
Sandwiched between the Commissioners and the agency’s work-

_ ing staff are the two offices that have primary respoasibility for

the development of regulatory actions. The QOffice of the Executive
Director manages most of the agency’s staff. Its personnel are di-
vided into six function- or expertise-oriented “directorates.”*® The
Directorata for Engineering and Sciences, which employs most of
the Commisaion’s biological scientists, has two components. The
science component works undar the direction of & DAED for
Health Sciences and consists of approximately fifty employees,
fewer than half of whom are trained scientists. This group provides
the technical support for the Commission’s internal evaluation of
toxicological and epidemiclogical studies and assessment of risks.
At the time of this study, however, the DAED for Health Sciences
did not have formal responsibility for directing the evaluation of
individual chemicals or for preparing documents supporting regu-
latory actions. That authority then lay with the Commission’s Of-
fice of Program Management (OPM). On the agency’s organization
chart, the OPM is parallel to the Executive Director, although the
OPM apparently reports to the Commissioners through the Execu-
tive Director, Of the thirty professionals whe compose the OPM,
few have technical training. These professionals are responsible for
defining the work necessary to outline regulatory options for the
Commissioners, for developing project schedules, and for coordi-
nating the work of technical experts made available by the several
directorates.

The OPM consists of sight sections, each of which has responsi-
bility for a category of product hazards.* On each project, the Pro-

*® Information concerning the CPSC’s internal organization and operstions cams from
intarvisws with Peter W. Preuss, PhD., Assoclate Exvcutive Director for Engineering and
8cience, in Washington, D.C. (August 3, 1979) {hereinafter cited as Preuss Intarview); Rich-
ard Feller, Assistant to CPSC Chairman Susaa King, in Washington, D.C. (August 3, 1979)
{hereinafter citad as Heller Interview); and Rory Fausett, Project Manager in tha CPSC
Chronic Hazards Program, in Washington, B.C. {August 23, 1979) [hersinafter cited as

Fausett Intarvisew] (copy of notes froma interviews on file with the Virginia Law Review

Asaociation).

* The Directarste for Hazard Identification, for axampls, is responsible for identifying
materisls used in consumer products, assessing the prevalence, level, and wanner of theis
use, assesaing the number of injuries potentially attributable to tham, and providing critical
inforration about sconontic effects of potantisl regulatory actions.

% Coordination of staff work on a proposal to consider regulating s potentiaily carcino.
genic chemical, for example, historicaily has besn performed by the Progrars Manager for

ey e
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gram Manager or an assistant assumes the role of “team leader” to
outline, schedule, and coordinate the work of the specialists as-
signed by the various directorates. The team’s product—typically a
“briefing” or “action” memorandum—must be approved by all of
the Associate Executive Directors (AEDs} bafors it is submitted to
the Commissioners. Until recently, the CPSC staff assurmned that
teamn members would keep the individual AEDs abreast of the
work being done on individual projects. Accordingly, it was ex-
pected that when the team complsted its work, the AEDs would
approve it routinely. There was no system for carsful, ssnior-level

review after the team assembled the document for the Commis- _

sioners. The problems resulting from this lack of review were ag-
gravated by the agency’s practice of making the staff's documents
public at the same time they were forwarded to the Commission’s
Secretary. In an attempt to combat these problems, several AEDs
and the General Counsel have begun mesting informally to review
thess documents before they are sent to the Commissioners nnd
released to the public.

Three features of the Commission’s structure and operations
should be noted. First, the Commission is not organized either by
product lines or by the kinds of activities it attampts to regulate
(e.g., foods, pesticides, water pollution).** Furthermore, the staff as
a whole is not structured according to the kinds of hazards about
which the agency is concerned. When the Project Manager for
Chronic Hazards was responsible for coordinating work on regula-
tory actions dealing with carcinogens, most of ths personnel in-
volved were assigned temporarily by other components of the
agency. This arrangement weakened continuity in staffing. More-
over, the person responsible for scheduling staff work was not a
regular supervisor of the individuals who were responsibie for do-
ing the work. This “matrix” organization may have afforded flexi-
bility in staffing individual actions, but it also impeded program
continuity and inhibited the development within the agency of the
technical expertise required to identify and evaluate toxic
chemicals.?*

Chronie Hazsrds,
® In this respect, the Commission differs from EPA and FDA.
 Interview with Andrew S, Krulwich, CPSC Genersl Couneel, in Washington, D.C.
{Cctober 1879) {hervinafter cited as Krulwich Intarview]; Haller Interview, mupra note 32
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Second, the separation of personnel possessing substantive ex-
pertise from those performing regulatory management functions,
coupled with the ahsence of regular opportunities for discussion
between the Commissioners and the staff, has often produced weak
and incomplets documents. The most common problem has been
failure to consider the full range of pertinent scientific issues or to
explore all regulatory options, The intarmittent character of com-
munications between the staff and the Commissioners has often
delayed identification of these deficiencies.’?

Finally, the staff membera who determine which issues to raise
for agency consideration are remots from those ultimately respon-
sible for regulatory decisions, the Commissioners. Once a petition
for regulatory action is logged by the Secretary and its filing statua
is confirmed by the Office of General Counsel, it is sent directly to
the OPM for the preparation of a brisfing package for the Com-
missioners. The Commissioners may not actually see the petitions,
and often they do not discuss them until near the end of the 120-
day period prescribed by statute for a response to a pstition.!* Thia
delay makes it difficult for the Commissioners to identify alterna-
tives not considered by the staff; when a new issue arises during
the Commissioners’ review, the agency usually must delay action
until the matter is investigated.*® Thus, the Commissioners gener-
ally heve been confined to the framework outlined by the staff.

D. Special Problems of the CPSC

The CPSC has been slow in determining its proper role in the
regulation of chronic hazards and clumsy in implementing actions.
The Commission’s actions agasinst TRIS-treated childrens’ gar-
ments and vinyl chloride were invalidatad for violations of statu-
tory procedural requirements.*® Its published cancer policy was
overturned on the ground that it failed to comply with the Admin-

Proms Interview, supra note 32. See notes 5348-52 infrs and eccompenying text,

# Kralwich Interview, supra note 38; Preuss Interview, supre note 32

s Kralwich Interview, supra note 36

“ See notes 208-300 infre and sccompanying text (vinyl chloride discussion); notes 368.
74 infra and sccompunying text (TRIS discussion). The agency escaped challsnge to its
regulaticn of hairdrysrs containing sabestos becsuse the prospect of advarse publieity prob~
ably iunmnu;:nnuhcmon and retailers not to insist upon the procedural safeguards the
CPS Act affo
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istrative Procedure Act (APA).** In addition, the agency has never
articulated criteria for selecting among the remedies that its two
basic statutes provide.** It was slow to establish a system for iden-
tifying consumer products that present a risk of cancer, although
in the last two years it has attempted to develop such a program.

. The agency’s miscalculations, however, have not ultimatsly im-

peded its primary objective of eliminating targeted materials from
consumer products; none of the products that the agency at-
tempted to regulate before 1981 is currently being marketed for
consumer use, This is trus even though in three instances the
Commission never actually banned the substances.*® There are sev- .
eral sxplanations for the Commission’s “success” in the face of se-
rious obstacles.

1. Consumer Sensitivity

~ Many products over which the CPSC has jurisdiction enjoy wide
recognition among consumers, Although most consumer products
are not used in as intimats a fashion as foods, drugs, and coamet-
ics, they nonethelsss play prominent roles in the lives of many in-
dividuals. For exampls, most members of households with hairdry-
ers are aware of their daily use, and many users handle them two
or sven three times a day. Consumers are aimilarly conscious of the
use of many aerosolized products. Although not all of the products

1 Dow Chem., USA ». CPSC, 459 F. Supp. 378, 383 (W.D. La. 1878).
4 Section 30(d) of tha CPS Act, which governs ths CPSC's choice batween using the CPS
Act or the FHSA, provides:
{d) Regulation by Commission of consumer products in accordancs with other provi-
slons of law.

A risk of injury which i{s associsted with a consumer produet and which ecould be
sliminated cr reduced to a sufficient sxtent by action under the Faderal Hazardous
Substances Act [15 U.S.C, 1251 ot seq.], the Poison Prevention Packaging Act of 1970
{15 US.C. 1471 ot 30q.], or the Flammable Fabrics Act [15 U.S.C. 1191 ot seq.] may
be regulated under this chapter only if the Commission by rule finds that it is [n the
public intersst to regulate such risk of injury under this chapter. Such a rula shall
identify the risk of injury propossd to be regulated under this chapter and shall he
promulgated in secordance with ssction 553 of titls 5; sxcept that the pericd to be

provided by the Commission pursuant to subsection () of such section for the sub- |

mission of data, views, and arguments respecting the rule shall not sxceed thirty days
from the dete of publication pursuant to subsection (b) of such section of a notice
reapecting the rule.
18 US.C, § 2079(d) (1978).
“ The Commission never issued formal bans on chlorofluorocarbon propellants, benzoxe,
and hairdryers containing asbestos.
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within the Commission’s jurisdiction are as familiar to consumers
as these sxamples,** most are more readily recognized than the

" substances regulated by other agencies. Furthermore, consumer

product hazards oftsn involve convenience itsms and luxuries,
which buyers may dispense with quickly in response to reports of a
cancer risk.

Awareness of this potential market volatility influences the
CPSC’s performance in two ways. First, it sometimes enables the
agency to “ban” a product without resorting to formal regulatory
proceedings.** Manufacturers often have been willing to accede to
the agency’s demands rather than endure the public attention that
would sccompany a formal CPSC action. Second, the CPSC’a con-
cern about consumer overreaction to publicity about potential
product hazards may inhibit it from taking initiatives in cloae
cases,

2. Uncertcinty of Exposure

The variety of human exposures to consumer products impedes
the CPSC’s efforts to assess the risks associated with thess prod-
ucts. The agency must ascertain the amount of carcinogenic mate-
rial present in each product, its form, whether and how it is
shislded from release, and the frequency and duration of the prod-
uct’s use. The agency also must consider whether sxposure varies
with the age and design of the product. These questions usually
can be answered, but the research necessary to obtain answers typ-
ically requires major expenditures. Moreover, tests parformed on
ona kind of product may yield little information that is helpful in
assessing human exposure to another product.**

*. Por instance, wallboard patching compounds are used less fraquently, by fewer con.
sumers, and probably without much senss of attachment, Nonethslesa, a bigher degree of
CORSUIMer awdrensss charactsrizes the products within the CPSC’s jurisdietion than, for ex-
ample, the air and water pollutants and pesticides that composs EPA’s easalosd.

% This power of publicity is not unique to the CPSC. For years, FDA has been aware of
the regulatory impact of its public warnings and other efforts to dissaminate information,
Ses R. Manznt & P. Hurr, Foon ano Daua Law: Cases anp Marexaars 793-504 (1980).

“ In this respect, FDA may bave some advantages over the CPSC. Both agenciss often
must rely on scanty evidence in eveluating the tozicity of a chemical. But in sassessing
human exposure to & chemical in food, FDA usually ean proceed more officiently. Tha same
sample of food oftan can be used ta messure concentrations of saveral contaminants, and
information about distary conswmption of one kind of food typicaily is obtained through
surveys that also yield date about the consumption of other fooda.
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The CPSC is responsible for a diverse universe of products, and
the kinds of exposures to potential toxins are correspondingly di-
verse. Individuals wear, breathe, handle, sit on, swallow, fondle,
and cook with consumer products.” Furthermore, the forms of
materials in consumer products vary. A material may or may not
be absorbable through the skin or able to be inhaled, depending on
how it is incorporated in a product.

The diifficulty of determining levels of exposure to chemicals in
consumer products can slow agency decisionmaking, although the
CPSC has sometimes initiatad regulatory action befors obtaining
detailed information about human exposure.** The problem of
measuring exposure also limits the Commission’s ability to assess
the risks posed by the materials it regulates. Even if the agency
can detsrmine the carcinogenic potency of a chemical, it cannot
quantify the associated risk of cancer without also learning the
levels at which humans are exposed. This difficulty in assessing
risks may be one explanation for the Commission’s reluctance, un-
til recently, to perform, or rely on, quantitative risk assessments.**

3. The Petition Process

Section 10 of the CPS Act permits any intsrested member of the
public to petition the Commission to initiate regulatory action
against a product that presents an unreasonable risk of injury or

« The CPS Act's definition of “comsuroer product”™ has bean construsd broadly. An indi-
vidual may even ride in & consumer product. See, e, CPSC v. Chance Mfg. Co., 441 F.
Supp. 228 (0.D.C. 1877}, which holda that an amussment park ride is & consumer product
becsuse it fulfils the two statutory criteria, which require & product to be “produced or
distributed (1) . . . for sale 10 & consumer for use in . . . [} residencs, & school, in recrea-
tion, or otherwise . . . or (i} for the personsl use, tonsumption or enjoyment of a con-
sumer.” Id. st 230 (quoting 15 U.S.C, § 2052(a)(1) {1976)}). The forms of potential human
uptake are Umited biologically, but they ure still more varied than those with which other
agenciea must deal. Moreover, the CPSC’s amail size has preventad the spacialization possi.
bls in programs at FDA and EPA, which may deal sxclusively with ane kind of hazard or
form of exposure.

“ One example {s asbestos in hairdryers, discussed in notes 473-79 infra and accompany-
ing taxt. :

* Compare 42 Fed. Reg. 38,783 (1977) (proposal t0 ben asbestos) with 45 Fed. Reg.
30,434 (1880) (to be codified in 18 C.F.R. § 1405) (urea formaldehyde proposal). See notes
494-507 infra and accompanying text (discussing the CPSC's actions againat ashestos): notes
508-32 infra and accompanying text (discussing the CPSC’s actions aguinst urea
formaldehyds).
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illness.*® The statuts requires the agency to respond to petitions
within 120 days,** and permits a disappointed or unanswered peti-

" tioner to seek judicial review of the Commission’s action or in-
- action.** Although the Commission usually misses the statutory

deadline, it gives petitions priority ovar projects generated intaz-
nally and makes a serious effort to respond with reasonable
promptness.®

The petition mechanism appears to have played an important
role in the Commission’s efforts to regulate carcinogens. With one
exception, all of the agency’s proceedings to control consumer ex-
posurs to carcinogens have followed filings of public petitions.*
CPSC officials insist that the petitions were not the primary impe-
tus for any of the agency’s actions, asserting that its staff was eval-
uating each of the substances when the petitions were filed.*® Most
of the petitions relied on published scientific reports and actions
by other agencies, either of which probably would have prompted
the Commission to act in any case. But petitions clearly have influ-
enced the timing and, in some instances, the content of the Com-
mission’s actions against carcinogens. This public petition process
reinforces the Commission’s reactive posture by making the
agency’s regulatory sgenda dependent on demands for action by
outside groups.

II. Tus CPSC’s GOVERNING STATUTES

The CPSC is responsible for administering five federal safety
laws, The agency's principal statute is the CPS Act,*® which cre-
ated the agency and transferred to it the authority®” for adminis.
tering four other statutes: the FHSA,* the Poison Prevention
Packaging Act of 1970,'* the Flaremable Fabrics Act,*® and the Re-

15 US.C. § 2050(x) (1578).

4 I1d, § 2085(d).

" 7d. § 2085(s).

% Preuss Interview, suprs oote 32,

84 See nots 344 infro and accompanying text

% Gallsgher Intarview, supre nots 22; Heller Interview, supra note 32
“ 15 US.C. §8 2051.2082 (1978 & Supp. I 1579).
" The transfeca are affected by id. § 2073 (1976).
w 7d. §§ 1281-1274 (1976 & Supp. UI 1979).

= Id. §§ 1471-1476.

“ fd 5§ 1191-1204.
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frigerator Safety Act.** The Commission has relied on hoth the
CPS Act and the FHSA to regulate carcinogens and has displayed
versatility in cheosing among the remedies provided by these two
laws, invoking four differsnt remedies in the saven proceedings it
has initiated. .

A. The Consumer Product Safety Act
1. Coverage of the Act

The CPS Act is the Commisaion’s organic statute and has largely
displaced the FHSA as its primary legal basis for regulating carcin-
ogens. The Act gives the Commission broad powers to regulate
consumer products that pose unreasonable risks of injury or ill-
nesa.” It defines “consumer product'” as follows:

{a]ny article, or componsnt part thereof, produced or distributed
(i) for sale to @ consumer for use in or around a permanent or tem-
porary household or residencs, a school, In recreation, or otherwise,
or (i) for the personal uss, consumption or enjoyment of a con-
sumer in of around & permanent or temporary household or resi-
dence, @ school, in recreation, or otherwiss; but such term does not
include—

(A) any article which is not customarily produced or distributed

for sals to, or use or consumption by, or snjoyment of, & consumer
(]

R

This definition excludes several classes of products regulated by
other agencies.* In addition, the statuts precludes the CPSC from
regulating any risk of injury associated with a substance that is, or
is contained by, a consumer product “if such risk could be elimi-
nated or reduced to a sufficient extent by actions taken under the
Occupational Safety and Health Act of 1970 (OSH Act).”*® Neither
the CPS Act’s limitation of the Commission’s juriadiction to “con-
sumer products’™® nor its requirement that the OSH Act be found

& Id. §§ 1211-1214 (1976).
© " Id § 2081 (1978 & Supp. T 1979).

s Id, § 2052(a)(1), (a)1}(A) (1978).

& For sxample, foods and drugs regulated by FDA, and pasticides regulated by EPA, are
sxcluded from the coverage of the CPS Act. Id. § 2082(a)(1XD), (H), (D).

“ Id. § 2080 (1976 & Supp. [T 1973} {citation omitted).

% Fausett Intervirw, supre oote 32; Interview with David Melnick, Office of the General
Counsel, in Washington, D.C. (August 14, 1979) [hereinafter cited aa Meinick Interview]
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inadequate to deal with a risk, however, has sericusly impeded the
-agency'’s regulation of any toxic chemical.*”

2. Product Safety Standards and Bans

Section 7(a) of the CPS Act authorizes the CPSC to promulgats
a consumer product safety standard whenever “reasonably neces-
sary to prevent or reduce an unressonable risk of injury” associ-
ated with a consumer product.* A product safety standard may
prescribe requirements for product performance, composition, or
design; it may specify warnings or instructions that must be sup-
plied with a product; or it may combine both requirements.* If
“no feasible consumer product safety standard ... would ade-
quately protect the public from the unreasonable risk of injury”
posed by & consumer product, section 8 empowers the Commission
to ban the product from commerce.™ The finding necessary to in-
voke this authority may be made at the outset of proceedings to

- effect a ban, or it may be made during proceedings initially begun

to establish a product safety standard, after further study con-
vinces the agency that no feasible standard would prevent the risk
posed by the product.

These two sections of the CPS Act theoretically provide the
Commission quite different methods of regulating consumer prod-
ucts that pose an unreasonable risk of injury or illness. The agency
may devise a standard to reduce human exposure to the dangerous

" substance, e.g., by prescribing the formulation, use, or performance

of a product, or it may ban the product from commercial distribu-
tion altogether. When the risk from a product results from a

{copy of notes from intsrview on file with the Virginia Law Raview Associstion), revesled
that the limitation of the Commission’s jurisdiction to “consumer products” has sometimes
occasioned or chenged internal debate over the approsch the agency should take.

* Doubts about the coverage of the CPS Act, see Malnick Interview, supra nots €8, may
have influenced the agency’s choics between that statute and the FHSA as the basis for
regulating products and matarials.

* 15 U.S.C. § 2056(a)(1) {2578).

* Id. As noted earlier, see note 48 suprs and sccompanying text, manufacturers of con-
sumer products may chovse to avoid adverss consumer reaction by changing products before
any regulistion takes place. Thus, the threat of reguiation may be en important as its occur-
rente. See notes 465-33 infra and accompanying taxt (discussing asbestos in hairdryers).

™ 15 U.S.C. § 20587 (1978).

™ For example, Safety Standards for Matchbooks, 16 C.F.R. § 1202 (1980), prescribes
auch festuess as “[t}he cover shall remain clossd without external force,” id. § 1202.4(b),
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toxie constituent, however, the distinction between & safety stan-
dard and a product ban can be elusive.’® In practice, the Commis-
sion rarely has banned s product genus or type; instead, it has usu-
ally banned only products made in a specific way or containing a
specific material. For example, the agency banned only those
caulking compounds that contained ashbestos. A “safety standard”
for caulking compounds listing psrmitted ingredients and exclud-
ing asbestos would have the same effect as the ban that the agency
imposed.”™ Furthermore, both kinds of regulatory action result in
the issuance of a “consumer product safety rule.” In regulating po-
tential carcinogens under sections 7 and 8 of the CPS Act, the
Commission thus far has contemplated only the promulgation of
product bans.™

8. Rulemaking Procedures

The CPSC follows the same administrative procedure for estab-
lishing a consumer product safety standard as for banning a prod-
uct; both ars variants of informal rulemaking. Section 3(a)(2) of
the CPS Act specifies that proceedings to adopt a consumer prod-
uct safety rule shall be conducted "“pursuant to section 563 of Title
B [of the APA], except that the Commission shall give interested
persona an opportunity for oral presentation of data, views, or ar-
guments, in addition to an opportunity to make written submis-
siona.”™ The Commission has saucceeded in keeping these proceed-
ings both informal and brief. The legislative-style hearings are
conducted befors the entire five-member Commission.” Witnesses

and “po friction materia! shall be located on the inside of the cover,” id. § 1202.4(c). An
sxample of & ban under the CPS Act is Ban of Unatabls Refuse Bins, 18 CF.R. § 1301
{1980), whiah forbids marketing of zefuss birs that fail to mest testa for stability snunciated
in id. §§ 1301.8-.7. Such & ban may be difficult to differentiate from a standard because it
proscribes only products with specific characteristics rather than banning all products of &
cluss or typa

v For & discussion of the elusive distinetion, see Scalia & Goodman, Procedurcl Aspects
of the Consumer Product Safety Act, 20 U.C.L.A. L. Rxv. 899 (1973).

™ This is also trus with respect to nontozic comsumer products. See Ban of Unstable
Rafuse Bins, 18 C.F.R. § 1301 (1980). Presumably, a performance standard could specify &
maximum permizaible level of risk of chronic diseass from exposureto a product. The Com-
mission, howsver, has not cpenly considersd this paasibility for any careinogen.

* This may be because such action is siraply faster in light of the statutory altermatives
and the substances invoilved. Melnick Interview, supre note 68,

* 15 US.C. § 2058(a)(2) (1976 & Supp. III 1579).

* Gallsgher Interview, supra note 22

e .y . =
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present prepered statements and may then be questioned by the
individual Commissioners, though the interrogation is not ordina-

- rily vigorous. Occasionally, another participant may be allowed to

question a witness, but no opportunity for traditional cross-exami-
nation is provided. Hearings rarely last more than two days.™
Section 7 of the CPS Act™ prescribes a unique procedure for the

‘development of proposed consumer product safety standards. Once

the Commission publishes its determination that a product safety
atandard is necessary, consumer or industry groups and other gov-
ernment agencies may submit an existing standard or offer to de-
velop a new standard for agency consideration.™ Congress included
this “offeror provision” in the atatute because it belisved that the
CPSC would require the assistance of outside experts to develop
requirements for the enormous range of products within its
jurisdiction.*®

-

4. Petitions

Section 10 of the CPS Act® explicitly invites members of the
public to initiate actions againat unsafe consumer products by pe-
titioning the Commission to establish a consumer product safety
rule. If the agency fails to act on such a petition within 120 days,
or if it denfes the petition, the petitionsr may sue in federal dis-
trict court to compel the agency to initiate the action regueated.'s
A petitioner in such a suit must prove by a preponderance of the
evidence that the consumer product presents an “unreasonable

"™ The Commission completed ita entire rulemaking process for banning ashestos in
patching compounds and emberiting matarials within spproximataly six months. See notes
384-430 infrs and zccompanying taxt.

* 13 US.C. § 2050 {1978 & Supp. 111 1979).

™ Id. 3 2086(b), (d)-

» H.R Ry, No. 1183, supra note 6, st 33. As originaily snacted, the statute required the
Commission ordinarily to accapt any rensonable offer by an cutside party to devslop & pro-
posad standard. The complications caused by this arrangement, primsazily delay, prompted
Congress to amend the CPS Act to permit the agency greater discretion in developing pro-
posed standards intarnally, See Act of Nowv. 10, 1978, Pub. L. No. 85-831, 52 Stat. 3742 HR.
Rxr. No. 1184, 95th Cong., 2d Sess. 5-8, reprinted in (1978] U.S. Cons Cone. & Ap. News
9434, 9434-35. In sither form, however, this “offeror provision” has never impeded CPSC
regulstion of chronic havards. To date, no Commission action sgainst a carcinogen hes in-
volved the setting of product safety standards, so the offeror provisions of § 7 have never
been triggered.

n 15 US.C. § 2059(a) (1976).

" rd § 2053(e).

v o e e —

AP00017067



1981] Cancer Risks 1279

risk” and that the Commission’s failure to act “unressonably ex-
poses . . . consumers to a risk of injury.”** The court may compel
the agency to commence rulemaking; it may not prescribe a rule or
require the Commission to do so.

8. Criteria for Banning

Before the Commission may ban consumer products containing a f
hazardous substance, it must find that “(1) a consumer product is ;
being, or will be, distributed in commerce and such consumer
product presents an unreasonable risk of injury; and (2) no feasible
consumer product safety standard under this chapter would ade- !
quately protect the public from the unreasonable risk of injury :
associated with such product.”™* The Act explicitly states that !
“risk of injury” includes “the risk of death, personal injury, or seri-
ous or frequent illness,”** but it does not define “unreasonable
risk.”* Nor does the Act prescribe the analysis the Commission
should perform in determining whether the risk possed by a prod-

- uct is “unreasonable.” When the agency has relied on section 8 to
regulate a carcinogen, it appears to have considered both risks and
offsetting benefits.®” But agency representatives insist that the Act
does not require a formal balancing of risks and benefits, and its
actions indicate that no such analysis is done.** Section 9(¢) of the
Act, which requires the Commission to make findings on a series of
pertinent factual ifasues and to incorporate these findings in its
rule, provides:

(1) Prior to promulgating a consumer product safety rule, the

™ I1d

~ Id, § 2057,

% Id. § 2052(a)(3).

* The Senate-patssd varsion of the legislation that became the CPS Act contained a defi-
nition of “unreasonable risk,” but this provision was eliminated in conference without ex-
planation. See HR. Ree. No. 1393, supra note 9, at 42-43, [1972] US. Coom Conc. & Ap,
News st 4634-33. The House had already decidad, in ita version of the bill, not to define
“unreasonsble risk.™ The commitzas report explained that “{pirotection against unresson-
able risks {3 contral to many federal and stata safaty statutes, and the courts have had broad
exparience in intarpreting the tarm's meanieng and application.” H.R. Rer. No. 1153, supra
note B, at 33 (1972),

* See notes 392408 infra and sccompanying taxt (patching eompounds and emberizing
compounds containing esbestos action); notes 441-49 infra and accompanying text (benzens
action); notes 522.29 infra and accompanying test (urea formaldehyde action).

M Gee, ¢.g., Heller Interview, supra note 32
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Commission shall consider, and shall make appropriate findings for
inclusion in such rule with respsct to—-

{(A) the degree and nature of the risk of injury the rule is
designed to eliminate ar zeduce;

(B) the approximate number of consumer products, or types
of classes thereof, subject to such rule;

{C) the need of the public for the consumer products subject
to such rule, and the probable affect of such ruls upon the util-
ity, cost, or availability of such products to mest such need; and

{D) any means of achieving the objective of the order while
minimizing adverse effects on compaetition or disruption or dis.
location of manufacturing and cther commercial practices con-
sistent with the public health and safety.

{2) The Commission shall not promulgats & consumer product
safety rule unless it finds (and includes such finding in the rule)—

(A) that the rule (including its effsctive date) is reasopably
necessary to eliminate or reduce an ufiressonable risk of injury
asyociated with such product; -

{B) that the promulgation of the rule is in the public intsrest;
and

{C) in the case of a rule declaring the product a banned haz.
ardous product, that no feasible consumer product safety stan.
dard under this chapter would adequstely protect the public
from the unreasonable risk of injury associated with such
products.*®

The statute doas not purport to asaign specific decisional weight
to these elements, and the legislative history is unhelpful. The
Senats Report indicates that the Commission is to balance the
probability that the risk posed by a consumer product will result in
harm and the gravity of such harm against the effect of reducing or
eliminating the harm on the product’s utility, coat, and availability
to consumers.® The House Report states that a complete cost-ben-
efit analysis is not required before the Commission promuigates a
safety standard or ban.®* The report then asserts, however, that

* 15 U.8.C. § 2058(c) {(1978).

* H.R. Rer. No. 1153, supra note 8, at 33,

" fd. In 1976, the Subcommittse on Qversight and Investigations of the House Commit-
tea on Interstate and Forsign Commerce produced a raport on “reguistory reform,” which
included 3 chapter on the CPSC. The report concludes that formal cost-benefit analysis is
not required ynder the CPS Act. Suscomu. on OvErsioir anp Invesmicamions, Houss
CoMm. ON INTERSTATE AND Fonreion Comsancy, 94 Cono., 20 Suss., Froasar, Rycurarmion
AND RzcuLatoxy Raroru 193 (Subcomm. Print 1978) [hereinafter cited a3 Moss Rxront).
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“no standard would be expected to impose added costs or inconve-
nience to the consumer unless there is reasonable assuranca that
the frequency or severity of injuries or illnesses will be reduced.””
These delphic instructions have left the agency a wide range of
discretion.

The case law provides clearer guidance. The central case — the
first to consider the CPSC’s authority to prescribe consumer prod-
uct safety rules under section 8 — is Aqua Slide ‘N’ Dive Corp. v.
CPSC,*® decided by the United States Court of Appeals for the
Fifth Circuit in 1978. Aqua Slide involved & challenge to the Com-
mission’s standard for swimming pocl slides. The court overturned
the standard on the ground that the agency had failed to show, by
substantial evidence, that it would curtail admittedly severs but
infrequent swimming pool accidents.* The majority opinion, writ-
ten by Judge Roney, focuses on the language in section 9(c)(2) of-
the Act, which requires the agency to find that a consumer product
safety rule is “reasonably necessary to eliminate or reduce an un-
reasonahle risk of injury associated with"” a product.® The opinion
explaing: “The Commission does not have to conduct an elaborate
cost-henefit analysis . . . . It does, however, have to shoulder the
burden of examining the relevant factors and producing substan-
tial evidence to support its conclusion that they weigh in favor of
the standard,”* With respect to the mandated warning signs, the
court contsnded that the “crucial question . . . is whether the ben-
efit has a reasonable relationship to the disadvantages the sign re-
quirements pose.”*” The court also suggestsd that the degree of
consumer awareness about the products’ risk and the extent to
which that risk may be avoided are important considerations.*®

Judge Roney's opinion recognizes that the CPS Act itself pro-
vides the Commission little guidance in applying the “unreasona-
ble risk” and “reasonahly necessary” criteria, which it character-
izes as interrelated.* Relying on the legislative history, the opinion

* H.R. Rer. No. 1153, supro nots 8, st 33

* 869 F.2d 831 (5th Cir. 1978).

M Id. at 844,

* Id. at 838-44.

* Id. ut 840,

™ Id, at B2,

* Id. at 839, quoted af text accompanying nots 101 infre.
* Id
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states: “The necessity for the standard depends upon the nature of
the risk, and the reasonableness of the risk is a function of the
burden a standard would impose on a user of the product.*
Judge Roney went on to describe in general terms the kind of anal.
- ysis the agency is expected to perform:

{Tlhe lagislative history specifies the coats to consumers that are to
be considered: increases in price, decreassd availahility of a prod-
uct, and also reductions in product usefulness. . . . Implicit in this
analysis is an understanding that the regulation is a feasible
method of reducing the risk. , . . Also, an important predicats to
Commission action is that consumers be unaware of e¢ither the se-
verity, frequancy, or ways of avoiding the risk. If consumers have
accurats information, and still choose to incur the risk then their
judgmant may well be reasonable . . . .1

As noted ahove, the majority opinion in Aque Slide disclaims
any requirersant that the Commission perform a cost-benefit anal-
ysis of proposed product safety rules. But Judge Roney did make
clear that the agency must weigh the different consequences of its
actions to determine “whether the Lenefit has a reasonable rela-
tionship to the disadvantages . . . ,”*** Judge Wisdom's concurring
opinion is more explicit:

[Tlhe Commission is required to do more than dstermine whether
there are any benefits to its regulation. Congress required it to con-
sider the economire coats. In this cass those costs are the effects on
the manufscturers, and the effects on consumers who will be
frightensd away from purchasing pool slides. The Commission’s
determination that benefits sxist is not the only conclusion that
must be supportad by substantial evidence. Most importantly, the
balance the Commission draws between the benefits and the costs
must have such support. This is the argument pressed by Aqus
Slide. The benefits from these signs have no ressonsble relation-
ship to the costs they will imposs. . . . I sgree that the cost analy-
sis done by the Commission is not entitled to consideration. These
signa are not so innocuous as to be presumed “inexpensive.” With
no svidence on the cost side of the ledger, the Commission’s cost.
benefit analysis is without substantial evidencs for support.’**

106 Id_

w Id

w Id a¢ B2

we id st 848 (Wisdem, J., concurring).
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Aqua Slide would have proved influential on its own terms, but
it has gained weight by virtus of the Supreme Court’s ruling on the
Occupational Safety and Health Administration’s (OSHA) occupa-
tional standard for benzene. In Industrial Union Dspartment,
AFL-CIO v. American Petroleum Institute*** the Supreme Court
. upheld another Fifth Circuit decision*®® — which had in turn re-

lied on Aqua Slide*** — and overturned OSHA's benzene standard
on the grounds that the agency had failed to demonstrate either
that the health risk at prevailing exposure levels was “significant”
or that the costs of achieving the new standards bore a reasonable
relationship to the benefits.!** Although the Supreme Court de-
clined to reach the cost-benefit issue,'** its ruling, coupled with its
implicit endorsement of Aqua Slide, has raised doubts about the
CPSC’s authority to regulate speculative risks under section 8.:t*

In the same year that Aqua Slide was decided, the CPSC ra-

ceived an equivocal boost from the United States Court of Appeals -

for the District of Columbia Circuit. In ASG Industries, Inc. v.
CPSC,** the court upheld in substantial part & CPSC standard to
ensure the safety of architectural glassing materials, but ordered a
remand to permit the agency to consider the appropriateness of
including wired glass within the standard.** Although Judge

Leventhal expressed doubt about the wisdom of this choice, he

acknowledged the posaibility that it could be sustained even
if it meant elimination of a type of product from the market:
“[Alpplication of a safety ruls is not dependent on technalogical
advance; the sale of a hazardous article may be prohibited even if
attzinment of tha required standard is not feasible because tech-
nology will not yield a safe product.”*** Judge Leventhal’s opinion

1% 448 U.S. 607 (1580).

fe¢ pArmerican Petroleum Inst. v. OSHA, 581 F.2d 493 (5th Clr. 1078).

1% Id et S01-06.

o Id at 510.

1% 443 U.S. at 81415,

% The Fitth Clircuit everturned the CPSC swimming pool slide standard because it did
not consider it an sffective response to & risk that was ssvers but statiatically remote. In
regulating a carcinogen, it ordinarily should be sasy for the CPSC to demonatrats that its
remedy would avaret tha risk; showing that the zisk ia “significant” in quantitative terms or
*unreasonable™ in light of the costs of preventing it should be more difficult,

s 593 F.2d 1323 (D.C. Cir. 1979).

2 Jd, at 1337,

G2 Id at 1333.24 (citation omitted).

- AP00017072



1284 Virginia Law Review [Vol. 67:12681

concludes with the following general observations about the pur-
pose of the CPS Act:

One of the principal functions of CPSA is to promuigats safety
rules that have the effect of compelling the internalization of these
costs to the extent required to meet performance and other safety
standards, Intarnalization of costs previously disregarded by manu-
facturers will likely result in & rise in cost and price, and may con-
atriet or eliminate the demand for a particular product as conaum-
era substitute products that offer the desired utility at the lowest
price. Such an cutcome wotld not be contrary to the intent of Con-
gress so long as the agency has given reasonsd consideration to all
the pertinent factors snd has made the requisita findings sup-
ported by aubstantial evidencs. A asvere sconomic impact on an
industry, or on a significant segment of an industry, would be a
material factor in appraising the rsasonableness of & rule, but
it cannot, in and of itsslf, be held to render a safety ruls
unreasonable,** .

6. Suit to Condemn an “Imminent Hazard”

The CPS Act contains no provision allowing the Commission to
suspend administratively the marketing of a hazardous product
prior to the completion of proceedings to promulgate a safety stan-
dard or ban. Section 12 of the Act'* howeaver, empowers the
agency to initiate suit in federal district court seeking the seizure
of “an imminently hazardous consumer product” or injunctive re-
lief against a distributor. Such a suit may be accompanied by ad-
ministrative proceedings to establish a product safety standard or
ban.lll

The CPSC haa never invoked this emergency authority against a
product containing a suspected carcinogen.''* When the Commis-
sion has sought speedier rslief than is possible through banning
under section 8, it has resorted to other mechanisms available

me Id, at 1337,

ue 15 1.8.C. § 2081(a) (1976),

ne 14, § 2081(c).

H¢ On four occasions, the CPSC has attampted to parsuade & court to declare s product
an “imminent hazard™ under § 12 of the CPS Act One actica bas feiled. See CPSC v.
Ansconda Co., 333 F.2d 1314 (D.C. Cir. 1979) (rejseting the agezcy’s action on the ground
that the chalienged alectrical wiring was not a “consumer product™. The other three suita
ware sottled without decisien. See, ¢.8., CPSC v. Advance Machine Co., Civ. No. 77-1323
(D.D.C. May 8, 1878); CPSC v. AK Elee. Corp.,, Civ. Na. T¢-1208 (D.D.C. Sept. 9, 1974).

- ————— i i ——— =
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under the CPS Act or the FHSA. It may seem anomalous to char-
scterize as an “imminent hazard” a product that poses a risk of
cancer that will eventuate, if ever, only many years after humans
are exposed to it. But judicial opinions construing identical lan.
guage in the Federal Insecticide, Fungicide, and Rodenticide Act
suggest that section 12 would support a suit to restrict a chemical
in consumer products if the evidence of carcinogenicity were strong
and the potential for human intake spparent.!’® The Commission
would have the burden of proving thess {acts by a preponderance
of evidence'’® rather than enjoy the deference accorded adminia-
trative findings that would accompany a ban under section 8.21*

7. Suit to Prevent a “Substantial Product Hazard”

Section 15 of the CPS Act authorizes the Commission to order a
variety of remedial actions respecting any product that presents a
“substantial product hazard.”'** Paragraph (a) of the ssction de-
fines “substantial product hazard™:

{1) a failure to comply with an applicable consumer product
safety rule which creates a substantial risk of injury to the publie,

or
(2) u product defect which (because of the pattern of defect, the

W See Environmental Defense Fund, Inc v. EPA, 510 F.2d 1292 (D.C. Cir. 1975) (con-
stxuing § 6(c) of the Federal Insacticide, Fungicide, and Rodenticide Act, 7 US.C. § 1384(c)
{1978)); Environmental Defense Fond, Inc. v. EPA, 485 F.2d 528 (D.C. Cir. 1072) (same),
both of which upheld EPA orders summarily suspending registration of pesticides shown
through experimants to be carcinegenic in animals.

s Iy this sort of suit, where the agency is the plaintiff, the usual ¢ivil rules apply. The
party bringing the suit has the burden of proving its allegations by s prepondersnce of
svidence, The rationale for imposing this burden of proof. s» axplained in the Ssnate Raport
recammending passage of the CP3 Act, ia that “[a]gency sction affeeting intarests in lifs
and health should be subject to the most searchipg judicial examingtion. . . . [It] justifies &
departura from the normal standard of review.” 8. Rxe. No. 836, supra note 8, st 15, [1972)
1.8. Copx Cana. & Ap. Nrws at 4887,

1% Because the CPSC must bring an “Imminent hazard”™ procesding in court in the first
instance, its findings are liksly to receive lses deference than on review of a standard or han.
In the former, the court will svaluste the svidence de povo. Where the agency has conductad
rulemaking, its findings and counclusions will be reviewsd under the more deferential “sub-
stential evidence” standard. CPS Act, § 11(cj, 15 US.C, § 2060(c) (1978).

e Id. § 2084. These actions may be taken only after an opportunity for an adjudicatory
hesring has besn afforded to interssted partiss In accordance with § 554 of the APA. /d.
§ 2065(f) (1978). For 2 compreheasive discussion of the CPSC"s powers under — gnd use of
— § 15 of the CPS Act, ses Madden, Consumer Product Safety Act Section 13 and Sub-
stantial Product Hozards, 30 Camt U.L. Rev. 195 {1981).

cim e rme v - e—an
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" number of defective ptoducts distributad in commezrce, the saverity
oﬁ;ho risk, or otherwise) creates a subatantial risk of injury to the
public.i»*

This definition apparently focuses on the sericuaness of the risk to
consumers in terms sither of the severity of the potential harm or
of the number of consumers exposed.!** To use this provision to
regulate a product containing a carcinogen, the CPSC would have
to characterize the hazard as resulting from e product “defect,”
because it has established no applicabls safety standards. Despite
the awkwardness of this language, the agency has used section 15
in one such case.
Section 15 affords the Commission a range of remedies to deal
with a product presenting a “substantial hazard.” The agency may
require any manufacturer, distributor, or retailer that is a party to
the proceeding to provide written notice of the defect to any other
person in the distribution chain or “to every person to whom ths
person requirsd to give notice kmows such product was dslivered or
gold."** Furthermore, the Commission may order the manufac-
turer or any distributor or retailer to repair the defect in all pred-
ucts distributed, replace the product without cost to the consumer,
or refund the consumer’s purchase price.!® [
The CPSC has devised an informal enforcement system that or-
dinarily avoids formal public procesdings under section 15, The
Commissioners, either explicitly or informally, customarily author-
ize the agency’s compliance staff to invite the manufacturers or
distributors of the investigated product to an informal conference. '
At that conference, the staff explains its preliminary conclusion 4
that the product presents a “substantial hazard,”** Because man- :
ufacturers and distributors of consumer products generally desire
to avoid the adverse publicity associated with a formal charge that

i [d $ 2084(n). The House Report adds litile to this definition, stating only that “{t}his
definition laoks to the extant of the public exposure w0 the hazard, A few defective producta -
normaily will not provide ¢ proper basis far compelling notifiestion under this section.” '
H.R. Rer. Nou 1153, supra nots 8, at 42,

1 See H.R. Rep. No. 1153, supra nots §, at 42. By contrast, § 5 requires a finding that
the risk of & product is unreasonable. 13 U.S.C. § 2057 (1978). Sew alvo 18 CF.R. | 11154
(1981).

15 U.S.C. § 2084(e)(3) (1978).

™ Id, § 2084(d).

18 Sev 16 C.F.R. § 1115.20(a) (1980), which describes voluntary corrective action plans,
Other descriptions wers derived from interviews with CPSC ataff membars.
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the product presents a “substantial hazard,” s voluntary recall,
typically accompanied by joint publie announcement, usually fol-
lows such a confersnce.’*® In the rare case where invited firms de-
cline to take corrective action voluntarily, the Commission autho-
rizes issuance of a formal complaint, which may result in a formal
evidentiary hearing.’**

Section 15 is not alwaya a practical option for the Commission.
That authority is most effective when the suspect product is read-
ily identified by consumers and when relatively few manufacturers
ars capable of effecting a recall. Furthermore, a remedial order
under section 15 can be issued only against a company that is a
party to the agency procesading; this necessitates personal service
of process and an opportunity to participate.*

Section 15 now also provides the Commiasion an interim rem-
edy, which can be invoked pending resolution of any contested
charges. Once the agency has initiated a formal proceeding for the
issuance of a remedial order under section 15(d), it may apply to a
district court for a preliminary injunction to restrain distribution
of the product pending completion of the administrative process.’**
The injunction will issue if the agency can show that it has “reason
to believe” the product “presents a substantial product hazard”12®
and if the customary criteria for the issuance of & civil preliminary
injunction are met.}** The Commission has never had occasion to
seek such preliminary relief, hecause the informal threat of adverse
publicity implied by the ataff’s recommendation that a product be
considered a “substantial hazard” is the CPSC’s real regulatory

14 The agency used this informel mechaniym to atop the distribution of hairdryers cone
taining asbestos. See notes 485-23 infre and accompanying taxt.

wt See 16 CF.R. § 1115.21 (19830), which describes compulscry corrective action plans.
Section 15 mandates an opportunity for an evideotizry hearing before officisl remedial ar-

" dars may be ssued, 15 U.S.C. § 2084(8) (1978), but mout parties prefes the informal enforee-

mant systam.

% Krulwich [nterview, supra nots 38. Saction 15(f) of the CPS Act provides that such o
remedial order “may be issusd only after an opportunity for a hearing in accordance with
section 584 of title 5, United States Code.” 15 U.S.C. § 2084(f) (1876). Section 55¢ requires
personal potice of the tims, place, and nature of the hearing, & well as the legal authority
for the proceeding and the mattars of law and fact asserted. 8 US.C. § 854(b), {c} (1976 &
Supp. HI 1978).

= 15 U.S.C. § 2084(g)(2) (1078).

e Id‘

i The faderal amount in controversy requirement, 28 US.C, § 1331 (1978), however, is
waived. 18 U.8.C. § 2084(g)(3) (1978 & Supp. LT 1979).
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weapon.

8. Special and General Orders

The Commission has authority to obtain formulation data and to
demand the results of safety tests that manufscturers have con-
ducted independently. Saction 27 of the CPS Act authorizes the
agency to “require, by special or general orders, any person to sub-
mit in writing such reports and answers to questions as the Com-
mission may prescribe.”!*® In addition, section 27(e) provides:
“The Commission may by rule require any manufactursr of con-
sumer products to provide to the Commission such performance
and technical dats related to performance and safaty as may be
required to carry out the purposes of this chapter . . . .”*** Rely-
ing on section 27, the Commission has required a large number of
manufacturers to disclose information about the quantitative for-
mulations of their products. The agency has used this authority to
discover the composition of products whose use involves significant
human exposure, as well as to obtain information about the dosage
of known constituents.*

It is less clear whaether under section 27 the agency can rsquire
product manufacturers or users of a specific ingredient to conduct
tests in the first instance. Commission officials have argued that
section 27(e) provides authority to require such testing,'** but the
agency has not ordered testing of any product or ingredient to
date. It apparently is inclined to delay any legal test of its power to
require testing until an appesling case arises. In evaluating the
health effects of carcinogens in consumer products, therefore, the
Commission has relied largely on data generatsd or obtained by
other government agencies or available in the scientific literature.

. Sometimes the agency conducta its own tests to determine human

exposure to a product or it contracts with another organization to
do so. In the future, the Commission will continue te depend on
outaide sources for health effects data, but it hopes to improve its
own capability to measure human exposure to hazardous sub-

1 18 US.C. § 2078b)(1) (1978).
Via 74, § 2078(e).
3¢ Fausett Interview, supro note 32
" 1% Krulwich Intervisw, suprz nots 38.

-
r e e ———
-
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stances in consumer products.’**

9. Criteria for Preferring the CPS Act

Section 30(d) of the CPS Act implies a preference for regulating
product hazards under the other statutes transferred to the Com-
mission in 1972,*%" This provision requires the Commission to pro-
mulgats a rule’®® determining that the public interest will be
served better by regulating a product under the CPS Act than
under the FHSA.}* Because most toxic materials in consumer
products could be regulated under the FHSA, the Commission
must issue a section 30(d) ruling when it concludes that the CPS
Act is the preferable statutory basis for regulating a carcinogen.i+®
This step has become almost routine.

In its last four actions against carcinogens, the Commission of-
fored two main justifications, both procedural, for its conclusion
that regulation under the CPS Act was “in the public interest,’4!
and thus preferred. It emphasized that the FHSA, unlike the CPS
Act, requires that any rule declaring a material a “banned hazard-
ous substance” must be promulgated through formal rulemak-
ing."* Because the CPS Act permits informal rulemaking, the

% Krulwich laterview, supra nots 35; Preuss Intervisw, supre nots 32,

47 A riak of injury which is associntad with a consumer product and which could be slimi.
natad or reduced to & sufficlent extent by action under the Federal Hazardous Sub.
stances Act . . . may be reguisted under this chapter only if the Commission by rule
ﬁndu.hatitisinth-pubﬂcinumtwn:uhuwchrhkofwunruuduthhch‘pm

15 US.C. § 2078(d) (1078).

% Such a rule must comport with the procedures specified by § 563 of the APA. See note
231 infra.

w15 U.S.C. §§ 20612075 (1976 & Supp. [IT 1979). For a discussion of the FHSA's scope,
soe notes 143-3! infrg and sccompanying tert.

144 Although the CPS Act specifies that the period for public somment on the proposed
rule shall not exceed 30 days, this provision could conceivably delay sction by the Coramis-
. sion against & product hazard that could be reguisted undar either statute.

Wi The sgency relied on the CPS Act in regulsting chloroflucrocarbon propailants, 42
Fad. Reg. 21,507 (1977); bentene, 42 Fed, Reg. 22,516 (1977); patching and emberizing com-
pounds containing asbestos, 42 Fed. Reg. 38,782 (1977), €2 Fed. Reg. 83,354 (1977), 43 Fed.
Reg. 21,828 {1678); hairdrysrs containing asbestos, 44 Fed. Rag. 28,829 (1979) (to be codified
at 16 C.F.R. § 1145); and urea formaldehyde foam insulation, 48 Fed. Reg. 11,188 (1381) (to
be oodified at 18 C.F.R. § 1308).

e 15 US.C. § 1281{g}2) (1976). Under the applicable provisions of the FD&C Act, for-

. mal rulamaking requirss both an opportunity for the submission of writtsn comments and &
formal evidentiary hearing on matarial factual disputen raised in cbjections to & “first” rule.
See Hamilton, Rulemahing on a Record by the Food and Drug Administration, 50 Txx. 1.

~ AP00017078
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agency believed it could act more readily under the CPS Act.)* In
addition, the Commission asserted that the less formal procedures
of the CPS Act would better facilitate participation by diverss in-
terests.}** The agency also mentioned that parsons who violated a
CPS ban would be subject to civil penalties.’¢®

- 10. Judicial Review

The CPS Act provides for a court of appeals review of any con-
sumer product safety rule (including a ban) upon a petition filed
within sixty deys by “any person adversely affected.’’** The re-
viewing court may order that new evidentiary presentations be
made to the Commission. The court may grant any relief appropri-
ats under chapter 7 of the APA, including suspension of Commis-
sion action pending review. A product safety rule is to be affirmed
if it is supported by suhstantial evidence on the racord tgken as a
whole. The CP8 Act contains its own definition of the rulemaking
“record,” which includes the rule, the proposal, the transcripts of
any oral hearing and sll written submissions, and “any other infor-
mation which the Commission considers relevant to such rule. 4

B. The Federal Hozardous Substances Act

The FHSA* is the other statute on which the CPSC has relisd
to regulate carcinogsns. The FHSA contains detailed definitions of
“bazardous substance” and “banned hazardous substance,”
prescribes mandatory werning labeling for products in the former
category, and authorizes the CPSC to initiate enforcement action

Rxv. 1132 (1972).

1% 43 Fed. Reg 21,328 (1078).

(1] Id-

Lol ' 3 R

15 U.S.C. § 2060 (1976).

e [d.

“a Id. §3 1281.1275 (1978 & Supp. I 1979), The FHSA was enscted initially as a label-
Ing statute. Federsi Hazardous Substances Labeling Act, Pub. L. No. 86-613, T4 Stat. 372
(1960). It ariginally was adopted to fill gaps in other federad statutes (2.2, the FDAC Act, 21
U.S.C. §§ 301-292 (1978 & Supp. IIX 1979); the Faderal Insecticide, Fungicide, and Rodenti-
cide Act, 7 US.C. §§ 136-138y (1978 & Supp. HI 1979)), and to provide for labeling of
poisons and hazardous matarials brought Into the home, Ensctad in 1980, the FHSA was
sdministared originelly by FDA, and its draftsmen smpioyed several of the legal concepts
used in the FD&C Act. Jee¢ H.R. Rer. No. 1881, 88th Cang., 2d Sess,, reprinted in [1960]
U.8. Copx Cong. & Ap. Nuws 2833,

.
+ ———— e - .
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against the latter as misbranded. As originally enacted, the FHSA
was simply a labeling statute. Most of the warnings and cautionary
information that appear on housebold products are prescribed by
this law. The Act was later revised, however, to authorize more
drastic action to control product hazards.*® The CPSC haa relied
on this authority to regulate carcinogens twice.

1. Coverage of the FHSA

Section 2()(1)(A) of the FHSA defines a “hazardous substance”
as

[alny substance or mixture of substances which (i) is toxie, (ii) is
corrosive, {iii) is an irritant, (iv) is & sirong sensitizer [or) (v) is
flammable or combustible , . . if such substancs or mixture of sub-
stances may cause substantial personal injury or substantial illness
during or as @ proximats resuit of any customary or reasonsbly
foreseeable handling or use, including reasonably foresssable inges-
tion by children.'* '

Section 2(g) of the Act defines “toxic” as “any substance (other
than a radioactive substance) which has the capacity to produce
personal injury or iliness to man through ingestion, inhalation, or
absorption through any body surface.”'** Sections 2(i), 2(f), end
2(k) define “corrosive,” “irritant,” and “strong sensitizer,”** Sup-
. plementing the FHSA definitions, CPSC regulations'® describe
toxicity tests to be performed on white rats and rabbits.'™ The
regulations also state that the term “hazardous substance” applies
to any substance shown to be toxic on the basis of human experi-
ence. A substance that meets either a supplementary definition or

1o The scopa of the FHSA has been expanded to cover hazardous substances in general
use in the home, and particularly to protect children from hazardous toys and products
Poison Prevention Packaging Act of 1970, Pub, L. No. 91-801, 84 Stat. 1670 (1970); Child
Protsction and Toy Safety A2t of 1669, Pub, L. No. 91-113, 83 Stet. 187 (1969); Chid Pro-
tection Act of 1968, Pub. L. No. 89-758, 80 Stat. 1308 (1366).

e 15 U.S.C. § 12B1(D(1)(A} (1978) (emnphasis added). Congress suggmted cortain criteris
for detsrmining whether 2 particular substance is “hazardous.” The basic test was the stan.
dard applied in common law civil liability cass, in which & saller must wam potentisl pur-
chasers of the inherant dangers of his prod 8. Rzr. No, 1155, 86th Cong., 2d Sees. 2
(1860).

w15 US.C. § 1281(g) (1978).

™ Id. § 126101), O) (K) (2976}

14 Federal Hazardous Substances Act Regulstions, 18 C.F.R. § 1500 (1980),

te Id. § 1500.40.

AP00017080
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the Act’s own definition of “toxic” is a “hazardous substance”
under the FHSA if it alao “may cause substantial personal injury
or substantial illness’ %

A determination that a material is & “hazardous substance” has
immediate regulatory consequences. A product containing a haz-
ardous substance must bear prescribed label warnings to avoid be-
ing deemed mishranded, If no lahel warnings will protect consum-
ers from the hazard adequately, the CPSC is empowered to declars
the product a banned hazardous substance.

3. Alternative Banning Approaches

The FHSA provides a comprehensive scheme for banning haz-
ardous substances that are “intended, or packaged in a form suita-
ble for use in the household.”*** Indeed, the statute probably could
have been zeliad on to support all of the actions that the CPSC has
taken to date against products containing carcinogens.

Section 2(q)(1)(B) of the FHSA empowers the Commission to is-
sue a regulation declaring a product banned if the agency finds
that “notwithstanding such cautionary labeling as is or may be rs-
quired . . . the dsgree or nature of the hazard invelved in the pres-
ence or uss of such substance in households is such that the objec-
tive of the protaction of the public health and safety can be
adequately served only by keeping such substance . . . out of the
channels of interstate commerce.”’ Formal rulemaking'®® is re-
quired before a product may be banned as a hazardous substance
under the FHSA. The agency first conducts what amounts o an
informal rulemaking proceeding: it issues a proposed rule, enter-
tains comment, and publishes a “final order.” If persons adverssly
affected by such an order fils legally sufficisnt objections, the
Commission must then conduct an evidentiary hearing before an

W rd § 1500.3(a)(4)({A). The CPSC has never consldered amending its regulations to
define sll carcinogens, ¢.g., all substances listed by EPA or OSHA, a8 “toxic” It could also

. prescribe tests for detarwtining such toxicity. See Comments on & Preliminary Draft of this

article by Peter Barton Hutt (et 11, 1850) [hersinafter cited as Hutt Commants] (copy on
{ile with the Virginiz Law Review Association).

16 U.S.C. § 1261(q}(1)(B) (1976).

wota

e The procedure for declaring & product a banned bazardous substance under §
2(q)}{1}(B) must conform to the FD&C Act, 21 US.C. § 371(e) (1576). 15 U.S.C. § 12681(a)(2)
{1978). Tha FD&C Act requires (ormaul, or on<the-record, rulamaking. See note 142 supra.

e ———————— . ————ay . At Tham \ it St S e
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administrative law judge. If the Commission must undertake for-
mal rulemaking to determine that a material is “toxic” under sec-
tion 3(a) and thus is a hazardous substance, it uses the same pro-
ceeding to declare that products containing that material are
banned hezardous substances.!*

During the rulemaking period, the Commission has emergency
authority to order its proposed ban effective immediately. Such an
order must be based on a finding that “the distribution for house-
hold use of the hazardous substance involved presents an immi-
nent hazard to the public health,”** This authority was intended
by Congress to enable the agency to prevent very dangerous arti-
‘cles from remaining on the market during the rulemaking pro-
cess.’® The CPSC has exercised this emergency power only once
and not to regulate a carcinogen.'**

Section 2(q)(1)(A) of the FHSA provides a narrower but speed-
jer basis for banning carcinogens.’** This section contains a special
statutory definition of “banned hazardous substance.” The defini-
tion applies to “any toy, or other article intended for use by chil-
dren . . . which bears or contains a hazardous substancs in such
manner a3 to be susceptible of access by a child to whom such toy
or other article is entrusted.'”* Section 2(q)(1)(A) does not sst
forth a general standard for the agency to apply to specific prod-
ucts by administrative action; instead it classifies a category of
products as “banned hazardous substances.” It thus constitutes a
self-executing congressional ban, which the CPSC is empowered to
enforce.*** .- .

1 The Commiuton combined these two steps, for axample, In ita regulation of Sreworks,
41 Fed. Reg. 22,931 (1976), and vinyl chloride, 39 Fed. Reg. 18,115 (1974).

e 15 US.C. § 1261(g)(2) (1978).

¥ The House Raport on § 2(q){1)(B) states that “{wlbare the procedurat delay involved
in planary hearings would otherwise result in injury to the public, the [Commission] would
be authorized to suspend the article from the market, peuding the completion of hearing
and review.” H.R. Rer. No, 2188, 39th Cong., 2d Sees. 3, reprinted in [1968] U.S, Cops
Cona. & An. News 4095, 4096,

% The agency issued sa edministrative order declaring spray adhesives “imminent
hatards”™ under the FHSA, 28 Fed. Reg. 22,569, 23,255, 25,218 (1973). It later reecinded this
order. 39 Fed. Reg. 8582 (1974).

15 US.C. § 1281(q}(1)(A) (1978), See notes 338-82 infra and pccompanying text (dis.
cussion of TRIS in children's garmenta).

™18 US.C. § 1261(Q)(1}(A) (1978).

18 “Tays or other articles intanded for use by children which bear or contain a hazardous
substance are banned by the language of the bill itself , . . * FLR. Rer. No. 21686, supre

4 e ——
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Although the section requires no administrative action or formal
announcement prior to comiencing enforcerent, some antecedent
administrative procedure is permitied and, in some instances, is
. necessary. For section 2(q)(1)(A) to apply, a material must be
“toxic” within the meaning of the definition in section 2(g).’*
When there is doubt on this point, the Act’s remedies are not trig-
gered until the CPSC conducts a rulemaking proceeding to estab-
lish the material’s toxicity. Section 3(a) reinforces this requizement
by calling for rulemaking to “{avoid or resolve] uncertainty” as to
whether a product is & hazardous substance.'*"

3. Remedies Against Banned Hazardous Substances

Section 4 of the FHSA' bars banned hazardous substances
from interstate commerce and defines “interstate commerce”
broadly.'*® Section § authorizes the seizure of banned hazardous
substancea.’™ Sections § and 8 authorize the Commission to seek
injunctions'™ or criminal penalties'™ against persons who violate
any of the forgoing prohibitions. .

Section 15 requires the automatic repurchase of banned hazard-
ous substances, whether banned by statute or by Commisaion rule
under section 2(q)(1).™ Manufacturers (including importers for
resale), distributors, and retail dealers must, repurchase these prod-
ucts from their customers. Any customer is entitled to a refund of
the purchase price and to payment of certain expenses incurred in
returning the itams, A CPSC regulation, however, gives sellers the
option of replacing or repairing banned items instead of repurchas-

note 181, at 3, {1968] U.S. Cons Cong. & AD. Nzws at 4086,

te 1% U.S.C. § 1281(g) (1876}, quoted ot taxt accompanying note 151 supra.

1w Id. § 1262(a)(1) {1978).

1% Saction 4 prohibits the introduction or delivery for introduction into intertate com-
merce of & banned hazazdous substance; the doing of any action with respect to a hazerdous
subatsnos while it is in interstate commerce that results in its being & benned huzardous
substance: and delivery or proffered delivery for pay or utherwise of a banned hazardous
substance. Id. § 1263 (1978 & Supp. IIT 1975).

w» 1d. § 12581(b) (1978).

we 7d. § 1268,

" 7d. § 1267,

s Id, § 1284 (1976 & Supp. [T 1979).

s Id § 1274 (1978). This requirsmment has been changed by the Consumer Product
Safaty Amsndments of 1981, Pub. L. No, —., § 1211, . Stat. . (armending 15 US.C,
§ 1274 (1876)).

s e ——
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ing them.'” The Commission also requires that retailers place
signs in their establishments informing customers of their repur-
chase obligation.!”® Although the FHSA provides no criminal or
civil penalties for violations of repurchass requirements, violations
can be enjoined.!™

Section 15 is one of the most potent, and controversial, weapons
in the CPSC’s arsenal. Although this statutory repurchase obliga-
tion appears to cover products anywhere in the distribution chain,
the CPSC has sometimes used the FHSA’s banning provisions to
reach only articles that ars introduced into interstata commerce
after a specified date.’™ Despite precedents to the contrary,™ the
agency apparently possesses legal authority to issue regulations de-
fining products as “banned hazardous substance[s]” without re-
quiridg the repurchase of articles at various stages of distribution
and articles already in the hands of consumers.™

4. Judicial Review

Any party adversely affected by a rule banning a hazardous sub-
stance under the FHSA may petition & court of appeals within
sixty days for review.*® The reviewing court may order the agency
to take additional evidence, or it may grant other appropriate re-
lief. The FHSA requires the Commission’s order to be affirmed if
it is based on a fair evaluation of the hearing record. A determina-
tion by the CPSC that section 2(q){1){(A) of the FHSA defines a
product as “banned,” even thouzh not reached following mlemak-
ing, can also be challenged in court.'**

1+ 18 C.F\R. § 15600.203 (1980).

" rd § 1500202

™ 15 USC. § 1287(e) (1978).

 Krulwich Intarview, supra note 38,

e ’I‘hcmncydidnotfoﬂowthhwpmchhiumh&udvhyhhhﬁdomdm&
the two carcinogens it has attamptad to regulate on the basis of the FHSA. It was the im.
pact of mandatory repurchase on manufacturers that precipitatad the ultimately successful
judicial chalienges to the Commisiion's actions aguinst these two substances.

w Krulwick Intarview, supra note 38.

s In 13 US.C. § 1262{e)(3) (1976), auch review is provided apecificaily with respect to
children’s toys. For actions against other hezardous substances, $ 1262(a)}(2){B) provides the
same review mechaniam through incorporation of 21 US.C. § 348(g) (1976).

! Far sxample, such a contest may occur when ULS. Attornays initiste snforcement pro~
eoedings, or the Commission's interpretation may be challangad directly by a suit sselking
injunctive and declaratory relief. Ses, ¢.2., Unitad States v, Articles of Hazardous Substance,
583 F.2d 39 (4th Cir, 1979); Springs Mills, Inc. v. CPSC, 434 F. Supp. 416 (D.S.C. 1977).
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C. Summary of Statutory Authorities

The forgoing discussion of the CPSC's main authorities illus-
trates the range of options open to the agency in its regulation of
consumer products that pose cancer risks. The Commission has ex-
perimented with most of the remedies afforded by the two stat-
utes. It relied on section 8 of the CPS Act-to ban caulking and
smberizing compounds containing asbestos and in proposing to
ban benzene in consumer products. It secured the recall of hairdry-
ors containing ashestos by commencing the initial steps to correct
a “substantial product hazard™ under section 15 of the CPS Act. In
regulating vinyl chloride, the agency relied on section 2(g)(1)(B) of
the FHSA. Its clumsy attack on TRIS in children’s sleepwear re-
lied on an “interpretation” of ssction 2(q)}{1)(A)’s statutory ban of
toxic substances exposed to children. Although the Commission
has developed a general preference for the CPS Act, its most re-
cent actions provide little guidance as to which of the remedies
provided by that law it will use customarily.

The diversity of products for which the CPSC is responsible may
require a variety of regulatory weapons, although it is not clear
that the statutes it now administers afford the optimum selection.
The Commission has picked and chosen amoang statutory authori-
ties partly because none of the laws seems ideally suited. The pro-
cedures mandated for specific remedies influence strongly, and
may sometimes distort, the agency’s choice. The statutory proce-
dures, moreover, often do not mirror accurately the processes by
which the Commission actually makes and implements decisions.

0L Tux ComMission’s Curonic Hazaros PROGRAM

This section describes generally the CPSC’s efforts to develop
criteria for regulating consumer products that pose cancer risks,
and it traces the agency’s attempts to establish a system for identi-
fying and evaluating substances that are candidates for regulation.
The discussion reveals that only in the past four years has the
Commission seriously begun to svaluate its role in controlling ex-
posurs to toxic chemicaly. Its current efforts reveal an agency still
unceartain about its mission, one that is attempting to move from a
posture of resction to external reports of hazards toward one of
responsihility for its own agenda.

AP00017085
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A. The 1978 Cancer Policy
1. Background and Content

Demands that the federal government develop a uniform “cancer
- policy” began to receive congressional and media attention during
1976 and 1976. Members of the CPSC, frustrated by their own ex-
perience with TRIS, used this interest as an opportunity for the
agency to develop its own cancer policy,'** The policy was to be a
statement of the scientific principles the Commission would use in
evaluating suspected carcinogens. When published in 1978, how-
ever, the CPSC policy went beyond & mere statement of scientific
principles; it also outlined a framawork for evaluation and forecast
the regulatory conseguences that would flow from different levels
of evidence of carcinogenici

The Commission publishad m policy in the Federal Register
without sllowing pricr opportunity for public comment, although
drafts had been in public circulation for several weeks. The pub-
lished document invited comment on the agency's acisntific princi«
ples, its framework for evaluation, and its suggested regulatory re-
sponses, but the agency also stated that the policy was effective
immediately on an “interim basis,” pend.ing consideration of
comments,'™

In this policy, the CPSC announced its intention to prevent
known carcinogens from heing added to consumer products inten-
tionally if such substances could be absorbed, inhaled, or ingested
by humans. Use of any carcinogenic substance would be phased
out unless “no reasonable substitute” were available and elimina-
tion of the substance would resuit in “unacceptable economic and
social costs.”'™ In the latter case, the agency would require that
use of the substance be reduced to the “lowest attainable level”
until a substitute could be identified.’* The Commission stated

1 Parmer CPSC Commissioner Barbars Franklin and former Commission Chairntan
John Byington were strong proponents of & government-wide cancer policy. Commissioner
R. David Pittle, wha urged greater CPSC involvernent in the regulation of chranic hazards,
wes instrumental in psrsuading the Commission to focus on the crestion of {ts own policy.
Qallagher Interviaw, supra nowr 22

W 43 Fed. Reg. 25,858 (1378).

¢ Hallgr Interview, supra nota 32. The decision to make the policy immcdiculy sffective
reportediy was resched on the eve of publication. Melnick interview, supro nots 85.

14 43 Ped. Reg. 28,8883, 25,659 (1978).

e d
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that it would consider a variety of factors, including the extent to

which products containing a carcinogen were used, and by whom; 1
the potency of the substance; the potential for human uptake; the
probable effect of regulation; the extent of human exposure to the
substance and the availability and adequacy of substitutes; the en-
vironmental impact; and the potantial economic and social effects
of regulation.’*

The CPSC's cancer policy described & system for categorizing in-
dividual substances based upon the weight of the evidence of their
carcinogenicity'® and forecast ths regulatory action that would be
likely to follow a substance’s classification in each category.’*® Spe-
cifically, the policy provided that, once questions about a sub-
stance’s carcinogenicity were raised, the CPSC staff would deter-
mine (1) whether the substance was present in products within the
agency’s jurisdiction, and (2) whether the agency should refrain : ‘
from action because another agency was dealing adequately with . ,
the potential hazard.’** A substance that survived this preliminary ) _
review would be classified into one of four categories.’** Category A { i
would consist of substances for which thers was “strong” or “com- <)
pelling” evidence of carcinogenicity.!** This category would auto-
matically include substances that the National Cancer Institute
had found to be animal or human carcinogens. Category A also
would cover substances that were determined to increase signifi-
cantly the incidence or reduce the onset time of benign or malig-
nant neoplasms in humans. or in soundly conducted experiments
on animals.'** Other “‘compelling evidence,” such as dramatic posi-
tive findings in & single animal study, could warrant a substance’s
clasgification in Category A.** The CPSC thus endorsed the prin-

Y e m e s 4 WYReme Sww b aan o

wr rd. at 25,881, 25,664. . .

ise This system tesambled the one subssquantly adopted by OSHA In its generic cancer -
policy, 20 C.P.R. § 1930 {1980}, and fcliowed by EPA in ita announced criteria for avaluse
tion of chamicsl careinogens, 49 C.F.R, § 61 (1979).

= In this respect, the CPSC policy was dissimiler to OSHA's

1% 43 Fed. Reg. 25,633, 25,681 (1978). -

n Id. st 25,663,

e Id_

e To support such a finding, animal data would have to consist of teat resuits in (1) two
spacies of animals, (2} one species of animal if replicated in a second experiment, or (3) one
apecisy of animsl if the resuit were supported by a hettery of sound short-term taats. fd. ;
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ciple, adopted by other agencies and sustained in the courts,’*
that a substance demonstrated to be capable of causing cancer in
animal tests should be assumed carcinogenic to humans.!'** Simi-
larly, the agency would regard positive human epidemiological evi-
dencs as a relisble indicator of carcinogenic risk, but it would view
negative findings with skepticlam.!* The CPSC stated that it
would act to ban or reduce to the lowest possible level the inten-

_tional addition of a Category A substance to any consumer
product.’**

Category B was to include substances for which evidence of car-
cinogenicity was “suggestive’”’ of a risk to humans.’* Such evidence
could consist of indicative animal or human data, positive results
in a single short-tarm test not yet confirmed in human or long-
term animal tests, or positive results in an animal study that were
not conclusive enough for Category A classification.®® Catsgory C
would include substances that wers membears of & chemical class
containing many known carcinogens, or for which limited experi-
mental evidencs of carcinogenicity existed.*** Category D would in-
clude substances that exhibited no evidencs of carcinogenicity.**
Substances initially classifisd in Category A, B, or C would be re-
classified into Category D if further evaluation did not indicate
carcinogenic potential.***

The policy announced that the CPSC would seek further testing
of aubstances placed into Categories B and C. The agency asserted

1 See Scientific Bases for Identiffcation of Potential Carcinogens and Estimation of
Risks, 44 Fod. Reg. 39,858 (1978) {hereinaftsr cited as IRLG Document). See also Environ.
mental Defense Fund, Inc. v. EPA, §10 F.2d 1292 (D.C. Cir. 1975); Environmental Defense
Fund, Ine. v. EPA, 488 F.2d 328 (D.C. Cir. 1973).

¢ The CPSC policy declarsd that, in svaluating the results of animsl tesia to determina
a substance’s possible carcinegenicity, the agency generally would follow the “General Crite-
ria for Assessing the Evidence for Carcinogenicity for Chemical Substances,” proposed by
the Subcommittes on Environmental Carcinogenesis of the Naticna] Cancer Advisory Board
for the National Cancer Institute. 58 J. Nav'y, Coaxecax INST. 481 (Feb. 1977), cited at 43 Fed,
Reg. 25,658, 25,662 (1878),

W 43 Fed. Reg. 25,658, 25,662 (1878).

1% Id. et 25,684-88.

W 1d. at 25,683,

e Id,

11 Id.

4 Id. at 23,665,

e 1d. at 25,883,
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that it could either** require manufacturers of products containing
the substances to corduct and report tests under section 27(e) of
CPS Act,*™ or request EPA to require such testing pursuant to its
authority under the Toxic Substances Control Act (TSCA).*** The
policy contemplatad interim regulatory action requiring warnings
and special labeling on consumer products containing Category B
or Category C substances, as well as mandatory recordkeeping on
production and distribution of such products.’*

The Commission declared that the evaluation, testing, and regu-
. lation of substances in all four categories would be geared to the
agency's overall priorities. Classification in Category A, for exam-
ple, usually would result in high priority. Apparent potency, extent
. of consumer exposurs, and potential for human uptake, however,
could lead the agency to allocats resources for the investigation of

a Category B or C substance ahead of a low-priority Category A
substance,*

2. Judicial Reversal

The first substance that the CPSC considered for provisional
categorization under its new policy was perchlorosthylene (PERC),
a chemical used in commercial and coin-operated dry cleaning es-
tablishments. The agency staff had been evaluating data on PERC
prior to issuance of the cancer policy, and the Commissioners had
given preliminary indications that they would ultimatsly classify
PERC in Category A.*** Concerned that the material would be in-
dicted publicly as a cause of cancer, Dow Chemical and the other
- principal manufacturers of PERC sued to enjoin the Commission
from taking any action to categorize suspected carcinogens under
its published policy.®** The manufacturers contended that the
Commission’s failure to provide prior notice and opportumity to
comment pursuant to the APA*! rendered the policy invalid.”*

see Id. at 25,665 & n.8.

= 15 U.8.C, §§ 2051.2082 (1978 & Supp. ITI 1973).

¢ Sy Tozie Substances Cantrol Act, 15 US.C. §§ 2801, 2808 {1976).
M 43 Fed. Reg. 25,638, 25,588 (1973).

™ See id. at 25,884,

=e Hellsr Interview, supra note 32.

1 Now Chem., USA v. CPSC, 459 F. Supp. 378 (W.D. La. 1978).

uty § US.C. § 552(b), {(c} (1076).

1 Dow Chem,, USA v. CPSC, 459 F, Supp. 378, 383 (W.D. La 1978).

- .

-
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The CPSC responded®* that its cancer policy was merely a “state-
ment of policy” and thus exempt from the informal rulemaking re-
quirements of the APA.B¢

In rejecting the Commission’s position, Judge Veron identified
several features that belied the agency’s description of the policy
and required compliance with the APA. First, the policy stated
clearly that its provisions, which resembled regulations, would be
followed in subsequent proceedings.™* The court expressed con-
cern that procsedings involving individual substances would focus
simply on whether the criteria set forth in the policy were met.
The court stressed the value of prior public comment, ohserving

. that many principles endorsed by the policy were still being de-

bated within the scientific community. It would be improper, in
the court’s view, to implement regulations that appeared to settle

" those uncertainties without airing the aiternatives that would be

raised in public comments. The court expreased concern that the
Commission’s attempt to categorize PERC pursuant to the policy
would cause immediate harm to the plaintiffs3'* Accordingly, it
declared that “the interim rules should have been announced only
after the informed reflection and genuine dialogue contemplated
by the APA,”* and entered a preliminary injunction ordering the
CPSC to refrain from classifying any substance under the policy.m®

In an effort to salvage its cancer policy, the CPSC published an

A T p’ie‘llmlnuy. v matter, the q;ncy‘cbntci:dpd “that the challenge to its ApoI: icy was

premature. The court rejscted this claim, Hinding the matlar ripe for review because the
manufacturers faced immediate economic hardship if PERC were publicly declaresd & cancer
hazard. The court stressed that the requlations had been issued in & formal fashion and
contained unequivecal language, indiceting that they represented a final dacision by the
agency. Id. at 385.87, Thus, whether the sgoecy had complied with the APA was & legal
question ripe for judicial detsymination. Jd. at 387.

n¢ I1d. at 390. The exceptions to the informal rulemakirg requirements of ths APA, in-
chuding the sxception for “general statements of palicy,” are set forth in 8 U.S.C. § 553(b)
(19786).

325 Dow Chem., USA v. CPSC, 438 F. Supp. 378, 383 (W.D. La, 1978},

=e Ii

nur 14, at 394 (footnote omitted).

e Jd. st 395. The court’s datannination that the plaintiffs were likely to prevall on the
muarits was crucial to its selsction of injunctive remedy. Jd. at 390. The court also found that
(1) plaintiffs would suffer irreparable injury if PERC provisionaily wers listed in Category
A; (2) because the policy had taken so long to develop, further delay would barm the Com-
mission less than the plaintiffs; and (3) the public interest called {or protecting the integrity
of the APA rulemaking procedurse. Id. at 394-98.

~ AP00017090



1302 Virginia Law Review [Vol. 87:1261

ostensibly clarifying notice in the Federal Registar.2* This notice
attempted to bulwark the agency’s contention that its classification
_scheme was merely a statement of policy and not a legialative rule,
i.e., that it was intended only to advise the agency staff and inform
the public of the Commissioners’ current approach toward carcino-
gens. The CPSC emphasized that the policy would not foreclose
evidence or argument on any issues raised by its attempts to regu-
late specific substances. It also stressed that the provisional classi-
fication of any chemical would be subject to notice and public
comment. Furthermore, the only action triggered by final classifi-
cation would be further testing or the commencement of regulatory
action that would itself be subject to the full procedural require-
ments presacribed by the CPS Act or the FHSA.»* The explanatory
notice also reopened the comment period on the Commission’s
cancer policy for an additional sixty days.*®
Based on this notice, the CPSC unsuccessfully sought reconsid-
eration of the district court’s injunction?*® Judge Veron declared
that because the agency’s clarifying statement did not modify the
original policy, the policy must continue to be interprsted as writ-
ten.®* He asserted that the clarification did not reapond to his
original conclusion that public rulemaking was sssential for such
policymaking.134
Rather than seek appellats review, the Commission withdrew the
policy.*** It offered two reasons for this retreat. First, a nonbinding
policy was not worth the effort of protracted litigation, particularly
because its publication was not essential to the agency’s ability to
regulate carcinogens.’*® Second, the IRLG planned to publish a
similar set of scientific principles for evaluating potential carcino-
gens; theae would be supported by the collective expertise of the
four agencies.?*?

”¢ 43 Fed. Reg. 60,438 (1978).

% Jd. at 60437,

me Jd. at 80,438,

™ Dow Chem, USA v. CPSC, 484 P. Supp. 904 (W.D. La. 1979),

e Jd. at 508.

24 74, at 909-10.

M 44 Fed. Reg. 22,821 (1979).

w74, at 23,822,

T 7d. The four contributing sgenciss wers the CPSC, EPA, FDA, and OSEA. Also, the
Food Safety end Quality Service of the Department of Agriculture had joined the IRLG
shortly bafors the CPSC withdrew its policy. Id,

L]
-
e
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Judge Veron’s ruling is questionabls on two grounds. First, its
reasoning does not respond adequately to the Commission's legal
position. The APA exempts agency “statements of policy’’ from in-
formal rulemaking requirements. Although the court cited several
decisions supporting & nonliteral reading of the APA’s exception,***
it did not explain why such a reading was appropriate in this case.
The CPSC’s published policy neither foreclosed the contest of any
scientific or economie issue in proceedings to establish safety stan-
dards, nor banned any product or substance—including PERC.

Furthermore, the court’s ruling induced the CPSC to submerge
rather than clarify its policy concerning carcinogens. Although the
agency out of prudence will avoid formal categorization, the deci-
sion left it free to follow the same criteria in regulating individual
substances and to dispense with the opportunity, promised in its
published policy, for public comment on the staff’s preliminary
assesaments,

The district court’s primary concern appeared to be the adverse
publicity that manufacturers of PERC might suffer if the Coramis-
sion were to classify preliminarily the chemical in Category A. The
decision solved that probism by forbidding the agency from taking
any action against the chemical until its procedural mistake had
been corrected. The injury caused by such an announcement, how-
ever, probably would carry less stigma than would accompany pub-

Hecation of a proposed ban under section 8 of the CPS Act, which
-..-would be the CPSC’s next logical step if it decided to regulate

PERC. Furthermore, the Commission’s provisional classification
system would have provided an additional opportunity to vindicate
the chemical, one that is not afforded by section 8 itself.***

See IRLG Document, supre note 195. Although it did not purport to be a proposed rule
or otherwise have decisional weight in individual substance-specific regulatory proceedings,
the IRLG agsncies invited public comment on their statement of principles. See T. Mc-
Garity, The Occupational Safety and Heslth Administration's Gensric Carcinogan Policy:
Rulemaking Under Scientifie and Legal Uncertainty 10 (unpublished paper on file with the
Virginia Law Revisw Associstion).

* These cases included Continental Air Lines, Inc. v. CAB, 522 F.2d 107 (D.C. Cir.
1974), rehearing en banc, §22 F.2d 122 (1978); Pickus v. United States Board of Parcle, 507
F.2d 1107 (D.C. Cir. 1974); Pacific Gas & Elee. Co. v. FPC, 508 F.2d 33 (D.C. Cir. 1974);
Taxaco, Inc. v. FPC, 412 F.2d 740 (3d Cir. 1989); St. Francis Memorial Hosp. v. Weinberger,
413 F. Supp. 323 (N.D. Cel. 1975).

»e Although PERC remains on the government’s agenda us @ candidate for regulation, no
formal action has been initiated to ban ov limit itz use.

AP00017092
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This is not to suggest that the CPSC was sure-footed in publish-
ing the. policy without prior public comment. It would have heen
prudent for the agency to have invited comment on a proposal
before issuing its policy in final form.?* Alternatively, the agency
might have been successful in snnouncing its scientific criteria
without prior comment had it given the “policy” a less formal ap-
pearance.*® Nonstheless, one can understand why the agency
thought its approach appropriate. The published principles were to
be treatsd simply as guidelines. The Commission staff needed
some criteria for evaluating chemicals that might pose a risk of
cancer. Postponing evaluation of, or action on, any chemicals until
a final policy could be promulgatsd seemead unnecessary.

B. Determinants of the CPSC’s Agenda

The projecta to which the CPSC devotes resources generally are
identified through one of two procedures: (a)-the public petition
process, and (b) staff identification and evaluation of product
hazards that merit the agency’'s attention,

. 1. The Petition Process

The CPS Act authorizes interested persons to petition the CPSC
to initiate proceedings to establish a consumer product safety rule

e Such an approach would have been indispensible if the agency had deeired to make

< the scinifle pzfndplu bmdiu in wbuqmn'."proendlap. s same Commlonu'l report- .

odly urgeds ..

s The CFSC mur pcl&ybmm.tmbhnabﬂnﬂ?hmnmumont.dhm«l
at note 188 supra, with two differences. First, EPA promised explicitly to svaluate the costs
of regulation once a substance was classifled &3 a presumptive cancer riske The CPSC has
nvoided such a commitment. Perhape tmorw important,. EPA conscicusly refrained from giv-
fng its policy the appearance of & regulstion. No C.F.R. section numbers eppesred in the
document and much of the supporting narrative appsered in amaller, appendix-style type.

To adopt & substantive rule; an agency must follow the procedures prescribed by section
583 of the APA, which requires publication of a “‘general notice of proposed rulamaking”
" and “an opportunity [for those affectad) to participate i the rulemaking.” § U.S.C. § 553
(b), {c} (1976), Although general statements of policy are excepted from this procedure,
courts have construed this exception narrowly: “The basic policy of Section [533] at least
requires that when 2 proposed regulation of generat applicability has a substantial impact
on the regulsted industry . .. notice and opportunity for comment should firsé be pro-
vided.™ Pharmacsutical Mfrs. Assoc. v. Finch, 307 F. Supp. 858, 883 (D. Del 1970). EPA’s
description of the criteris it intsnded to follow in svaluating potential carcinogens, howevaer,
was never challenged for failure to comply with the APA, perhape because tha document did
not convey the impression that these criteria were not open to disputs in specific cases

~ AP00017093
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(standard or ban) and mandates & response by the agency within
120 days.*** This process has influenced the CPSC’s general
agenda, and most of the agency’s actions against carcinogens have
followed the filing of petitions by public interest groups.**
Cogmizant of ths 120-day statutory time limit for response, '™ the
CPSC accords petitions priority over projects identified through
intarnal svaluation.®*® So long as the statute or the agency’s view of
its requirements remains unchanged, the petition process will con-
tinue to play a major role in determining which substances the
Commission selects for regulatory action. Members of the Commis-
sion have always disagreed on whether the agency could legiti-
mately decline to act on a petition on the ground that the agency’s
resources were already fully committed to other projects, soma of
which might have been stimulated by petitions.*** The view that
such refusal is proper seems convincing, but it has not been tested
in court. In 1976, the Subcommitise on Oversight and Investiga-
tion of the House Committee on Interstats and Foreign Commerce
issued a report indicating that the Commission could and often
should refuse to act on public petitions.’** The legality of such a
refusal might depend on the Commission’s adherence to a rational
priority-setting system. For example, candidate chemicals could be
selected for regulation based upon such criteria as degree of toxic-
ity, prevalence of use, or level of potential exposure. Using such a
system, the Commission could develop an agenda that is less vul-
nerzhle to outside pressures and that concentrates resources on
substances that pose the greatest risk. :
. * Such an approach, howsver; has limitations. Tha CPSC has es-
tablished a system for determining which chemicals should receive
attention, but this internal review process has not yet produced
candidates for regulatory action.?*® Evaluation has been hampered

s 15 US.C. § 2055(a), (d) (1976).

s Jts actions against vinyi chioride, chlorofltiorocarbons, TRIS, benzens, patching com-
pounds and smberizing matarials containing respfrable ssbestos, and hand-held hairdryers
eontaining asbestos all followad the filing of petitions by public interest groups.

e Sex 18 U.S.C. § 2059(d) (1978},

= One sgency official remarked that petitions “go to tha top of the pile.” Preuns Inter.
view, supru nats 32.

™ Decision of the CPSC Ragarding Agency Prioritiss for 1980, Dissenting Opinion of
Commissioner Stuart M. Statler, Dec. 20, 1979, at 5 [hersinefter cited as CPSC Priorities).

** Moss RrrorT, suprs note 91, at 193, 242,

% Asbestos has been a long-standing CPSC concern, and the Commission’s 1980 Advancs

AP00017094
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both by ignorance about product composition and by the difficulty 1
of determining lavels of human exposuze to chemicals in many con- ’
. sumer products. Furthermore, staffing the review process requires
scarce human snd monetary resouzces. {
Prudential considerations may also dictate departures from a
formal priority systam. The CPSC desires flexibility in responding
to two sources of unanticipated problems.*® First, some petitions
are likely to be the product of new sclentific evidence that shouid
place a chemical high on the Commission’s agenda. Second, the )
agency may value the ability to respond to demands for action |
against hazards that have a high profile. Still, it will always be dif-
ficult to kmow how much such a response reflects concern about
public relations and how much it represents a desire to meet more :
serious hazards,

2. Internal Review of Candidates for Regulation

The CPSC's internal “systam™ for evalusting chemicals that !
might be candidates for regulation was carried out initially through
the project management system.** The Program Manager for '.’
Chronic Hazards in sffect served as the “team leader” of a group '
of professionals, drawn primarily from the Office of Health Sci- i ]
ences and the Dirsctorate for Hazard Identification. Now under
the direction of the new Directorate for Health Sciences, the group
is responsible for identifying and preliminarily evaluating potential ;

- chronie hazards, The group prepares briefing packages on chemi- {
s cals identified as deserving high priority; thess packages outline ‘
" criteria to assist the Commissioners in deciding whether to seek .
more data, initiate regulation, or defer action. A chemical selected !
for regulation is dealt with through the usual team or project :
system. ]
In its initial efforts to identify possible chronic hazards in con- .
sumer products, the review group concentrated on existing lists of .-

Notice of Proposed Rulemaking reflects its own initiative, but this action was not precipl-
tatad by any systematie study of chronic hazards in consumer products.

83 The CPSC is taking this approach with its cuzrent budget and operating plan. This is
based on the tecessary assumption that the agency’s effarta to rank regulatory targets an an i
internal agenda will withatand chellenges from nonpriority petitionars who demand action, ;
pursuant to the statute, regardless of the Commission's budgetary reserves or priorities. i

3¢ The CPSC had no intsrmal “system™ foe identifying and svaiuating chemicsls that .
might be candidates for regulatory action untl} 1974, Preuss Interview, supra note 32

_— APO0017095




. e

1981) Cancer Risks 1307

chemicals identified as potential human carcinogens.®' The review
group then attempted to answer & series of questions about each of
the chemicals on these overlapping lists, including: (1) Has the
substance been shown to be carcinogenic in humans, or in animals
as g result of well-designed studies?%® (2) Is the substance present
in consumer products? (3) Are products in which the substance is
- used subject to CPSC jurisdiction? (4) What is the extent of
human exposure to the substance in such products? In answering

the first of these questions, the staff has relied heavily on the find- °

ings of other bodies, including other regulatory agencies.** In an-
swering the other questions, the staff has relied primarily on ex-
isting information. The CPSC has not conducted, or contracted
with others to conduct, additional testing of any chemical, nor has
it authorized major new investigations of product formulations or
assessments of likely human exposure. Such inquiries apparently
await an initial detsrmination by the Commissioners that a sub-
stance warrants regulation or further study. Until recently, the re-

view group has not performed quantitative risk assessments in -

identifying chemicals as potential targets for regulation ¢
In 1980, the Commission accepted an outside proposal to

 broaden the approach of its chronic hazards review group.™* It

% Thess included the approximately 20 chemicals characterized by the International
Agency for Ressarch on Cancer as human or animal carcinogans; the mor# than 100 chemi.

‘the Intsragency Testing Committes; and the several chamicals being regulatad by tha other
agsncies who are members of the IRLG. There are sufficient external sources of candidates
for evaluation that the Commission staff should not need to identify new targsts of its own.

M The sxtent to which the Commiasion staff has undertaken to resch sn independent
judgment on this threshold issue is unclear, Given the agency’s lack of sxpertisa in this ares,
tha staff should rely primarily on other hodiss for this judgment. The Commission’s ap-
proach to tha evalustion of formeldehydes carcinogenicity is s healthy algn that it appreci-
atea its Hmitations.

9 See Hutt Comments, supra note 155, For example, the sgency relied on data provided
to QSHA in banning vinyl chloride, on the National Acsdery of Sciences and the Inter.
agency Task Force on Inadvertant Modification of the Stratosphere for evidence of the risk
of chlorofiuorocarbons, and on information airsedy accepted by the othar three IRLG agen-
cies to regulate ashestos in patching and emberizing compounds. In the case of hand-held
hairdryers, the CPSC did arrangs {or its own tasting to determing the extent asbestos was
available for human uptake, but it rslied on the common body of informiation to find that
asbestos posed a heslth risk.

%« Preuss Intarview, supre note 32.

s 14,

cals on; “Witich-the National Cancer Inatituts bas ) compisted bioassays, with specific uttention -

- = .-..—J»"-'- -

=740 those with Positive results in the studies; the chemicals nominatsd for testing priority by °
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granted in principle an Environmantal Defense Fund (EDF) peti-
tion recommending that the agency identify products whase use
entails exposures of a kind that could present serious health

‘hazards if the products released carcinogenic materials.** One cur-

rent agency project, suggested by EDF, involves evaluation of room
deodorizers to identify their constituents, determine their potential
carcinogenicity and teratogenicity, and varify the premise for their
selection to be regulated, namely, that room deodorizers are a sig-
nificant source of inhaled matarials.®* The staff contemplates that
the Commission may issue special orders under section 27(b) of the
CPS Act requiring major manufacturers to reveal the composition
of their products and to submit currently available data on
toxicity.

The agency has found this internal review process difficult to
manage. Ons impediment to a systematic review function has been
the agency's “matrix’ organization, which stresses flexibility at the
expense of continuity. This structure does not lend itself readily to
the formation of a staff-level group with continuing responsibility
for reviewing substances that may never become regulatory
projects. The absence of a fixed timetable governing review of, and
actions on, substances identified by the review group also has
impeded ths CPSC's efforts to formulate its own regulatory
agenda.®*** Although several chemicals have been identified prelimi-
narily as candidates for potential regulation, the Commission has
initiated action against only one.** Furthermore, before the recent

-~ changes in the Commission’s orgdnization, the ill-defined arrange-
" ments hetween the Office of Hesith Sciences and the OPM Chron-

e Id

» Heller Interview, supra vote 32 The Commission also hes watablishad s projeat to
evaluata serosviized products that contain hydrocarbon propellsuts. Id. This project, too,
reflects & preliminary judgxnent that consumers sre exposed to hydrocarbon propellants Ia
increasing quantities and may suffer wericus sdverss Mealth effects I thess matariais are
chronically toxie. Both projects contemplute that the Commizsion may issue special orders
under § 27(b) of the CPS Act requiring major manufactursrs to reveal the composition of
their products and to submit data oa toxicity.

e Thig flexibility is in contrast to the 120.day statutory deadline for answering public
patitions demanding agency action under § 8 of the CPS Act. 15 U.S.C. § 2039(d) (1978).

% This excaption is ures formaldehyde foarn inyulation, whick the sgency has proposed
to ban. 48 Fed, Reg. 11,183 {1981) (to be codiffed in 18 C.F.R. § 1308). Ses notes 508-32
infra and accompanying texe. Amonyg the wubstances still under review are a large number of
dyes and ashestos, which stiil appears in many consumer products. {1381} 5 Chese. Rza.
Rer. (BNA) 129.

AP00017097
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ic Hazards Program left unclear which component had responsibil-
ity for determining the priarities for work on specific chemicals
and scheduling that work’s completion.

C. Internclly Generated Regulatory Actions

To date, the CPSC has not regulated a carcinogen identified

through its internal review of chemicals or product exposures.** In '
fact, sven hefore recent cutbacks in its budget,** the Commission v
may have lacked the capability to mount 2 major program to regu- ‘
late toxic chemicals. Its relatively modest resources*® have always ;
had to be spread across @ wide range of consumer product hazards. ’
The agency has never possessed the scientific staff or facilities to )
undertake substantial testing on its own, and unlike EPA and
FDA, it has no licensing programs that routinely generate test data
from the private sector.’*® Furthermore, the CPSC's authority to
mandate product safety testing remains unconfirmed.*** Finally,
the Commission’s preoccupation with public petitions has forced it
to neglect other regulatory priorities.»*®

Despite these difficulties, the CPSC has several chronic hazards
projects on its agenda that were identified through the petition
process or staff recoromendations. The CPSC has published an ad-
vance notice of proposed rulemaking addressing the use of asbestos

_in consumer products.®*® It contemplates a series of actions pursu-

- - ... ant to this notice, including the issuance of spécial orders under " o ;

=+ The agency’s lll-fated avaluation of PERC under its 1978 cancer policy, see notas 209.
81 supra and sccompanying text, wase it first such sttempt. The Commission’s propoas! to
ban urea formaldehyde foam losulation is it only other initistive against a chemicat that
has not been regulated by another agency. See notes 518-19 infrs and accompanying text.

¥ See note 28 suprs.

s The CPSC budget is minuacule in comperison with thoss of other agencies responsible
for regulating health hazards. EPA's proposed budget for flscal year 1882 is $1.23 billion;
FDA's proposad budget totals $338 million, By contrast, the Office of Management and
Budget has recommended a $33 million budget for the CPSC, which itself iz a concession,
for the Reagan administration has announced its deaire to abolish the Commission s a
separats agency and marge its functions into the Department of Commaerce. Becsuss the
CPSC budgst has always been imall, the cuts demanded by the Rsagan administration may
be felt mora sharply than thoss inflicted upon its sister agencies. {1981] 4 Cxxm. Rz, Rxe.
(BNA) 1877-30, 1621

M See note 838 infra and accompanying text.

=4 See notes 135-38 supra and sccompanying taxt.

s Set notes 54348 infre and accompenying taxt.

"t 44 Pedofige. 60,057 (1990). i
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section 27(b){1) to obtain formulation and safety data;*s* this may
lead ultimately to the banning of some uses or products. The

- agency has proposed to ban urea formaldehyde as a component of

foam insulation.!*® It continues to regard PERC as a candidate for
regulation.®® Its staff has been considering recommended regula-
tory actions on n-Hexane, a substitute for benzene in adhesives,
and on benzidine dyes,'* both of which are the subjects of public
petitions. Other projects on the Commission’s agenda include hy-
drocarbon propellants and solvents. Given the CPSC’s continued
intersst in chronic hazards regulation, it is appropriats to evaluate
its past performance in greater detail.

IV. CPSC ReGULATORY ACTIONS AGAMNST CARCINOGENS

The administzative proceedings examined in this section consti-
tute virtually all of the CPSC's attempts to regulate substances
that pose a risk of human cancer.?*! This survey highlights recur-
rent issues in the agency’s decisionmaking and compares its ap-
proaches to different substances.

Certain common threads run through all of tha regulatory ac-
tions discussed in this section. Each administrative action was un-
dertaken following, although not necessarily as a result of, the sub-

. mission of petitions by public interest groups. With the exception
- of TRIS, eacki substance that the CPSC attempted to regulate had
. already beerr regulated by at least one other agency; as a result, in

no case was the underlying issue of carcinogenicity seriously dis-
puted. The central questions for the CPSC revolved around the
issue of human exposure. Manufacturers of the products targeted
for regulation usually acquiesced in the agency’s insistence that use
of the subject material be halted; where litigation ensued, it cen-
tered on the disposition of products already in commerce. The
CPSC’s actions display no systematic approach toward balancing

risks and benefits, nor do they reveal a clear view about the impor-

uv 1d, at 60,088

14 48 Fod. Reg. 11,188 (1981).

e Hellor Intervisw, supra note 32

3¢ Ser 44 Fed. Reg. 78,3387, 76,388 (1979). )

. The agency also devotes ressurces to the svaluation of other chronic hazards and to
joint activities with othar regulatory agancise.

AP00017099
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tance of economic effects in decisionmaking under the CPS Act or
the FHSA.

A. Aercsolized Vinyl Chloride

Vinyl chloride was the first carcinogen that the CPSC attemptad
to regulate. The Commission joined & multi-agency response to pe-
titions filed by the Health Ressarch Group (HRG) before the
CPSC, FDA, and EPA requesting that esach agency ban the use of
the chemical in products within its jurisdiction.** The HRG peti-
tions relied on recently reported findings**® of a rare form of liver
cancer, angiosarcoma, in workers exposed to vinyl chioride. The
CPSC was the last of the three agencies to respond.*™

On May 8, 1974, the CPSC announced its preliminary determi-
nation that consumer products containing vinyl chloride created a
“substantial product hazard” under the CPS Act, and it ordered
the manufacturers of ccnsumer products suspacted of containing
vinyl chloride to submit formulation information.** Two weeks
later, the Commission proposed to declare housshold products con-
taining vinyl chloride “banned hazardous substances” under sec-
tion 2(q)(1)(B) of the FHSA.** Jts proposal cited data from both
human experience and animal studies reported previously to
OSHA,*™" and relied on actions of sister agencies.’® It reported
that OSHA had published an Emergency Temporary Standard for

= -

» The FDA proposal sppears at 39 Fed. Reg. 14,216 (1974), EPA’s smergency order sus-

pending registrations for pesticide spray products containing vinyl chloride at 39 Fed. Reg.
14,758 (1974), and the CPSC’s initial notice at 39 Fed. Reg. 18,115 (1974).

6 Most of the atudies cited in the CPSC notice were animal axperimenta, aithough epi-
demiological data from B.F, Goodrich smployess axposed to vinyl chloride provided con-
vincing support for the extrapolation to humans. The major laboratory siperiment ralied
upon was parformed by Dz, Cesare Maltoni, of the Instituto di Oncologis, Bologns, Italy. It
indicated sarcinogenesis in laboratory animsls sxposed o vinyl chiorids concentrations as
low as 250 parts per million {(ppm). 39 Fed. Reg. 18,115 (1974).

"+ The agencies proposed sctions in the following sequence: OSHA on April 5, 1074; FDA
om April 22, 1974; EPA o April 26, 1974; and the CPSC on May 28, 1974,

5 39 Fed. Reg. 18,511 (1974).

s 39 Fed. Reg. 18,115 (1974).

™t This data came from two sources: {1) reports of an increased incidence of liver cancer
among occupationally expossd workers at B.F. Goodrick, Union Carbide, and Goadyear {rc-
torise, and (2) studies conducted on three rodent species by Dr. Cessre Maitonl, @ well-
known Italian toxicologist, which demonstrated that vinyl chioride could induce liver
tumors at concsantrations as low as 230 ppm. Jd.

o See id. wt 18,118,

AP00017100




1312 Virginia Law Reuview {Vol. 87:1261

vinyl chloride, setting an occupational exposure limit of 50 ppm in
air2** The Commission noted that OSHA bad later proposed a per-
manent exposure standard of no detectable level,*® and that the
FDA had proposed to forbid the use of vinyl chloride as an ingredi-
ent {n aerosolized drug and cosmetic products.*”* EPA had pub-
lished an amergency order suspending the registrations of pesticide

" products that contained vinyl chloride as a propeliant and an-

nounced its intent to cancsl the registrations of such products.™*
The EPA proposal received special attention because it reported
the preliminary results of a new experiment that observed angi-
osarcoma in mice that had been exposed to vinyl chloride concen-
trations as low aa 50 ppm. According to the Commission, EPA had
calculated that under “reasonable conditions of use of seif-pres-
surized products” the level of human exposure to vinyl chioride
might be as high as 400 ppm.**™®

The Commission’s rationale for banning vinyl chloride appeared
in a single paragraph:

Ample svidence in the form of scientifie studies and chemical re-
ports is available to establish the carcinogenicity of vinyl chloride
monomer by inhslation and to demonstrate that human exposure
to vinyl chioride monomer can result in angiosarcoma of the liver,
a kighly malignant, irreversible nsoplasm. Becausa no safe lavel of
human sxposure to vinyl chloride monomer has been sstablished,
the Commission finds that adequats cautionary labeling cannot be

writtan under the Federal Hazardous Substances Act for self-pres- -

1

surized household products’ containing viny! chioride monomer.
The formulation of proper labeling under that act requires consid-
sration of the possibility of latent injury from oversxposure to a
single doss, from frequent exposurs to small doses, and infrequent
exposurs to small doses, The Comnission has determined that the
degree and nature of the hazard presented by the use of self-prea.
surized household products containing vinyl chloride monomer is
such that the public health and safsty can be adequately served
only by keeping thoss products out of channels of interstats come-
merce, and takes this action to classify all such products as banned
hazardous substances without regard to the date on which those

* See 39 Fed. Reg. 12,342 (1974).
' See 38 Ped. Reg. 16,896 (1974).
! See 39 Fed. Reg. 14,218 (1974).
1 See 39 Fod. Reg. 14,733 (1974).
¥ 39 Fed. Reg. 18,115, 18,116 (1974).

-

AP00017101




1981) Cancer Risks ) 1318

products were introduced into interstates commerce . , . %

The Commission thus concluded that inhalation of vinyl chloride
could be hazardous. The agency found “that any use of a self-pres-
surized product exposes the consumer to inhalation of some of its
contents,” and therefore it determined that “precautionary label-
ing would be insufficient to protect the public health.”*™ Accord-
ingly, it proposed to ban vinyl chioride from all self-pressurized
products in interstats commerce.?™ This would have required man-
ufacturers to repurchase such products from consumers.®™?

By the time the CPSC published its proposed ban,*™ the vast
majority of manufactursrs of household products had ceased using -
viny] chloride as an ingredient or propellant. Thuas, the Commis-
sion’s proposal focused on thoss completed products that had not
yet been sold or cansumed. The few comments recaived--twe from
manufacturers and one from a trade association—did not oppose
the agency’s ultimate objective.’*® Rather, they urged that the ban
apply only to products introduced into interstate commerce after
its effective date. This modification would have relieved manufac-
turers of any obligation under section 15 of the FHSA to repur-
chase products eiready in commercial distribution or in consumer
hands,**

The Commission rejected these suggestions to make the ban only
prospective.® It reiterated EPA’s finding that vinyl chloride may

... _.. be present in the air in concentrations as high as 400 ppm after use
© - of self-pressurized containnu. ahd it observed that liver tumors
had been induced in mice after exposure to concentrations as low

as 250 ppm.*** Furthermore, since publication of the CPSC propo-

sal, OSHA bad received information that liver tumors had been
obssrved in rats exposed to vinyl chloride monomer at 50 ppm.

The Commission cited OSHA’s computation that the incidence of

we 39 Fod. Reg. 30,112, 30,113-14 {1974).

¢ 32 Fed. Reg. 18,115, 18,118 {1574).

Lol 7 8

7 See notes 173-79 supra and secompanying text.

¢ See 39 Fod. Reg. 30,112, 30,112 (1974).

s Additions! commants on the proposal wire received from two consumer groups and
. four individuals. These generaily favored the proposed ban. 14, at 30,112-13.

e fd

e Id. at 30,118-14.

e [d, at 36,113,

— AP00017102
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angiosarcoma among workers exposed at the workplace to vinyl
chloride was approximately 1 per 1,000, compared with a rate of
approximately 1 par 10,000,000 in the unexposed population.as It
observed that neither the manufacturer nor the trade association
commenting on the proposal had submitted information that
would permit establishment of a safe level of exposurs to vinyl
chloride. The Commission therefore concluded that the risk posed
by products already in commerce was not speculative or minimal,
and it refused to make its ban prospective only.*¢ “[Tjhe potential
hazard of exposurs to vinyl chioride monomer from self-pres-
surized products used in households is sufficiently serious and im-
mediats to warrant repurchase under provisions of section 15
« « « <% The Commission also disputed comments suggesting that
the repurchase provisions of section 15 were designed to assure re-
imbursement of consumers and to provide a means for retailers
and distributors to recover ecopomic losses rather than to effect
the recall of hazardous products.’*®

The Commission’s “final order” provided that persons adversely
affected by the ban could submit objections and request a format
evidentiary hearing.?*’ Reciting current FDA regulations,®® the
agency noted that “[i]f a hearing is requested, the objections must
state the issues for the hearing. A hearing will be granted if the
objections are supported by grounds legally sufficient to justify the
relief sought."* Apart from this language, the agency did not sug-
- .gest that facially adequate objections would be scrutinized to de-
termine whether they justified a hearing.

The CPSC raceived only four requests for hearings on its ban of
vinyl chloride,**® all asserting that the repurchass requirement
would work “financial hardship” upon them.™ It concluded that

e Id.

faall¥ (- A

e rd,

baad¥ (-

= Thia is mandated by § 701(s) of the FD&C Act. 21 U.S.C. § 371(e) (1978).

2 38 Fed. Reg. 30,112, 30,114 (1974). The Commission inherited the FDA's regulations
implementing the procadural requirsmants of the FHSA when it was given authority to
administer that statutse in 1972,

e Jd

*= 39 Fed. Reg. 36,576, 36,377 (1974).

™ The parties submitting objections will not be affected by the ban, and did not object

to it, insofar ss it prohibits the future sale of self-pressyrized household products

AP0O0O017103
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none of the following principal objections justified a hearing:

(1) The Commission characterized the ¢laim that its action rep-
resented an abuse of discration as “‘a legal question which cannot
be resolved in an evidentiary hearing.”*

(2) It characterized the claim that it should have acted. under the
CPS Act as a legal objection. Furthermors, the agency stressed
that it could not conscientiously find, as section 30(d) of the CPS
Act then required, that the hazard of vinyl chloride could not be
eliminated or reduced sufficiently under the FHSA. ™

{3) The agency at once avoided and disputed the objectors’ claim
that it had failed to consider economic hardships:

Although the Commission is not required by the Faderal Hazard-
ous Substances Act to consider the economic consequences of its
actions, as a matter of policy the Commission has weighed eco-
nomic factors in declding upon courses of action. Such was the case
with the vinyl chloride ban, for the Comminsion had before it and
did consider the economic repercussions of its order. Since the ob-
jection is predicated upon an incorrect statutory interpretation

. and since the contention is factually incorrect on its face, the
‘Commission considersd the objection frivolous and legally insuffi-
clent to warrant a section 701(e) hearing*

(4) The agency rejected the claim that it had failed to make
available the scientific data on which it relied.?™

(5) The Commission insisted that it had found specifi cally that

cautiopary labeling would be inadequate to avert the hazard of
vinyl chloride, and it asserted that an objection that this finding
lacked substantial evidence was, “without more, insufficient to re-
quire a section 701(e) hearing.”*

The Commission concluded with the following paragraphs, which
clearly contributed to the subsequent judicial reversal of its deci-
sion that no hearing was required:

-

containing vinyl chloride monomer. The objections foctsed en the fact that the ban
applise to products alresdy in the hands of consumers and suppliers and requires that
such products be repurchased by the manufacturer. The objectors claim that the re-
purchase requiremment will work financial hardship upon them.
Id

Laadll (- %

= Id.

s Id.

haallV {* 8

s Id.

Fimrmem o e
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All of the statements filed regarding the order raise objections ;
dealing with the facts upon which the order is based. The Commis- i
sion has carefully examinsd the objections and finds that none of
them disputes the truth of the data relied upon by the Commis.
sion. The vast majority of these objections merely say that the
Commission’s dats are not encugh, that more is needed to support
the Commission’s action or that the data do not apply to the prod-
ucts being banned. The section 701(e) hearing was not placed in
the statute so that parties regulatad by agency action can require
the agency to present evidence, more evidence, and still rore evi-
dence until the affected parties are fInally satisfisd that encugh
evidence has been presented. Whether the Commission’s conclu-
sions are reasonable cannot be resolved by an evidentiary hearing, .
The hearing is directed to receiving factual evidence and expert !
opinion testimony, not arguments regarding conclusions drawn
from the evidence.

The objections are practically void of any references to, or offers
to preaent, factual information which the ‘Commission helisves
would lead to s conclusion contrary to that reached by it. Such
information as has been referred to, sven if trus, is not legally suf-
ficient to invalidate the ban order.

Whether the Commisgion’s conclusion that this and other infor-
mation before it necessitated the ban order was a reasonabls con-
clusion is not & matter which can be resclved by an evidentiary
hearing. The facts on which the ban order are based can be dis-
puted, or other facts necessitating a contrary decision can be
presented in an evidentiary hearing, but an evidentiary hearing for

e g v b tnwm s Ay am

I " " In the present instance the Commission is concerned with pro-
tacting the public from a hazard which is highly severe. Angi-
osarcoma of the liver is a highly malignant, lethal neoplaam, To
delay the effactiveness of the ban and leave products which bave
Enown dangers in the hands of dealers and consumers while an evi-
dentiary hearing is being conducted to test the reasonableness of i
the Commission’s decision on the basis of the information it had
befora it can serve 1o valid purposs and would be a mockery of the
Commission's congressianal mandate to protect the public from
hazardous substances.’*’

The frustrated objectors, motivated primarily by the require-

™ Id. at 38,577-78. ;
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ment to repurchase all outstanding products containing vinyl chlo-
ride, challenged the CPSC’s “final order” review in the United
States Court of Appeals for the Ninth Circuit.® The court held
that the Commission had acted unlawfully in refusing to conduct
the evidentiary hearing required by saction 701(e) of the FD&C
Act.*** The objectors had filed timely objections that took issue
with certain scientific studies the CPSC had relied upon to support
its ruling. They also had sought a hearing to explore the potential
health effocts of the expected exposure levels of vinyl chloride in
“household products, which were expected to bs much lower than
those encountersd by exposed industrial workers who developad
liver cancer. The court concluded:

Our examination of the legislative history of section [701(s)] con-
vinces us that the Commission's regulations and procedures, inso-
far as they allow the Comumission to deny a hearing when the ob-
jections adduced in good faith raise matarial issues that ars not
frivolous or inconsequential, are contrary to the statutory scheme
established by Congress.

We hold that section {701(s)] leaves the agency no discretion to

Tule on the quality and validity of the objections prior te the for-

" mal hearing, so long as they ars made In good faith and draw In

question in a material way the underpinnings of the regulation at

issue. It is inconsistant with the statutory scheme to require the
objecting party to ailege anything mors.*

The Ninth Circuit’s decision returned the issue of vinyl chloride

regulation to the CPSC, aithough use of the chemical in consumer
products had long since ceased. Thus, the court’s ruling meant
only that the agency could not assure the recall of products already

ms Pyctrs Indus., Inc. v. CPSC, 558 F.2d 677, 678 (6th Cir, 1977).

e Jd at 634,

¢ 1d. The court stated further:
This iz not & cass where the objections simply raise legal challenges to well-settled
principles of law. Pactra's objections raise matarial issues that should not be dispellad
at the outset without a hearing. The objections are neither frivolous nor inconsequen-
tisl, and by raising the issus whether the products are hazardeus within the statutory
dafinition and whather the protection of the publie could be served ss well by mea:s
other than by clamifying the products as banned harardoue substances, the company
has sxprassed legitimate doubts as to the factusl and legal premises of the Commis-
alon's order.

Id.
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introduced in interstate commerce at the time of its original
decision.

In early 1978, the CPSC concluded this episods by publishing a
new “final” regulation declaring vinyl chloride & banned hazardous
substance when used in self-pressurized household products.:»
The purpose of this action was simply to prevent future use of
vinyl chloride in housshold products,’** and the Commission’s rea-
sons paralleled those set forth in its original ban.**® The agency
made no attempt to correlats the human exposure to vinyl chloride
resulting from the use of housshold products with the exposures of
workers or test animals, It marely recitad that “no safs level of
human exposure to vinyl chioride monomer has heen established

et | 3 -~

The Commission’s 1978 “final order,” like its predecessor, in.
vited persons adversely affected to submit objections and requests
for a formal evidentiary hearing.*** None were filed, and thus the
renewed ban hecame effactive.

B. Chlorofiuoracarbon Propellants

In 1877, the CPSC contemplated banning, and ultimately pro-
posed to requirs warning labels on, products containing
chlorofluorocarbon propellants.**® The snnounced basis for the
propasal was that the propellants increased the risk of human skin
cancer by depleting atmospheric ozone.*” Thus, unlike other car-
cinogsns the CPSC has attempted to regulate, chlorofluorocarbona
do not directly damage the DNA of wilnerabls cells; rather, they
increase the risk of human cancer, if at all, indirectly, by increas-

#t 43 Fod. Rey. 12,308 (1978).
s[4,

#¢ The agency teiteratad its conclusions that vinyl chloride had been shown capabls of
causing llver cancer in humang sxpossd by inhalation, that tumors had been induced In mice
after sxposure to concentrations as low as 250 ppm, and that concentrations as high aa 400
ppm may remain in the air after household use of salf-pressurized products. Id, at 12,309,

» Id. st 12,310,

¢ /4. The 1973 ban astensibly applisd to «ll products containing vinyl chioride as & pro-
peliant and thus apparently required repurchase by manufsctursrs. Manufacturers, how.
sver, had no reason to dexmiand & hearing on this issus because product supplies had besn
sshausted in the intervening years.

3¢ The CPSC's reguistion of chloroflucrocarbon propsllants wes undertaken in conjunc-
tion with EPA and FDA.

W 43 Fed. Reg. 21,807, 21,808 (19789).

e e e
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ing human exposurs to the ultraviolet radiation filtered through
the ozone layer.’®* Furthermors, the Commission did not have to
confront the problem of measuring human exposure hecause the
anticipatad damage to the ozone layer, and thus the increased risk
of cancer, is believed to be a function of the total quantity of
chloroflucrocarbon propellants released into the atmosphere. In a
rough sense, therefore, the level of usage could be taken as a mea-
sure of the level of human risk.

In the early 1970%, sclentists first suggested that the raleass of
chlorofluorocarbons into the atmosphers might deplets atmo-
spheric ozone.** In June 1975, the Federal Interagency Task Forcs
on Inadvertent Modification of the Stratosphere (IMQOS)** recom-
mended federal regulatory action to ban the use of certain fluoro-
carbons unless a contemporaneous National Academy of Sciences
(NAS) study concluded that such action was not necessary.”* The
NAS study questioned the need for immediats regulatory action,
but it confirmed IMOS's scientific hypothesis.*!* EPA, FDA, and
the CPSC interprstad this conclusion as justifying prompt action
to terminate most uses of chlorofluorocarbon propellants.®*

The Natural Resources Defense Council (NRDC) had previously
petitioned the CPSC to ban chlorofluorocarbon propeliants in
products within its jurisdiction. The agency had denied the peti-
tion on the ground that it Jacked adequate supporting data and
because the NAS report was expected soon.*?* In November 1376,
however, following renewed petitions from NRDC citing the IMOS
Task Force rscommendation and anticipating the NAS conclu-
sions, the Commission announced its preliminary conclusion that
chlorofluorocarbon propellants presented an unreasonable risk of
injury to consumers and that the risk could not be corrected by &
product safety standard.®*® This announcement was not accompa-

¢ (2 Fed. Reg. 21,307 (1977).

e See id. for 3 description of the early studiw, which demonstratad the plausibility of
their theory through corsputer models and other aimulation techrigues. This showing, cou-
pled with the seriousness of the consequences {f their theory were valid, prompted the two
major scientific reviews, discusssd at notes 310-12 infra and accompanying taxt.

uv 42 Pod Reg. 21,807 (1977).

m Id,

-3 Id‘

s Id.

"+ 40 Fed. Reg. 36,419, 36,420-21 (1975).

43 4¢3 Fed. Reg. 21,807 (1977).
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nied by a formal proposal to ban, because contemplated EPA ac.
tion under the TSCA would terminate production of ths propel-
lants for all nonessential uses, and thus render CPSC action
unnecessary.**

In January 1977, the Chemical Specialties Manufacturers Associ«
ation petitioned the CPSC to require consumer products contain-
ing chiorofluorocarbon propellants to bear labels stating their in.
gredients.’* Although the Commission daclined to act under the
FHSA, it concluded that some form of labeling might be required
under the CP3 Act.®®® The Commission published a proposal to
require products to bear warning Isbels and to require manufactur-
ers of products in self-pressurized containers to report their com-
position.$3* This proposal relied on section 27(s) of the CPS Act.**
The agency explained that the warning was an interim measure
designed to “decrease the aals of such products by allowing con-
sumers to choose betwesn products that contain chlorofiuoro-
carbons and products that are either non-zerosols or that contain
another propellant.”*™ The Commiasion did not attempt to docu-
ment the hazard associated with the use of chlorofluorocarbon pro-
pellants; it simply recited the findings of the IMOS Task Force

s Id.
"t Id_
w fd i
w oIl e 2808, . - . e O :
- % Section 27(e} of the Act aithorizes the sgency by rale to ~ -
yequire any masufscturer of consumer products to provide to the Commimsion such
performance and technical dats relatad to performance and safety as may be required
to carry out the purposss af this fAct], end to give auch notification of such perform-
ance and tecknical data at the time of original purchase to prospective purchasers
and to the first purchaser of such produst for purposes othee than resale, as it deter-
mines neceesiry to carry out the purposs of this [Act].
18 U.S.C. § 2076(a) (1978), cited at 42 o Reg. 21,807, 21,808 (1977). In support of ity
propoasl, the Commission offered the fallowing sxplanations
While i is anticipated that the use of chloroflucrocariions will ultimately be halted,
such regulatory action may take cne year or longer to become sffective. In the
meantims, howsvar, labels on the containers of asrvec] conpumer products propelied
by chicrofluorocarbors informing consumery of the presence of the propellant and
warning them of the postibls hasard of ozone depletion would decreese the sale of
such products by alowing consumers to choose between products that coutain
chisrofluorocerbons wad products thet eze sither non-serosals or that contiin another
propellant. Thus, by reducing the use of chloroflucrocarbons during this interim pe-
. riod, the ameunt of ozone ultimately depleted could be reduced,
d. at 21,808,

= 42 Fed. Rag. 21,807, 21,808 (1977).
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and the NAS. Nor did it attempt to quantify the risk associated
with the propellants or to assess the economic effscts of its propos-
als, even though it acknowledged that one of its objectives was to
discourage use of products containing chlorofluorocarbon propel-
lants prior to EPA's anticipated ban.***

On May 18, 1977, EPA and FDA proposed to ban the production !
and use of chlorofluorocarbon propellants in all but certain “essen-
tial” consumer and drug products.’*® The CPSC announced con-
temporaneously that the proposed EPA ban rendered any ban of
its own unnecessary.** The Commission also reminded cbservers
that its own warning label proposal remained outstanding,’*

On August 24, 1977, the CPSC adopted a final rule requiring
this warning and requiring manufacturers of self-pressurized prod-
ucts to report their formulations to the agency:***

[Slince the proposed EPA ban will not apply to every consumer

product containing these propellants, and since the EPA proposal

would not prohibit the sale of products subject to the ban that are !

sold and introduced into commerce by the processar by April 15, :

. 1979, the Commission has decided to require that the aercscl con- i

( sumer products within its jurisdiction that contain chlorofluoro- .

' carbon propellants shall bear a labal stating that the product con-

tains a chlorofluorocarbon and that such compounds may harm the

public health and environment by reducing ozone in the upper
atmosphere 57

The Commission’s label rule required consumer products
shipped after February 20, 1978, but prior to the effective date of
EPA’s proposed ban, to bear the following statement: “WARN-
ING—Contains a chiorofluorocarbon that may harm the public
health and environmaent by reducing ozone in the upper atmo-
sphere.”*™* The rule’s preamble dealt mainly with the twenty-one
comments received on the proposal. Most comments had favored
the proposed warning or more aggressive action by the agency to

®e id. at 21,807-03.

" 42 Fed, Reg. 24,538 (1977) (FDA Proposal); 421".6.5.‘. 24,542 (1877) (EPA
Pr:'p:;l)?!d. Teg. 24,560 (1977).

: ig‘ Fod. Reg. 42,780 (1977} (oodimd at 16 C.P.R. § 1401 (1980)).

-rd
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ban chlorofluorocarbon propallants.’** To those commentators who
viewed the hazard as unconfirmed or as not serious enough to war-
rant a warning, the agency responded:

[Tlhe great weight of current scientific opinion is that continuad
. 11:1;. of these compounds will result in a deplstion of the ozone
L.

Although there is some contzoversy as to the exact degree of
ctone depletion, the Corumission concludes that at any level within
the renge that is currently estimated by National Academy of
Sciences’ committees and othsr current researchers, the risk of
bharm ia substantisL

The Commission also belleves that providing the identification

and warning statement on the containers of these products will
substantially reduce the demand for them during the period that
thess products are available before the proposed EPA ban bocomes

effsctive. In addition, & number of products subject to Part 1041
are not affectad by the initial phase of EPA regulation.***

Most manufacturers of products subject ta the CPSC’s warning
label zequu-ement had complied voluntarily before the rule be-
came effective.’®® On March 17, 1978, EPA banned production of
chlorofluoracarbon propsliants under the TSCA for all but “essen-
tal” uses,*** and the CPSC announced contemporaneously that
there was no need for it to take similar action under its statutory
authority,**

The CPSC played only a minor role in the combined federal ef-
forts to regulate chlorofluorocarbon propellants. Consumer prod-
ucts other than foods, drugs, and cosmetics constituted a very
amall percentage of the market** and the Commisson’s staff

= Id at 42,781-82.

e 1d at 49,783 {footsats omitted).

) Pox, Atmospheric Osone lssue Looms Agair, Ciobucat. & Encivxzxnig Nxws, Oct, 185,
1879, at 28

e 43 Feod. Rey. 11,318, 11,318-19 (1978).

3 43 Fod. Rey. 11,326 (1979),

M4 At the time, American production of flucrocarbons amountad to approzimately 1 bil-
lion pounds snnually, for which the peincipal uses wers 23 saroscel propellants {(50%} and
refrigerants (28% ). FDA had jurlsdiction over nsarly 80% of the flusrocarbons used in the
United States as propellants in self-pressurized tontainers, primarily for coamatics and
drugs; the CPSC was responsible for only a small part of the market, because most house~
hold products even then coptained propellants other than fluorocarbona. See Councn. on
ENviRoNMENTAL QUALTTY, FLUOROCARBONS AND THE ENviRONMENTY, REPORT 02 Frnzral Thasx
Porcs on INADVERTENT MODIPICATION OF THE STATCSFURRR 4 (June 1975), cited at 41 Fed,

e e e
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played a subordinate role in the evaluation of the hazard. After its
initial labeling proposal, the agency deferred to EPA and FDA.»»

C. TRIS-trested Children’s Garmenis

On April 8, 1977, the CPSC announced that it considered TRIS-
treated garments for children to be “banned hazardous sub-
stances” within the meaning of section 2(q}(1)(A) of the FHSA
The svents leading to this announcement are not atypical of gov.
ernmental responses to discoveries that a substance poses a risk of
human cancer. Unhappily, they depict Commission decisionmaking
at its most inept.

Long before the Commission’s 1977 announcement CPSC acien-
tists, awars that a Commerce Department standard for flame re-
tardant fabrics would increase the use of new chemicals in the pro-
duction of clothing, bad urged unsuccessfully that the agency
establish a program to evaluate new flame retardants in consumer
garments ¥ Meanwhile, the National Cancer Institute’s (NCI)
Chemical Selection Work Group had nominated TRIS for carcino-
genlicity testing based on its chemical structure and on its growing
use as a flame retardant.**® Chronic feeding studies in rats and
mice were commenced within a year. 3

Evidence incriminating TRIS as a potential carcinogsn slowly
began to accumulats. On October 29, 1975, EPA advised the CPSC
that TRIS had been found mutagenic in short-term testing.** On
March 19, 1978, the Director of the CPSC’s Bureau of Biomedical
Sciences received a telephone call from Dr. Brucs Ames,t a re-
nowned microbiclogist and developer of a well-known test for
mutagens. Ames said that on the basis of sxtansive testing, he con-
sidered TRIS to be a mutagen and probably a carcinogen, and he

Reg. 52,070, 532,072 {1976) (copy an flle with the Virginia Law Review Association).

s 42 Ped. Reg. 42,780 (1977).

™4 42 Fed, Reg. 18,849, 13,353 (1977).

7 SuncoMu. ON OVERSIGHT AND INVRYTIGATIONS OF THE House Cosne, o INvengraTs AND
Forxicy Commerce, 85t Cong., 20 Sesa., RErort oN T3 Constna Prooucy Sarsry Con-
MassioN’s Reguration oy TRIS: Tux Nexp rox AN Ervecrive Cunonsic Hazaxns Proorav 8
{Comm. Print 1978) [bereinalter vitsd as TRIS Revonrt].

™ Id

o Id at 9.

e Jd

M Id, at 10,
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urged the Commission to ban the use of TRIS in consumer
products.

Less than a week later, the EDF petitioned the Commission to
promulgate a ruls “{r]equiring a label on sleepwear [containing
TRIS] warning consumers of the potential hazard and recom-
mending that sleepwear be prs-washed three times prior to use, a
practice which would reduce, although not eliminats, the expo-
sure.”* The EDF petition cited studies that concluded that rats
absorbed significant amounts of TRIS through their skin and
pointed out that large amounts of TRIS could be found on the sur-
face of trested garments. The petition conteanded that children
could easily take up significant levels of the chemical through skin
absorption or by mouthing of treated garments.** Although the
agency staff reviewing the petition dismissed a memorandum from
the principal domestic manufacturer of TRIS that challenged the
EDF’s characterization of TRIS as a potential hazard, ¢ it for-
warded no recommendation to the Comunissioners. The EDF was
informed that the agency would not act on its petition until the
results of the ongoing NCI rat and mouse studiea®® were available.
In the same month, the staif receivad a report from FDA about the
results of three new shart-term tasts that demonstrated that TRIS
was capable of causing mutagenic effects.

The problem facing the Commission changsd when production
of new TRIS-treated fabrics ceased—at least temporarily. For a
ban to have reduced exposurs immediataly, it would have had to
apply. to articles in the manufacturing pipeline. The business com-
munity would have opposed this, but would not have opposed a
ban on future use of TRIS, because that would not have required
any recall of outstanding stocks.*" Such a delayed ban would have
exposed the Commission to sharp criticism by consumer groups,
howevez, and probably to suit by the EDF.

On February 4, 1977, the NCI provided the CPSC with prelimi-
nary reports of the recently concluded rodent bivcassays.** The

4 Jd. (quoting EDF petition).

E 1% Id.

4 Id. at 10-11,

us I, at 1l

e Jd at 11 193

Y Krulwich Intarview, supra note 38.
“s 42 Fad. Reg, 15,849, 18,350 (1977).
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EDF also obtained the NCI data, and within two weeks it submit-
ted a second petition, demanding that the Commission ban TRIS-
treated garments as an “imminent hazard to the public health”
under the FHSA.™* Sometime later, the EDF also filed suit againat
the agency “seeking an immediate Commisaion ban on the sale of
TRIS-treated garments.”*** This suit’s contribution to the public
perception of bureaucratic foot-dragging led to frantic discussions
within the agency.

Several weeks prior to the filing of the lawsuit, Comminssion staff
members held a public mesting with EDF repressntatives to dis-
cuss the scientific basis for the request for action and to examine
the reguiatory options available to the agency.*** The Commiasion-
ers held separate public meetings with NCI biostatistician Marvin
Schneiderman®* and with both EDF and industry representa-
tives.**® On March 25, 1977, the NCI's data evaluation group veri-
fied the results of the rodent bicassays.*** As press and congres-

~ sional interest mounted, the Commission undertook ita own studies

on the extent of humen exposurs to TRIS from treated garments.
The agency also authorized the staff to develop esiimates of the
risk. 3¢ .

On April 7, 1977, the CPSC announced ita response to the EDF
petition and its actions on TRIS. Though it was entitled “Interpre-
tation,” the agency’s decision was published in the Rules and Reg-
ulations section of the next day's Federal Register.*** The agency
construed section 2(q)(1){(A) of the FHSA as automatically render-
ing TRIS-treated garments “banned hazardous substances:*’?

Section 2(f){1)(A) . . . defines “hazardous substancs” as “any sub-
stance or mixture of substances which is toxic * * * if such sub-
stance or mixture of substances may cause substantial personal in-

¢ TRIS Rxrowr, supra note 337, at 18 (quoting KDF petition).

®s [d. (quoting Environmental Defense Fund v. CPSC, Civ. No. T7-517 (D.D.C., fled
March 23, 1977)).

' Intarview with Alag Shakin, Attorney in the CPSC General Counsel’s Offics, in Waah-
ington, D.C. (August 14, 1979) {hereinaftar citad as Shakin Interview] {(copy of notes from
intarview on file with the Virginia Law Raviewr Association). '

s Jd,

»e 1d,

%4 42 Ped. Rez. 18,849, 18,850 (1977).

¥4 Shakin Interview, supra note 381,

¢ 42 Fed. Reg. 18,848 (19377},

= Id. at 18,353,

~ APO0017114




1326 Virginic Law Review {Vol 67:1261

jury or substantial iliness during or as & prozimate result of any
customary or reasgnably foresesable ingestion by children.” See-
tion 2(g) of the FHSA . . . states that “[t}he term ‘toxic’ ahall ap-
ply to any substance * ® ® which has the capacity to produce per-
sonal injury or illness to man through ingestion, inhalation, or
absorption through any body surface.”

Seation 2(q)(1)(A) of the FHSA . . . defines “banned hazardous
substance” as “any toy, or other article intended for use by chil.
dren, which is a hazardous substancs, or which bears or contains &
hazardous substance in such manner as to be susceptible of access
by a child to whom such toy or other article is entrusted.” . . .

The Commissjon finds that children’s wearing apparel contain-
ing TRIS that is currently in interstate commerce or will be intro.
duced into interstate commerce in the futurs is a banned hazard-
ous substance according to these applicable pravisions of the
FHSA. In addition, sany children's wearing apparel containing
TRIS that has not bean washed, aven if it has already been s0ld, is
also banned as hazardous, Such wearing apparel is toxic and
presents a substantial risk of cancer as a result of its foresseabls
absorption through the akin and ingestion by mouthing. It is also
of courss intended for use by children s

Anticipating legal challenges to its failure to afford any opportu-
nity for public comment, the CPSC emphasized that it was simply
interpreting the self-executing language of section 2(q)(1)(A). The
agency observed that the APA’s rulemaking requirements do not
apply to statements of agency policy or to interpretative rules, and
contended further that even if the APA’s rulemaking requirements
were formally applicable, the hazard posed by TRIS-treated gar-
ments provided good cause to dispense with notice and opportu.
nity for comment.*¢

The Commission’s cryptic explanation of its legal theory ulti-
mately proved unconvincing. Its discussion of the health risk asso-
ciated with TRIS in children’s garments was more careful, if no
less controversial. The agency cited the NCI animal data and ob-
served that any compound capable of inducing cancer in laboratory
animals must be considered & risk to humans,*** It identified expo-

»e Id. at 18,852.53.
»e Id, at 18,853,
e Id. at 18,850,

i
f————. e —

———-

APO0017115



1981) Cancer Risks 1327

sure data assembled by three different sources, including the EDF,
and referred to three guantitative estimates of the human cancer
risk which projected increases in the incidence of cancer among ex-
posed children ranging from 25 to 17,000 per million population.'®
The CPSC acknowledged that TRIS-treated fabrics provided a
health benefit by reducing the risk that children would be seri-
ously burned if their clothing caught fire, but it concluded that the
standard requiring children’s garments to be flame retardant could
be met by other materials.®®

The Commission's “ban™ on children’s garments did not extend
to unfinished TRIS-treated fabric supplied by mills to garment
manufacturers, although it was intended to reach uncut febric in-
tended for sale directly to consumers. The agency also specifically

- sxcopted TRIS-treated children’s garments that had already been

washed, on the theory that the process of washing reducsd sub-
stantially the amount of TRIS to which children were likely to be
L)

The CPSC's April 7 announcement sparked a whirlwind of legal

"t The proposal stated:

The Commission has considersd risk assesaman?s that are based on the sstimates of
sxposure . . . . The methods used (0 prapare the satimates are describad in a March
1977 paper entitled, Fatimates of Human Lifstime Carcinogenic Rlak From Exposurs
to TRIS, prepared by Drs. Chatles Brown, Marvin Schneiderman, and Kennsth Chu
of the National Cancer Institute. The statistical extrapolations are based on the use
of two mathematical models: The singls-hit mods] (linear oo threshold) and the log-
probit model (Mantai-Bzyan). . . .

(1) Bureau of Biomedical Science. BBS has projectsd cancer incidence rates based
on its exposurs estimates and on dats froe the NCI study. These projectsd rates
show the kidney to be the primary target organ, The best sstimates (sic] of BES Is
appreximataly 300 kidnsy cancers psr million male population, For females the pro-
jected rate is sbout ote-fifth that of majes.

Basad on the single hit model the BBS estimates for Lifetime riak of eancer of the
Kidnay {s betwean £0 and 1,900 cases per miilion male population. For the log probit
model the satimates range from 25 to 5,100 cases per million males. All of these esti-
mates are lifetine risk or Lfetime incidence sstimates.

(2) Environmental Defenas Fund. EDF also provided its estimates on human sxpo-
surs to NCI which used the same models, and these data provided etimatss of &
Lifetime incidence of cancer of as high as 8,000 per million male populstion, besed oo
maximum expasure, the rat kidney and the log probit model.

(3) Hooper and Ames. Hooper and Ames estimsate that for one year of exposure, 1.7
parcent of the children would develop cancer (17.000 ﬂudmﬂllon) An esposurs
throughout childhood would give a highar risk .

Id. at 18,851 {document numbers omitted).
s Id. st 13,881-52
s Id. at 18,883,
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and palitical controversy. An asscciation of garmentmakers quickly
sued the Commission, seeking expansion of the ban to include
fahrics they had already purchased from the mills but had not yet
Incorporated into finished garments.?® Such an expansion would

- have required repurchase by the fabric mills. Anticipating a judi-
cial ruling that its action had been too limited, the Commission
extended its ban to include uncut TRIS-treated fabric and other ;
component products.**® The agency’s original decision to Limit iis i
ban to finished children’s garments had been designed to comport
with its legal theory, namely that the Act defined as a “banned
hazardous substance” any product that was (a) toxic and (b) there- '
fore hazardous and (¢) capable of absorption or ingeation by chil-
dren.**® Its later expansion of the ban rested on the theory that the
FHSA authorized regulation of components, as well as finished
products sold at retail. ¥

The Commission’s decision to extend the FHSA's repuzchase re-

quirement to the fabrie mills precipitated immediate legal chal- .
lenges from producers of TRIS-treated fabric, one of which re- ’
sulted in @ decision that undercut the agency’s legal theory. In
Springs Mills, Inc. v. CPSC, % the district court held that the < %
agency’s failure to engage in rulemsking before declaring TRIS- ) \

treatad fabrics and garments “banned hazardous substances”
amounted to a denial of due process.>*” It was not sufficient for the
Commission simply to announce its interpretation of section
2(q}(1)(A). Because of the “continuous reference to ‘regulation’ in ]
the applicable parts of the statute and in the legislative history,”
the court concluded that Congress intended to require rulemaking
. for any ban undsr the statute.’* In rejecting the CPSC’s reliance

st American Textlle Mfrs, Imst. v, CPEC, No. 77-882 (D.D.C., filed April 20, 1977), cited '
at 42 Fed. Reg. 28,050 (1977). i

s 42 Fad. Reg 28,059, 28,064 (1977).

¢ See Memorandum to the Commiseion from Alsa C. Shakin, Office of the General
Counsel, Options for Commission Action as to Wearing Appazst Containing TRIS 3 (Peb.
28, 1977) {copy on file with the Virginia Law Review Association).

w* See 42 Fod. Rag. 28,059, 23,083 (1977).

we ¢34 P. Supp. 418 (D.S.C. 1977).

W Id, at 418, 435

" Id. at 430, The court obearved:

The continuous reference to “regulation™ in the applicabls parts of the statute and
in the legislative history clearly indicate the congressional intent that the Commimion
proceed with rule.making procedures, as set forth in the Food, Drug and Cosmetic
Act, and not sttempt to make final decisions having nationwide impact without af-

[ e e RO T 5
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on the APA exemption for “interpretative rules and stataments of
policy,”*™ the court emphasized the disruptive impact of the Com-
mission’s announcement. Noting that the ban set in motion the re-
purchase requirements of section 15, which it termed “one of the
moat drastic procedures knowm to law,”*™ the court obssrved:

[Defendants’] position is not supported by the language of ths

statute or by the legislative history. This history . « . shows clearly
that Congress intended the Secretary to act “by regulation” which
would mean under the rule-making process. Congrees also indi-
cated its concern for the powers given CPSC by requiring rule
making under the Federal Food, Drug and Cosmetic Act rather
than the Administrative Procedurs Act in mattary relating to haz.
ardous substances. . . . Obviously, Congresa did not intend for
raatters under the Federal Hazardous Substances Act to be han.
dled or decided on the basis of ex parte communications with
members of the Commission or without effective notice so that cb.
Jjecting partiea could appear, present evidence and test tha validity
of the information presented., . . .
« « » The fact that children may be involved does not obviate the
necessity that CPSC by proper rule-making procedure determine
that an article is & “hazardous subatance,” bafore it may go on to
find that it is a “banned hazardous substance.™™

The court set aside the Commission’s revised June 1 ruling and
enjoined the agency “from attempting to apply or enforce againat
any party, any article, fabrie, yarn, or fiber any of its previously
adopted TRIS regulations , , ., .7

This ruling caused the CPSC to revise its regulatory posture.
First, it settled several enforcement proceedings*™ on terms that
effectively precluded requiring manufacturers of TRIS-treated
fabric to repurchase material from their customers.’”® Second, the

fording affectad parties the basic requirements of due process.

Id.

" g US.C. § 553(d)(2) (197€).

" ¢34 F. Supp. at 430.

” Id ot 431-32

" Id, at 435

** The Commission originally brought suit in New York agminst several other fabrie miils
in addition to Springs Mills. That action was latsr transfarred to the District of South Caro-
lina, where it wss assigned to the same district judge who presided in the Springs Milis
casl.
m Krulwich Interview, supre note 38; Shakin Interview, supra note 351.
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agency tried to salvage its original legal theory. It formally with-
drew its April 8 “interpretation” that the FHSA automatically de-
fined TRIS-treated garments as “banned hazardous substances,”"”
and simultaneously substituted a statement of policy that reiter-
ated its original legal position.’™ The agency made clear that it did
not regard Springs Miils as precluding initiation of court proceed-
ings to enforce its original interpretation of the FHSA, and noted
that it had undertaken a number of suits against manufacturers
and sellers of finished children’s garments.

The Commission explained its earlier action in the following
terms:

The interpretations were intended to state the Commission’s en-
forcement policy and forewarn that individual enforcement sctions
would be filed in Federal District court whenever the Commission
found a violation of the FHSA to be associated with any TRIS
products that are banned bazardous substances. As interpretations,
however, the April § and June 1 documents could not be relied on
hy the Commission to prove that any TRIS products are banned
hazardous substances under the FH3A.**

It then proceeded to reiterate a disclaimer that had naver been ex-
plicit in its earlier announcements:

Similarly, the Commission cannot and will not rely on its new
staternent of policy to prove that any hazards are associated with
TRIS products. In any enforcement action the Commission files, it
is prepared to prove that the TRIS products are banned hazardous

substances and that judicial relief is therefors necessary. In these-

enforcement actions, then, any affected party will be provided an
opportunity to litigate the merits of the Commission’s claim and
thus will be afforded due process.’™

The CPSC brought several cases during 1977 and 1978. In one,
United States v. Articles of Hazardous Substance,* the owner of
seized garments challenged the agency’s enforcement action on
grounds similar to those accepted by the Springs Mills court. But
the United States Court of Appeals for the Fourth Circuit ac-

" 43 Fad. Reg. 81,553 (1977).
™ 42 Fed. Reg. 61,621 {1877}
™ Id
e Id.
w883 F.2d 39 (4th Cir. 1978).

—— ——
*
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knowledged that the FHSA provides the Commiasion alternative
ways of regulating some hazardous substances:

Under FHSA g substance msy be a “banned hazardous sub-
stance” either by meeting the statutory definition in Section
1261{q)(1)(A), or by being so defined by regulation after formal
rule-making under Sections 1261(q){(1)(B) snd {(q)(2). Similazly, @
substance may be a “hazerdous substance” if it meets the statutory
definition contained in Section 1261(f}(1)(A) or has been so de-
fined by regulation under 15 U.S.C. § 1262(a). From our examing-
tion of the statutory structure, it appesrs that the Commission

may proceed against a substance by regulation pursuant to its rule-
mahng authority, or may go directly to coust upon its allegation
that the goods or substances mest the statutory definition under
Section 1261(q){(1)(A). We agree with the district court that where
‘the Commission elects to follow the latter course in a Section 1265
proceeding, the issue of whether TRIS-trested children’s sleep-
wear is, in fact, a “bonned hazardous substance” iz a question to
.be loter determined in a hearing on the merits in the condemna-
tion proceeding s

The CPSC continues to enforce ths FHSA's “ban” against
TRIS-treated garments, but it has not engaged in rulemaking to
extend that “ban’ to unfinished fabric. The agency thus has never
confronted squarely the scientific issue raised by its May 1, 1877
announcement;-the axtent of the risk posed hy TRIS in children’s
garments remains a matter of conjecture.’®® The different, and pre-

e ’a.'!?;'-»—-':— « .o "

- T

e r et 42 (mphuh oddod) This muxm both ackmnlodm the Commission’s pri-
nnyjumdicﬂo: t0 declare a substance or product banned through o formal administrative
and confirms that if the agency instead procesds to enforce the statutory prohi-

hlt.ion of section 2(q}(1}(A), the ixsus of whether seversl articiss pose s hazard will be for
the court to decide in the first instance. Cf, United States v. Tulag Pharmacsuticals, Inc.,
€02 F.2d 1387 (10th Cir. 1978) (FDA may find that & new drug requires a new drug applica-
tion with or without an sdministrative record).

¥ On June 4, 1881, the Subcommittae o Oversight and Invmtigations of the House
Committes on Intarstate and Poreige Commarce released a study prepared by the Commis.
sion on the risk posed by TRIS.irseted children’s pajasmas, The study found, first, thae
TRIS can be sbeorbed through the akin, and, sscond, that rewashing of treated garments
doss not remove all of the chemieal. According to press accounts, the study concluded that B
“the risk of contracting cancer from wearing children’s pajemas trsatad with TRIS is saven '
tirnes greater than previously thought.” (1981] 5 Cuxmt. Rxo, Rxy, (BNA) 300, This setimate
has not been subjected to challengs in sny public proceading or reviewsd by independeat
scientists.

The primary studiss include Nicholson, Case Study I: Asbestos—The TLV Approack,
271 N.Y. Acan. Sct. 152 (1976); Selikeff, Hammond & Churg, Carcinogenicity of Amusite
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sumnably lesser, risk associated with the unfinished fabrie that the
agency later sought to regulats also remains unexplored. The use
of TRIS in producing flame retardant fabric has, however, long
. since ceased.

D. Patching Compounds and Emberizing Materials Containing
Asbestos ’

Evidence has been accumulating since the 1820's that asbestos
can produce serious chronic adverse effects in humans, including
lung cancer; most of this evidencs has come from studies of work-
ors exposed to ashestos on ths job.** By 1978, FDA, EPA, and
OSHA had initiated regulation of exposures within their respective
jurisdictions,

In July of that year, the NRDC* petitioned the CPSC to ban
wall-board patching compounds containing asbestos as “hazard-
ous” under the FHSA. The next ysar, the Commission received a
consumer complaint®®’ about the potential health hazards of ashes-
tos used in artificial emberizing compounds, materials used on arti-
ficial Jogs and fireplacs floors to simulate live embers and ashes.***
The CPSC responded by publishing a proposal to ban both patch-
ing compounds and artificial emberizing materials containing re-
spirable asbestos.’** The Commission relied on section 8 of the
CPS Act,*™ and it justified its preference for the CPS Act on two
grounds. First, the agency argued that rulsmaking under the CPS
Act would be more expeditious and less costly than under the

- FHSA: Second, it contended that the informality of the process

Asbesios, 25 Axcr. Exv. HEALTS 183 (1972); Selikotf, Hunmond & Seidman, Cancer Risk of
Insulation Workers in the United States, INTERNATIONAL AGRNCY 70K RERIRARCH OM CANCER
200 (1973). See generaily M. Siaro, A Namion or Guornga Pros 191217 (1579).

# The adverse sffects attributsbly to asbestos exposurs include (1) asbestosis, »
ponrmalignant searring of the lungs; (2) bronchogenie earcinomas, & malignancy of the inte-
rioe of the lung; (3) mesotheliomn, a difftzse matignency of the lining of the cheat cavity or of
the lining of the sbdomen; and (4) cancer of the stomach, colon, and rectan, 42 Fed. Reg.
38,783, 38,784 (1977).

¢ See 38 Fad. Reg. 27,078 (1973) (FDA propossl); 40 Fed. !!n 1,879 {1974) (EPA prapo-
sal); 40 Fed. Reg. 47,852 (1978) (OSHA proposal).

a4 42 Fed. Reg. 33,781, 38,783 (1977).

r Id The EDF later supportad the consummer complaint.

= Id

s Id at 38,783, 38,780-91 (codiffed at 16 C.FP.R. $§ 1304-1305 (1980}).

e Id. at 38,782

.
— o s &
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would facilitate public participation.*®

The proposal’s summary of the evidence of the health hazards of
asbestos noted that most available human data concerned exposure
in the workplace. The agency added, however, that sdverse effects
had been observed in individusls—notably families of work-
ers—who did not themselves handle asbestos.** Furthermore, it
stated that “[a]ll commercially available forms of asbestos which
have been tested are carcinogenic in mice, rats, hamsters, and rab-
bits,”*** The hazard appeared dependent on the likelihood of in-
halation and thus was & function of the form of asbestoa.

The agency acknowledged that evidence of chronic risk associ-
ated with short-tarm exposurs to asbestos was limited,** and it
conceded that “[qluantitative dose-response relationships between
asbestos inhalation and related disease have not been determined
for animals or humans , . . .”** Still, the Commission noted that
laboratory rats exposed once to reapirable asbestos for as short a
period as seven hours developed tumors, including mesothe-
liomas.** In addition, studies of industrial employees who did not
work with asbestos, but who were exposed intermittently on the
job site, revealed a heightened risk of mesothelioma.**” Moreover,
“evidence has indicated that asbestos also acts as & lung carcinogen
at levels much below those which will produce asbestosis,’**®

The Commission assessed consumer exposure to asbestos as

Afollows:

774" ¥ Reports of the hazard; of potential for hazard, from exposure to

ashestos resulting from uas of ssbestos-containing consumer prod-
ucts are very limited. The only known quantitative study of asbes-
tos levels in products regulated by this Commission [concerned) as-
bestos fiber concentrations measured during the use of consumer
spackling patching and taping compounds. This study indieated
that airborne fiber concentrations, exceeding the interim OSHA al-
lowable excursion exposure level, were detectsd during application

» Jd. at 33,783,

" Jd ot 33,784-85.

e Id. at 38,784 (citation cxaittad).
= Jd. at 33,785-88.

» Jd, ot 38,784

== [d. ut 38,785.

= Id. ot 38,785-88.

= [d. at 38,786

AP00017122
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and cleanup operations. Fibers were detactsd in adjacent rooms
during mizing operations and it was reported that [“]* ® ® signifi-
cant concentrations of asbestos remained suspended and could per-
vads living quarters for a considerable duration of time ® * *” The
authors suggest that the use of spackling and other patching com-
pounds (in mixing, and sanding and cleanup operations) may ex-
poes the user and other members of the housshold to “* * © sig-
nificant concentrations of asbestos.”

Asbestos in the household presents a great risk dus to the pres-
ence in the housshold of persons, such as children, who may be
particularly vulnerable to carcinogens. It is generally observed that,
because of the long latency period, exposure to inhalable asbestos
in the some [sic] can he life-shortening for children. . . .

The Commission concludes that exposure to asbestos from either
patching compounds or artificial emberizing materials pressnts an
unreasonable risk of injury sufficient that either product standing
alone should be banned. The Commission also notes that consum-
ers are exposed to ashestoa from sources other than the products
proposed for benning. . . . Consumers who are sxposed to asbesios i
fibars from artificial embers and ash and patching compounds thus ‘
raceive additional doses of asbestos and can be presumed to face 2 S
greater risk than members of the population who are not so ex- :
posed, and a greater cumulstive risk than if no ashestos were pre-
sent in the general enviroument.** ' ‘

The agency concluded that a “no effact™ level for asbestos had not )
been demonstrated. Although a threshold dose may exist for some !
individuals, “other individuals may have cancer induced by doses
so low as to be effectively zero.”**
~_ The Commission focused specifically on the risk associated with
«. " ashestos in patching compounds:

In assessing the degree and nature of the risk of injury to con-
sumers, the Commission has reviewed experimental data and
human experisnce information. In addition, on the basis of data by
Rohl, et al. . . ., the Commission’s Health Sciences staff has calcu.
lated an sssessment of the risk of consumer sxposure which is
available at the Office of the Sscretary. The calculations are based
on the application of a theorstical model . . . to epidemiclogical
data cited in the litsrature. . . . For purposes of this assessment,

»® 1d (citation omitted).
“ 1d (citation omitted). The proposition that no dose of & cartinogen can be considered
safs doss not distinguish asbestos. See, ¢.g., TRLG document, supra note 195.
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the Commission considered the use of patching compounds by a
consurmer, for six hours a day four times a year, to be a high yet
reasonably foresseable yearly exposurs. The increasad risk of death
from respiratory cancer induced by this yearly exposure is esti~
mated at between 10 and 2,000 per million. For five years of expo~
sure at these levels, the risk increases geometrically and is esti-
mated at between 1,000 and 12,000 per million. Based on current
information, the Commission estimates that the lower sstimate of
10 per million is closer to the actusl risk for a one year sxposure.
Nevertheless, in view of the seriousness of the injury and the cu.
mulative effects of asbestos exposure, even this minimum figure
repressnis an unacceptable risk. The Commission belisves that re-
ducing exposurs to respirable free-form ashestos in the home rep-
resents a substantial decrease in risk to consumers, since, for many
people, the major exposurs to inhalable asbestos is in the home.

In addressing the availability of substitute matsrials, the agency
conceded that ashestos possessed unique qualities such as strength,
pliability, and texmperature resistance. Alternatives had not been
found for all products, and the substitution of more costly materi.
als could lead to ten to fifteen percent higher prices.*? But the
Commission noted that “[m]any producers are . . . either prea-

ently marketing asbestos-free materials or expect to in the near
future.”*** In short, consumers would have asbestos-free patching

compounds, but at higher prices. s
The Commission purported to consider the commercial impact

- -and the relative health effects of various possible effective dates of.
--a ban—ranging from 30 to 360 days after promulgation. It con-

cluded that the manufacture, sale, importation, and distribution of
patching compounds containing asbestos should be prohibited
thirty days after publication of a final rule.*** This choice of date
would have forced the recall of some products.

The CPSC’s analysis of artificial emberizing materials was more
conclusory. The Commission made no attempt to quantify the risk
posed by thesa products.‘®® The agency identified thres substitutes

“t 42 Fed. Reg. 33,781, 38,787 (1977) (citations omitted),
bl /- 2
s Id,
e Id,
s Id. at 38,788,
4% The proposal stated: .
Measuremants are not svailable of the amounts of asbestos in the air from asbes-

AP00017124
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for ashestos already in use, but noted that at least one was more
expensive and that another was a less realistic mimic of the
“ ‘glowing’ look™ of real ashes,*” With this cursory explanation, the
agency proposed that its ban take effect immediately upon publi- |
cation of a final ban.**® The agency’s treatment barely concealed
its disdain for the consumer demand satisfied by this group of
products. i

In the final section of its proposal, the Commission concluded
that it could legitimately single out and ban individual ingredients
or kinds of products. The agency cited its similar action banning
unstable refuse bins,‘** and then explained:

The Commission belisves that not all patching compounds pre~
sant an unrsasonable risk of injury to the publie, only patching
compounds containing respirabls free-form ashestos. The hazard
sasocisted with this product is the free form in which the asbestos
appears. While & safe patching compound can be manufactured, it
is not possible to manufacture a safe patching compound contain- ,
ing respirable free-form asbestos because a safy level of exposure to i
free-form ashestos is unknown. Therefors, it does not appear that e f
standaxd for patching compounds containing respirable free-form i
asbastos is feasible at this time.9'® )

On August 15, 1977, the CPSC conducted the hearing required*!? !

to afford interested persons an opportunity to express their views.

Seven witnesses appeared at the one-day hearing, four of whom ;
represented manufacturing interests and three of whom spoke for i i|
consumers. In addition, the Commission received thirty written .= ..
in et commonta -on its propcsal of whxch ten (mcludm: those of five- ' = 1~

i e Dl i

tos-containing smberizing materials in bomes. Howevar, it sppears that the amount
of airbornie asbestos (n such homes would incresse when sir currenis in the home are i
creuted by downdrafs from a fireplace chimney or othar sctivitfes that stir air in any i
roora. Sincey ymberising matsrisls reay contain up to 50 percent ssbestos, which if not ’
permanently hound into artificial fireplece logs would be in reepirsble form, the risk ;
associsted with embarizing materisls is considerable since it continues to exist 24 . -
hours & day.
Id
“* Id.
e 1d,
e 1d, at 38,780 (cltin; 42 Fod. Reg. 30,298 (1971)).
48 Id.
1 Sectian 9(a}(2) of the CPS Act, 185 US.C. § 20838{a)(2) (Supp. III 1979), requires the
Commission to give intarested persons an opportunity to present thsir views before it
promulgates a ruis.

APO0017125
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manufactursrs) supported the agency’s contemplated ban.*'* The
low level of interest in the agency’s proposal probably reflected the
slight importance of the products and the relative ease with which
manufacturers of patching compounds found adequate substitutes.

The Commission published its final banning regulation and its .
response to comments on Decsmber 15, 1877.%*% In a separate doc- i
ument, the agency determined formally, in accordance with section ,
30(d) of the CPS Act,*'* that it was in the public intarest for the '
agency to regulate the two products under the CPS Act rather ;
than the FHSA.** It noted that “several persons in the marketing !
chain commented approvingly on the decision to regulats under '
the [CPS Act] because the [CPS Act] does not require repurchase
of banned hazardous products.”**® For the same reason, unidenti-
fied “consumer-oriented interests” disputed the agency’s failure to
invoke the mandatory repurchase requirement of the FHSA. The
Commission held to its initial view, concluding that prompt issu-.
ance of a final ban outweighed any need for repurchase.'’

The preamble to the final rule addressed several comments that
focused on the scope and implementation of the ban.**®* Opposition
to the agency’s decision focused primarily on deficiencies in its risk
analysis and on its rather perfunctory assessment of economic ef-
fects. The agency adhered to its conclusion that the emberizing
materials should be banned immediately,*® but it set two effective
dates for consumer patching compounds in an attempt to soften

= —mr -—the. economic effects of .its ban.*® Several comments questioned
= ™= whether exposure -to the levels of asbestos found in the banned
products presented a serious health risk. The Commission ae-
knowledged its reliance on the occupational evidence,‘** but in-
sisted that it was relevant to the consumer contaxt. The agency
again cited one report that documented significant levels of respir-
able asbestos in rooms adjacent to those in which patching com-

ua ;2 Fod. Reg. 62,354, 63,358 (1877) (document za. 2).
o g

¢ 15 US.C. § 2079(d) {1978).

4% 42 Fed. Reg. 63,354 (1977) (document nro. 1),

419 !d.

ot 14

3 42 Fed. Reg. 63,354, 63,358-60 (1977) (document ro. 2).
“* Jd at 63,358,

o= Id. at §3,357-58.

4“4 Jd, at 83,358,
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pounds were being used,*** and it speculated—without providing
supporting data—that whers background levels of asbestos were
low, “exposure in the home to ashestos fibers released from con-
sumer products could represent the major exposure.”**

Comments specifically challenged the Commission’s risk esti-
mate for the patching compounds. One commentor submitted a
study involving an actual product that contained much less asbes.
tos than those hypothesized in the agency’s risk assessment., The
accompanying analysis estimated the risk associated with five
year's exposure to be as low as one lifetime sxcesa cancer death per
million population. The sgency responded that “while asbestos
levels may vary, they do not change the fact that there is no known
level below which inhalable asbestos may be considered safe.”* It
discountsd any differences in asbestos exposure between com-
pounds mixed by the consumer and those sold in premixed form,***
and argued that “no data were submitted” to show that its own
exposure estimate was inflated.*** The Commission did not stand
squarely behind its original risk assessment, but it did decline to
conclude that the risk from patching compounds was insignifi-
cant.*** Although the Commission agreed that further study of the
many possible substitutes for asbestos was needed, it insisted that
“the known risk from inhalable asbestos requires the banning of
these products at this time,”**

The CPSC also answered criticisms of its original estimate of the

Bhaall -
- Id.
13, at 62,359,
e Jd.
™ 1d_ The Commission’s estimate assumed expowurs for four days, sight hours a day. 7d.
it 14 at 63,360-81. The Commission used the statutory charscterizstion “unressonabls™
te describe the risk. The implicstion was that, {n the context, any risk of canesr was “unres-
sonable.” In light of the recent Suprame Coure ruling o» benzene, requiring that a risk of
cancer be “significant”™ before OSHA can restrict worker exposure, see Industrisl Union
Dep't, AFL.CIO v. American Petroleum Inst, 448 US. 807 (1980), any concession that the
risk was remots could have undermined the CPSC’s regulatory authority.
44 42 Fed. Reg. 63,334, 63,339 (1977) (document no. 2). The Commimion statad:
For the fibrous clay minerals which may bs used a3 asbestos substitutes such ss wol-
lastonite, kaolinits, sepiolits end bentonite, the Commission is aware that there ls a
lack of conclusive data on the hazard potentiaf sssociated with these minerals. Addi-
tional study is nesded to evaiuate the risk of inhalstion exposure to such small min-~
ernl fibers. Nevertheless, the Commission balisves that the kn ¢ink from inhalable
asbestoe requires the banning of these products at this time,

14,

APO0O017127
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ban’s economic effects. The sgency acknowledged that some small
manufacturers might be unable to afford to reformulate, that the
initial expense of reformulation could add as much as twenty-five
percent to the product costs, and that the reformulated products
would not perform as well as thoss made with asbestos.*** The
Commission again provided no detailed discussion of economic ef-
fects, however, and made no quantitative comparison of the eco-
nomic costs and the health henefits 43¢

The CPSC's ban became effective as scheduled. No petition for
judicial review was filed. Because the agency scheduled the ban to
minimize its effect on current inventories, no manufacturer of
patching compounds or emberizing materials remained interested
in using asbestos as an ingredient in thess products..

E. Consumer Products Containing Benzene

Concern sbout the health effects of benzene, which has led EPA
and OSHA, as well as the CPSC, to regulate human exposure
within their jurisdictions, has likewise been triggered by occupa-
tional evidence.*** The CPSC relied heavily on the work of these
other agencies in its efforts to eliminate the use of benzene as an
ingredient in consumer products, such as paints, paint removers,

w Id.

¢ The report observed:

As is indicated in the proposal, the Commiusion is aware that aconomic impacts of
varying degrees will occur as a result of the ban on inhslable asbestos containing faic)
patching compounds and smberizing materials containing respirable fres-form asbes-
toa. Also, the Commisaion iy awsre that technology for producing asbestos-free patch-
ing-compound formulations is becoming more gensrally available. The sconomic im-
pact will tend to be reduced over time as non-ashestos formulstion technology
bacomes maore widespread and as existing recent formulations are improved by
manufscturers,

Id. at £3,260. The Commission concluded its report with the {inding required by the statute:
“In determining that the risk of cancers is unreasorable, the Commission concludes that the
degres and nature of the risk of injury and the probability that the risk will result in harm
outwaighs the rules’ effect on the products’ tility, cost and availability to the consumer.™
Id. at B3,361. -

“ Concern about the health offects of benzene has focused primarily on occupational
exposures. Even before the ensctment of the OSH Act in 1970, 28 U.5.C. §§ 651-658 (1976 &
Supp. III 1978), most producers and industris} users of benzene observed a voluntary stan-
dard designed to lUimit employse sxposure. I late 1976, a study of two Ohio industrial
planta revealed that workers exposad to benzenie sxhibited a drematically incressed risk of
death from leukemia, The study rekindled efforts to persuades OSHA to revise the prevailing
standard. 42 Fod Reg. 22,518 (1977),

AP00017128




1340 Virginia Law Reuview {Vol. 67:1281

and rubber cements.***

Prompted by the findings of an epidemiological study on which
OSHA based an Emergency Temporary Standard sharply decreas-
ing worker exposure to benzene,*** the HRG filed a petition in
May 1977, requesting that the CPSC declars benzene a banned
hazardous substance under the FHSA. The petition sought to re-
qQuire removal of “all products containing benzene from the mar-
ketplace.”* In granting the petition, the CPSC relisd primarily on
information assembled in hearings on OSHA’s proposed perma-
nent standard for benzene and on exposure data assembled by its
staff from the scientific literature.**® The agency choses to act
under section 8 of the CPS Act rather than under the FHSA,
again ohserving that the newer law provided for informal rulemak-
ing that permitted speedier action and facilitated public participa.
tion. The agency also noted that a ban under the CPS Act would
not automatically require manufacturers to repurchase products
already distributed.*” :

The Commission proposed a rule that would (1) ban benzene as
an intentional ingredient in all consumer products except gasoline
and laboratory chemicals and (2) ban all consumer products con-
taining benzene as a contaminant at levels of 0.1% or higher.*3*
The agency’s preamble underscored OSHA's earlier actions,*** and
EPA’s recent decision to list benzene as a hazardous air pollu-
tant.“® Although acknowledging that benzene produced acute
health effects, the agency made clear that its proposal was a re-
sponse to the chemical’s chronic effects, particularly evidence that
occupational exposure to benzene caused leukemia. !

«= 43 Fad. Req. 21,339, 21,847 (187%) (appendix). Benzene is now used primerily as an
intermediate {8 the production of other chemicals, It is also used as & component of un-
leaded gasclinne, a3 & soivent and reaction agent in chemical laboratories, and in ths many-
facture of detergents and pesticides. Jd. st 21,340; 42 Ped. Reg. 22,518, 22,517 (1977).

¢ See 42 Fud. Reg. 22,518, 22,517 (1977).

s 43 Fed. Reg, 21,839, 21,539 (1978).

e 1d at 2184041,

4 Id, at 21,838-39.

¢ Jd, at 21,838

4 Id, at 21,841-42.

e J4d ac 21,840,

“s Jd EPA acted under § 112 of the Clean Alr Act, 42 US.C, § 7412 (Supp. TII 1579).

w1 Although the Commission noted that “{t]he acuta sffucts of benzene exposure include
drowsiness and loss of eonsciouaness at high dosss,” 43 Fed. Reg. 21,830, 21,340 (1978), the
chemical's chronie health effects prompted ita proposal. The Commission appended a tach-

APO0017129
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The CPSC recognized that levels of consumer exposure to ben-
zene were likely to be much lower than those experienced by work-
ers exposed occupationally. Still, it noted that blood disorders had
been observed in workers exposed “at levels reported to be as low
as 10-15 ppm,” and concluded “that a serious health hazard to
consummers may be presented by the use of benzene-containing con-
sumer products.”** The CPSC attempted to translate this occupa-
tional evidence inta an estimate of the risk for consumers;

[The Commission’s Health Sciences staff has calculated an assess-
ment of the lsukemis risk from consumer exposure to benzene-con-
taining paint strippers. . . . For purposss of this assesament, the
Commission considered the use of a paint stripper containing 52
percent benzene by a consumer, for 5 hours a day ten times in his
lifs, to be @ reasonably foreseeable lifatimes exposurs. The increased
lifetime risk of death from myslogenous and monocytic leukemia
induced by this exposurs is sstimated by the assessment at be-

nical rsport prepared under contract by Dr. Michuel L. Freedman of New York Univensity

Muedical Conter, which listed the chronic effecta of banzene under three general hoadings:

“(1) pancytopenia {& dacrease of all the formed elomants of the hlood——rad ceils, white cells,

and platelets); (2) chromosomal abnormalities; and (3} leukemia, particularly acute myeloge-

nous (produced (n the bone marrow) laukemis.” Id. at 21,840,

The Commission’s proposal stated:

In a recent study of workers exposad to benzene from 1540-1949 in two Ohio plants
manufscturing the product “Pliofiim,” Infants . . . demonstrated a five-fold exces-
siva tisk of death from all leukerias and a ten-fold excess of deaths from myeloid
and monocytic lsukomias in’ the study population ecompered with the number ex-
pocted in & non.exposed cohort. Infanta stated that bensens concentrations st the
two plants ranged from 0 to 10 or 15 parts per million. This study as well &s other
oceupational studies noted in the Freedman report argus convincingly that benzena is
& human lgukemogen.

The Commission recognizes that much of the documentation in the consultant’s
report concerns benzene exposurs in an industeial setting. However, as the (Freed-
man] report indicates, in 1977 the Nationsl Iastitute for Oceupational Safety and
Health conducted an experiment to messure the amount of benzane expoture to &
person using a paint remover containing 52 percant benzena by volume . . . . An end
table was atripped in a home garage baving sssantially no air cireulation. Fiva sequen-
tial. five minute air samples from the worker's breathing zona were taken. The ben-
zane concentration ranged from 73 to 228 ppm with & mean of 130 ppm. In addition,
the Commission notss that values from 1971 exist for exposure levels in one man or
busband-wife combination commercial paint stripping operatioms utilizing paint
strippers containing approximately 40 percent benzene. The breathing zone average
stmospheric concentration of baatene ranged from 24 to 12168 ppm in 8 such
satablishments. )

1d. at 21,841 (reference numbers omitted).
“1 Id.
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tween 142 and 346 per million exposed.

- This is equivalent to & henzene-induced incressed risk of ba-
tween 15.2 percent and 37.1 parcent due to the use of such paint
strippers. While the Commissionr is nat relying upon a specifisd
percentage of increased risk in issuing this ban, the Commission
beliaves that in view of the serioisness of the risks of injury from
benzene exposure, any increased risk is unacceptable«?

The Commission thus disclaimed reliance on any guantitative
assessment of the risk of benzene exposure; its position essentially
was that no exposure should be accepted. It aelmowlodged that no -
mare than one percent of paint strippers then in use contained i
benzene as an ingredient,** but emphasized “that once the carci-
nogenicity of a substance has been established qualitatively, any
exposure must be considered to be attanded by risk when consxder-
ing any given population, because individual susceptibility to a
carcinogen varies widely."** Because “there is no known safe level :
of exposure to a carcinogen, . . . it is appropriate that expoaure to '
benzene be reduced to the lowest feasible lavel.'«¢

The Commission’s proposed ban exempted gasoline, however, : )
because it concluded that the economic consequences of banning
that use would be substantial:

{T1he Coramission believes that any attsmpt to sliminate benzene
from gasoline would have @ major economic impact, necessitating
thorough feasibility studies which are beyond thae scope of this pro-
posal. In this regard the Commission notes that benzene is present
in gascline as & conteminant and in unleaded gasoline, as an inten-
tional ingredient used to increase ths octane rating. The use of
benzens and its closely related aromatic distillates, xylene and tol-
uene, has increased in the past few years because the distillates are
the principal substitutes for tetraethyl lead. The Commission has
information indicating that the removal of benzene from gasoline
motor fuel would entail major adjustments in the petroleum refin-
ing industry in terms of capital equipment and parformance and
price and availability of gasoline as well as other patrochemicals

s Id,
“e Td at 21,843,
45 /4. at 21,841, This conclusion may not sufffce ta suppert regulation under the CPS Act
after the Suprsms Court’s decision in Industrisi Union Dep't, AFL-CIO v. Amserican Pstro-
loum Inst, 448 U.S, 807 (1980). Ser notes 462-84 infra and accompanying text. i -
¢ 43 Fed. Reg. 21,839, 21,841 {1978} (footnats omitted).
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and has, therefore, concluded that the use of benzens in consumer
product gascline should not be restricted at this time.s7

The Commission’s proposal also exempted benzene eold for use

. as a laboratory solvent and reagent. This decision reflected ths

Commission’s awareness of the chemical’s unique qualities,
coupled with the belief that in the laboratory setting, cautionary
labeling would induce the care necessary to minimize human
exposure.“®* The agency selected 0.1% as the maximum permigsi-
ble level for benzene as a contaminant because this limit was
achievable by most manufacturers of petroleum products. The
agency emphasized that “benzene cannot be sliminated entirely
from all products . . . because of the physical properties of pe-
trochemical refining process. . . . [W]ithout resorting to extremely
expensive special techniques, these refining processes do not result
in chemically pure products.”«*

The Commission’s analysis of the proposed ban’s impact on
products containing benzene as an ingredient is illuminating. The
agency identified only two such products: paint removers and rub.
ber cement.'™ It reported that only two of the forty-nine firms
manufacturing paint removers were then using benzens, and it es-
timated that “less than 1 percent of the paint removers currently
on the market contain benzene as an intentional ingredient.'™s:
The Commission suggested that several chemicals might be substi-
tuted for henzene in paint réemovers, although it acknowledged
that the most effective was also more expensive and perhaps even

ot Id. et 21,342, The proposal also stated:
While moat gasoline is specificslly for use with motor vehicies and would appear to be
considersd “motor vehicls squipment™ excluded from Commission authority under
the [CPS Act] . . ., the Commission notes that some gasoline is used by consumers
“in or around a psrmanent or tamporery housshold or residence, a school, in recrea.
tion, or otherwisze,” , . . However, since this gasoline gansrally comes from the same
source {i.e. the retail pumps) as motor vehicle gasoline end may be subject to regula-
tion by OSHA, EPA, and/or the Nationsl Highway Traffic Safety Administration
{(NHTSA), the Commission is of the opinion that sxposurs to benzene from gascline
is a complez interagency problem which would probably best be resclved on an intar-
agency basis,

Id. (citation omitted),

“e Jd.

“s Id.

“ Jd. at 21,843,

w Jd,
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mors hazardous,*** and therefore invited comment on the health
hazards of possible substitutes. Similarly, the agency determined
that only one of fifty-two rubber cement producers was still using
benzene as an ingredient and estimated that less than 0.1% of the
rubber cements on the market contained benzene.**® The agency
also noted that sales of rubber cements had dropped sharply be-
tween 1963 and 1973 as the product was displaced by other
adhegives, '™ -

The CPSC thus found that only & very small percentage of two
¢lasses of products would be affected by its proposed ban on ben-
zene. Although the agency speculated generally about the conse-
quences of a ban, there is no evidence that it attemptad to quanti-
fy the economic effects or to compare thoas effects with the risks
associated with exposure to benzene in the two groups of products.

The agency proposed that the portion of the ban directed at
benzene as a contaminant should apply only to products manufac-
tured or importad 120 days after publication of a final order.s*
This timing obviated any repurchase of products already in com-
mercial channels. The Commission explained that any exposure
from these products would not be high and that extending the ban
“might result in a chaotic situation.”**® It proposed alternative ef-
foctive dates for products containing benzene as an ingredient.
Under the first, the ban would apply to products manufactured or
imported sixty or more days aftsr publication; no recall or repur-

.. chass would be required. Perhaps concerned that this schedule

"might appear to trivialize the risk, the agency offered an alterna-
tive that would ban products initielly introduced into commerce
fifteen days after publication of its final order and that would ban
the sale of the products thirty daya after publication, na matter
when they were introduced into commerce. The agency stressed
that this alternative would not have “major economic impact,” be-
cause g0 few companies were using benzene as an ingradisnt,** but
it did not advert to the relationship between the extent of use and
the degree of human risk.

s Jd. at 21,843-44. The substitute was methylane chioride.
s Id. at 21,843,

ol (- 8

4 Id, ot 21.844.

i~ Jd.

“wt Id.
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Three years after publishing the proposed ban, the CPSC pro-
posed to withdraw it.*** After its initial proposal, the agency on
several occasions extended the time for completing the rulemaking
process.** Few products would have been affected by the ban as
originally proposed. By 1980, the agency belisved that no products
were being manufactured containing benzene as an intentional in-
gredient and that only four classes of products—stove and lantsrn
fuels, brush cleaners, lscquer thinners, and rubber ce-
ments—contained benzene as an impurity at a level higher than
0.1%. None of these contained over 0.25% benzene.*** Agency staff
members accordingly questioned the need for a final ban.*** Their
reservations were strengthenad by the Supreme Court’s decision in
Industrial Union Department, AFL-CIO v. American Petroleum
Institute,**® overturning OSHA’s permanent standard for benzene
on the ground that OSHA had failed to show that worker exposure
to ten ppm benzene posed a “significant” risk. CPSC staff mem-
bers understandably questioned whether the agency could legally
sustain a ban on even lower exposures, particularly when its owm
propasal had relied almost entirely on the epidemiological evidence
assembled by OSHA.

The plurality opinion in American Petroleum Institute faulted
OSHA'’s failure to document the probable adverse health effects of
benzene exposure at ten ppm, the prevailing Labor Department

standard. One estimate of the risk, submitted on behalf of the

American Petroleum Institute during OSHA’s rilemaking proceed-
ing, predicted & maximum of two cases of cancer among exposed
workers each six years.*** It was partially OSHA’s failure to re-
apond to this submission on the merits—~by demonstrating its in-
accuracies or by characterizing the estimated risk as “signifi-
cant”—that led the Court to set aside its standard.

2 46 Fod. Reg. 3,034 (1981),

e See, 04, ¢4 Fed. Reg. 22,499 (1979); 43 Fed. Reg. 47,197 (1978); 43 Fad. Reg. 21,838
{1978).

4“4 48 Fed. Reg. 3,034, 3,035 (1981).

“* The agancy has considered staff proposals that it eontract for a study of human expo-
sure to benzene from current and former uses, a3 well =3 sugpestions that it adopt a rule,
under section 27(b) of the CPS Act, that would require manufsctursrs to sotify the sgency
it they subsequently decided to add benzene to consumer products. Krulwich Interview,
supre note 38,

4% 448 U.S. 607 (1980).

s 1d. at B53-54.
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In insisting that OSHA can regulate only “significant” risks, Jus-
tice Stevens’s plurality opinion relied on language in the OSH Act
defining an occupational heslth standard as one “reasonably nec-
essary or appropriate to provide safe or healthful employment
e « » "% The similarity of this languags to section 9(c) of the CPS
Act, a provision that expressly limits the Commission’s authority
rather than defines other terms in the law, suggeats that the CPSC
likewise is obligated to demonstrate the “significance” of any risk
it attermpts to regulate.

F. Hairdryers Containing Asbestos

The CPSC succsasfully effected the removal of hairdryers con-
taining ashestos from the consumer market without any formal ad-
ministrative proceedings or any systematic assessment of the
health risks or economic costs. As in other cases, the Commission
acted under heavy public pressure generated by press reports of a
health hazard.

In July 1978, representatives of WRC, a Washington, D.C., tele-
vision station, sought information from the CPSC about the preva-
lence of asbestos insulation in hand-held hairdryers. The agency
responded by making available a consultant’s study that estimated
the levels of asbestos in all consumer. products.*®® This “Kearney

" Report” stated that although asbestos had once been used in sev-

eral brands of hand-held hairdryers, only one manufacturer was
currently using the material.*** The Report further surmised that
the asbeatos in hairdryers could present & consumer health hazard
only if the products malfunctioned.

In January 1979, a CPSC scientist circulated within the agency a
memorandum confirming the presence of asbestos in a number of
current brands of hand-held hairdryers and posed questions about
potential human exposure.* The memorandum recommended
that the agency undertake tests to determine whether the ashestos
was discharged when the hairdryers were used. Apparently, no for-

“s 29 US.C, § 652(8) (1978) (emphasis added).

#e AT. Kearney, Ine., Raview of Asbestos Use in Consumer Products (April 1978) (un.
published report cited at 44 Fed. Reg. £0,037, 60,058 {1979)),

4 CPSC Orrcx or Bupcet, Procram Prannvg & Evaruation, Rzview or Commission
AcTions oN AspxsTos IN Har Drvens 3 (June 27, 1979} [hereinafter citad as Warton Re-
PorT] (copy on file with the Virginia Law Review Association).

7 Fausett Interview, supra note 32
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mal action was taken in response to this memorandum, although
CPSC Chairman King later testified before Congress that the de-
lay was attributable partly to government contracting proce-
dures.*** As late as March 1979, the public record revealed no evi-
dence that the Commission was concerned about the problem.
On March 28, 1979, WRC ran a news story describing its earlier
inquiry and reporting the results of laboratory tests for which it
had contracted.®*® The tests found that after two hours of continu-
ous use, all six models of hairdryers tested released some quantity
of ashestos. The older models released considerably more ashestos
than newer products.™ WRC had provided the Commission with a
copy of the laboratory’s report four days earlier.‘™ Very soon
thereafter, the agency errangsd with the National Bureau of Stan-
dards to perform tests on at least two models of hairdryers to ver-
ify whether those containing asbestos could discharge the material
In normal use,*™
On March 29, 1979, the EDF petitioned the agency to act under ]
section 15 of the CPS Act to declare hairdryers containing asbestos '
& “substantial produet hazard” and to order repurchase of hairdry- I
ers already in consumer bands.*’* Acting under sections 5 and
27(b)(1) of the CPS Act, the agency ordered nine manufacturers
_and four retailers to provide information about the use of asbestos -

ten days; they also requested that the companies submit informa.
tion respecting any testing they had performed to determine the
potential for asbestos discharge or the health hazard of discharged
asbestos. The Commission accompanied these special orders with
requests that representatives of each of the firma attend a meeting
with the agency’s staff on April 6, 1979.™ Fearing adverse public-
ity, J.C. Penney and Montgomery Ward promptly announced that

¢ Fresitie Threat to the Consumer Posed by Emisyion of Asbestos from Certein Hand-
Held Electric Heir Dryers: Hearings Before the Subcomm. for Consumery of the Senate
Caomm. an Commerce, Science and Transpartation, 98th Cong. 1st Sess. 30 (1979) (state-
ment of Susan King).

** id. at 25.

“ Id. at 3-14.

N Id at 26. :

hiadl - & ¥

% Id. at 8 {statement of Lea Thompson).

“* Id. at 26 {statement of Susan King).

41 Id, at 2827,

o | o APO0017136
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they were voluntarily removing hairdryvers containing asbestos
from their atores and expressed a willingness to reimburse custom-
ers who returned hairdryers containing the material. Both E.J.
Korvette and Sears also sxpressed their willingniess to repurchase
hairdryers that contained ashestos from consumers who desired to
return them, but at that point declined to withdraw these hairdry-
ers from their stores.'**

Hours after the issuance of the special orders, the CPSC ar-
ranged with the National Institute for Occupational Safety and
Health (NIOSH) to test fifty models of hand-held hairdryers to
determine whether they could discharge asbestos and to estimate
the quantity of asbestos discharged into the atmosphere by each
use.*™ The agency sxpected o have results from those tests within
thirty days,'*™® but it was not until several months later that NI-
OSH reported its test results to the Commission.*™®

On April 2, CPSC Chairman King and General Counsel
Krulwich appeared befors the Senate Subcommittes for Consum-
ers. They testified that they regarded section 15 of the CPS Act as
the moat likely basis for any CPSC regulatory action.*** Krulwich
emphasized the Commission’s need to identify all of the manufac-
turers currently marketing hairdryers containing asbestos before
publicizing brand and model information to consumers.*** Their
testimony implied that if large numbers of hairdryers were found
- to contain asbestos, the Commission would order use of the mate-
rial stopped and would recall outstanding products if manufactur-
ers and retailers did not voluntarily agree 1o a corrective action
plan.ses ,

«e 1d, at 8.7 (statsmant of Laa Thompeon).

[ at 27 (statemant of Sussn King).

o id

o This delsy was caused by difficuities in developing an appropriste test protocol
WaLroN RRrORT, eupra note 466,

s rd ‘

«r Section 6 of the CPS Act restrains the Commision from publicking product hazard
information befors it has verified its sceurscy and afforded affected manufecturers an op-
portunity to commant oa it. See CPSC v. GTE Sylvanis, 447 UK 102 (1880), holding that
§ 6 applies to responses to Freedom of Information Act requesis &3 well as to affirmative
discloaures by the agency, thus limiting its ability to provide informstion to the publie. Cone
g7e1s vary racently amended the CPS Act to restyict sven further the Commizsion’s autivor
ity to ralsase product-telated data. Consumer Product Safety Amendments of 1981, Pub, L.
No, —, § 1204, __ Stat. __ (amending 18 U.S.C. § 2055 (1978)).

4% Krulwich Intsrview, supre note 36.
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At a public meating with the agancy’s compliance staff, the hair-
dryer manufacturers and retailers made clear their general
willingness to effect 8 marketplace recall of hairdryers containing
asbestos and to repurchase hairdryers from consumers, The repre-
sentatives seemed eager to achieve a voluntary resolution of the
problem, rather than face formal proceedings under the CPS
Act*® In conformity with agreements negotiated following this
meeting, the CPSC’s Directorate of Compliance snd Enforcement
issued preliminary determinations of substantial product hazard
under section 15 of the CPS Act to all elavern manufacturers and
retailers that had attended the meeting.*** The agency received
formal, voluntary agreements for corrective action from all eleven
firms, which reportedly accounted for ninsty percent of the hair-
dryers containing asbestos then in consumer hands or in commer-
cial chanpels*** The Commission slso {ssued a list of brands of
hairdryers containing ssbestos, based upon information supplied at

- the meeting with the manufacturers and retailers.**

It is unclear whether the CPSC ever systematically considered
whether the risk posed by hairdryers in consumer hands was great
enough to warrant the cost of recall and repurchase. The agency
certainly did not then conduct, nor arrange for anyone else to con-
duct, a quantitative asaessment of the risk posed by continued use
of hairdryers already purchased. The alacrity with which the man-

© ufgetursrs and retailers agreed to repurchase deflated interest in

such an assessment. The agency also did not disclose whether it
had considered the possibility that manufacturers might resort to
substitutes for ashestos that might poss health hazards themselves,
Including an increased risk of fire, The Commission appsars simply
to have concluded that ashestos, @ known human carcinogen, was
present in, and likely to be discharged in some quantities by, the
hairdryers.

By late summer 1979, the CPSC had concluded recall agree-
ments with all major distributors of hairdryars containing asbestos.
The sgency was thus able effectively to “ban’ such products from
commerce without initisting formal proceedings, but it was not en-

s Id,
 Id.
- Id.
4t Press releasss were isaued April 8, April 17, and May 3, 1979, See id.
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tirely successful in terminating human sxposurs to the products. A
recent evaluation of recalis as a regulatory device reported that,
notwithstanding the public awareness of the hairdryer episode and
the Commission’s efforts to notify users, only tweunty percent of
all units covered by recall agreements were ever returned by
consumers,‘+*

The hairdryer episods convinced many CPSC staff members
that the agency could regulate products effectively without pro-
tracted administrative proceedings or procedural missteps. The
agency’s success strengthened the position of officials who believed
that regulation of chronic hazards should play a larger role.** The
episode also caused the Commissioners to order a staff atudy eval-
uating and recommending changes in its internal procedures *®

The resulting study concluded that the Commission had acted
only after WRC had broadcast the results of its own investigative
. reporting.‘* Staff membera were chagrined that the agency had
missed an opportunity to act before events made it appear that
once again it was responding only under pressure. The staff study
found a need to improve communication between agency compo-
nents and criticized the CPSC’s difficulty in arranging tests to de-
termine the kinds and quantities of asbeatos emitted from the
hairdryers.*” The study also stressed the importance of early eval-
uation. of . regulatozy options by-the Commissioners. Apparently,
agency staff members had considered using section 15 long before
the television reports galvanized the agency into action, but this
approach had not been discussed at the Commission level.*** Thus,
there was considerable uncertainty about what facts were impor-
tant as well as what procedures the agency should follow:

[TThe existing procedurss do not provide an adequate framework
for reaching e dacision relative to what further information is
necessary, obtaining the information and bringing it before the
Commission for & quick decision. The question of which regulatory

*® Product Recalls: Do They Work, CFA News, February, 1980,

* One result of this axperience has been the establishment by the Commission of a amal}
asbestos testing laborstory ac NIOSH's facilities in Cincinnatl. Kralwich Interview, supro
nots 38,

¢ See Warron Rervort, supra note 468.

= Jd, at 4.

o fd. at %-8.

= Jd at 79

. s em—— e e
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option to pursue is & recurring one, with significant policy implica-

tions. Genersl guidslines would not be helpful because each case

usually has @ unique set of circumstances. Procedures are needed

to assure that in important cases this issue is raised to the AED's

and Executive Director for a full assesament by the staff and

g"i‘}"l l(;.‘.‘oumel, and presented quickly to the Commission for
eCISI0nL.

G. Pending CPSC Actions
1. Asbestos

In October 1878, the CPSC announced a cooperative effort with
EPA to reduce public exposure to asbestos. In concurrent Advance
Notices of Proposed Rulemakings (ANPRs), the two agencies
stated their intentions to regulate sources of asbestos exposure
within their respective jurisdictions. Their snnounced objectives
wers to exchange information and to avoid duplicative
regulations, ‘™

( . The CPSC’s notice asserted thres reasons why consumer prod-
"ucts that release asbestos pose unique problems. First, products

used in 2 household setting subject young children and infants to

exposure. Second, asbastos fibers released into living quarters can

poas a continuing risk by remaining in a confined space and set-

7. = lgeneral envitonment. Finally, inlike- most workers exposed on'the
job, household membars have little protection from asbestos fibers
released from consumer products.**®

In this notics, the Commission set a huge task for itself. Drawing
primarily on the Kearney Report, the agency listed ninety-six cate-
- gories of consumer products containing asbestos.'*® Even though
many of these categoriss may be found to pose no health risk or to
fall outside the Commission’s jurisdiction, the investigation neces-
sary to make these judgments may proves difficult. To assemble the
data needed to determine whether regulatory action may be neces-
sary, the CPSC intends to require that manufacturers submit in-

4 Id. at 8-9.

¢ 44 Fod. Reg. 60,058 (1870},

¢ 44 Fed. Reg. 80,057, 80,087 {1979).
#* Id. at 60,060-81.

tling and resuspending in the air, rather than dispersing into the _
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formation on the use of asbestos in specified consumer products.'*
The ANPR sets forth six criteria for ranking the products to be
investigated:

(1) the number of units of the product estimated to be in use by
consumers; (2) the form and location of the asbestos in the prod-
ucts (3) the frequency, duration, manner, and location in the con-
sumer’s environment of product use, including such factors as the
expectad useful life of the product and the pressnce of heat and/or
moisture and the likelihood of abrasion during use or forseeable
misuse; (4) the Likely availability and feasibility of substitutes for
asbestos in the product; (5) the relative ease of data collaction and
analysis by the Commission and the reporting burden on industry;
and (8) ths degree of potential overlap of CPSC reporting requirs-
ments with the information gathering efforts of other regulatory
agencies, particularly the Environmentsl Protection Agency.'*

In describing the possible regulatory responses to the discovery
that a consumer preduct poses a risk of ashestoa exposurs, the
ANPR lists virtually every weapon in the agency’s regulatory
arsenal. ‘"

The CPSC’s current approach to asbestos has two distinctive
features. First, the Commission proposes initially to focus on, and
ban, all “nonessential” uses of asbestos in consumer products. The
agency stated that any action to eliminate nonessential uses would
rely simply on the fact of asbestos fiber emission rather than on
any guantitative assessment of risk.*** The Commisasion noted that
in prior cases, after considering the effects on the utility, availabil-

.~-ity, and cost_of products, it had approved regulatory action when’
" thers was an “absence of compelling evidence of unacceptable so-

cial or economic costs associated with removal of asbestos from the

* This would be done pursuant to § 27 of the 'S Ach 15 US.C. § 2078 (1978 & Supp.
I 1979).

#e 44 Fod. Reg. 80,087, 60,088 (1979).

* Id st 60,059, Although the Commisaion referred ta its powers under both the CPS Act
and the FHSA, it did not mention the possibility of a ban zgainst products posing a risk of
exposure to children pursuant to § 2(q){1)(A) of the FHSA.—~the waspon it attamptad to use
ageinst TRIS-treated garments.

e Id, gt 80,053-59. Thare is considerable doubt, after the Supreme Court’s banzene rul.
ing, whether this approach is sustainable. See notes 482.64 supre and accompanying text.
Moreover, it conflicts directly with the regulstory approach announced the same dsy by
EPA, which contampiates the use of quantitative risk asssssmsent. 44 Fed. Reg. 60,081,
60,083 (1978).

[P P .
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product.”*? Accordingly, it concluded that the extent of risk would
be sufficient to justify action once any release of asbestos is found
during reasonably foreseeable uss or misuse of a consumer product.
Only unacceptable social or economic costs would justify a differ-
ent response.®* The Commission said that it would consider a
number of factors when deciding whether a particular use of asbes-
tos is subject to its proposed “generic ban™ “the function per-
formed by the asbestos in the product, the benefit derived from
the use of asbestos in the product; and the availsbility and cost of
substitutas for the asbestos; and the safety of such substitutes. s
The second novel featurs of the CPSC’s asbestos notice is the
agency’s announced intention to regulate categories of products
that share a similar use of asbestos as a component. The agency’s
regulatory options include action to reduce consumer exposure
againat any product at the site where asbestos is released or regula-
tion of & category of products that releases asbestos, in addition to
the more traditional product-by-product approach.**

The ANPR reveals several unresolved issues in the CPSC’s cur-
rent approach to asbestos. The agency requested comment on
whather its list of consumer products possibly containing asbestos
was complete. It also invited comment on whether its focus on
nonessential uses of asbestos was sound; on what constitutes an
essential use of asbestos in consumer products; on whether the

. emission of asbestos, without more, should be sufficient to trigger
- 7% action against & nonessential use; and on whether “genaric”’ regula-

tion is legally supportable or advantageous.

‘The CPSC has taken additional steps related to regulation of
asbestos exposure since publication of the ANPR. First, it cospon-
sored with EPA a public “Workshop on Substitutes for Asbestoa”
to gather information on the potential health hazards of products
containing asbestos and of substitutes for asbestos.*** Second, the
CPSC approved a general order requiring 1,200 manufacturers to

Mt 44 Fed. Rey. 60,057, 60,058 (1979).

e Jd. at 80,058-59.

= Id. at 60,059.

- Jd . .

e 45 Fod. Reg. 35,414 (1980). The workshops wire to include talks on tecknicat, sco-
nomiec, and regulatory aspects of ashestos substitutes and the difficulty of substitution, =
reviaw of approximatsly 10 catsgories of asbestos products, and meetings on the health im-
plications of potentisl aitsrnatives to ssbastos. Jd.
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submit information concerning the use of asbestos in certain con-
sumer products.*** Commissioner Zagoria dissented from the order,
arguing that the request was too broad and that demands for infor-
mation should be limited to matters “demonstrably necessary” for
the CP8C to carry out its responsibilities.’**

2. Formaldehyde

In its evaluation of the carcinogenicity of formaldshyde, the
CPSC experimented with a novel procedure for assessing the risk
of a substance in consumer products. The agency drew explicitly
on the scientific expertise of other components of the federal gov-
ernment, perhaps sstting & useful precedent.

Formaldehyde*® is an ingredient in urea formaldehyds foam in-
sulation, which has been installed in many privata homas. In 1979,
the Formaldehyde Institute, an industry trade association, re-
ported to the CPSC that the preliminary results from tests con-
ducted by the Chemical Industry Institute for Toncology {CIIT)*~
indicated that formaldehyde had caused nasal cancer in rats ex-
posed to 15 ppm of the substance.”® Six government pathologists
repressnting the CPSC and other federal agencies visited the CIIT
laboratory and confirmed these interim findings.*** Several other
long-term animal studies conducted to determine the teratoganic
and carcinogenic potential of formaldehyde have yielded negative

. .
—— ~ e e, o

) “‘Tho-uunuheumwwhomn ikt e e

{dlescribe the usual marketing and use pattams of ueh produet identified, iueluchn‘:
pricas (e.g., price lists or achedules); promotional matarisls (to the extent they relate
to potential consumer uses); typical distribution channels (4.4, wholssale only, cats-
logue sales only, wholesale and rstail); regional distribution pattarns (a.g., nationwide,
Northwest only); and {ntended uses, functions, and appiications.

{19801 £ Cuzam. Raa. Rer. (BNA) 287-68.

we 1d. at 287,

e Formaldshyde has @ variety of important industrial uses, €., in tanning and textile
manufacturing, but it {s alse found in consumar products.

s The CIIT is, as the name implise, & research laboratory funded by privats commercial
sources, which tests chemicals to determine their haslth effects and seeks to develop and
fmprove test protacols. It is located in the Research Triengle in Narth Carvlina and snjoys a
reputation for high-quality scientific work,

a4 45 Fod. Reg. 34,031, 34,031 (1980). The COT study was to be completed by mid-1980,
Mors recent CTUT data raveals that rats axposed to 8 ppm of formaldehyde contract tumors.
Ses Commants on & Preliminary Draft of this articie by Janne Gallaghes (Dct. t, 1581)
[hersivafter cited s3 Gallagher Commants] (copy ¢n file with the Virginia Law Review
Association).

412 45 Fed. Reg. 34,031, 34,031 (1580).

ST
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results, but another recent study suggeats that formaldehyde may
have co-carcinogenic potential.***

Confronting these findings, the CPSC took two preliminary ac-
tions. First, it requested that the National Togicology Progrun
(NTP)** empanel a group of government scientists to review the
CHT study and assess the human health implications of exposure
to formaldehyde. This group was to evaluats the evidence of for-
maldehyde’s carcinogenicity, mutagenicity, and teratogenicity in
animals 3** The review group’s report, originally expected by the
end of July, was delayed until November 1980.%*

The CPSC’s effort to obtain the expert views of scientists
outaide the agency is noteworthy. The agsncy’s decision to seek the
help of the NTP in evaluating the CIIT data was joined by other

members of the IRLG, some of which are also interested in formal-

dehyde’s hazards. The approach not only enabled the CPSC to
gain the support of more distinguished scientists than could be
found among its own staff; it enhanced the credibility of the as-
sessment of risks on which the agency ultimately relied. Nor did
the decision to go outside the agency for the initial assessment of
carcinogenicity delay the CPSC’s action. Unlike asbestos, benzene,
and vinyl chloride, whose carcinogenicity waa well established
before the agency acted, formaldehyde presented a new issue, not

8 45 Fed. Reg. 39,434, 39,438 (1880). In other words, “formsldehyds may incresse the
incidence of tumors when combinad with a differsnt substancs that is inown to be e carcin-
ogwn” Id,

4% The NTP was established in late 1978 by then-Sacratary of Haslth, Education & Wel-
fare Califano. 43 Fed. Rex. 53.060 (1978). The purpose of the program was to cantralize and
strengthen the Department’s toxicological ressarch and testing programs and ta provide ad.
vice and information to research and reguistory sgencies. Four sgencies of HEW compose
the NTP; the Nationa! Centar for Toxicological Ressarch {a component of FDA with fund-
ing as wall from EPA); the NCI; NIOSH (part of the Centar for Disesse Contral); and the
National Institute of Environmental Health Sciencea (part of the Natiowal Institutes of

- Health), 1 NTP Technical Bulletin 2 (1979) {copy cn file with the Virginia Law Review

Association).

8¢ 45 Fed. Reg. 34,031, 34,031 (1980).

9% The panel, whick conrsistad of 16 ssnior government scisntists, delivered its report on
November 21, 1580, 48 Fed. Reg. 11,188, 11,190 {1581).

h1e 45 Fed. Reg. 30,434 (1950).

-

"The CPSC’s #écond action was a proposal to require disclosure
of the risk posed by urea formaldshyde (UF) foam insulation.®*¢
Based on demonstrated acute and noncarcinogenic chronic effects

-,'Jmt for the CPSC, but:for tha other-IRLG agencies as well.. —-—- ._ .
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in humans exposed to formaldehyde gas, the Commission propossd
that manufacturers of UF foam insulation provide specific per-
formance and technical data to prospective purchasers to alert
them about the insulation's possible adverse health effects.®*? The
agency specifically kept open the possibility that the final rule
might require notice of the cancer risk or of other chronic hazards.
The preamble cailed attention to the ongoing scientific review of
the CIIT study.’:*®

The CPSC's discussion of the economic effect of disclosure was
decidedly conclusory. Though the agency conceded that the result-
ing decrease in demand for UF foam insulation had not been de-
termined, it asserted that the adverse economic consequences
probably would not be significant. It did not discuss the sconomic
effacts of requiring a cancer warning.*** Mors troubling, the propo-
sal made no attempt to explain why notification of consumers
might be appropriate in this context when the agency declined to
consider it for other cancer hazards, such as hairdryers containing
ashestos.

The CPSC’s more dramatic initiative began in February 1981,
following its evaluation of the NTP work group’s assesarnent of
formaldehyde's carcinogenicity. The agency concurred in the N'TP

St - ;_..-‘5-;-'..-:1_-[‘.'.‘ 39,439, - dmee ) . P .
7 e . -Iiin commenting on this proposal, intarested parsons should take into sccount the
T TS possibility that, based on the assessment of existing information by the panel of fed-
. eral scientists as wall as additional information that is obtained during this rulemak.
{ng, the Commission may decide to include information conesrning the pessible long.
terma health effects {n the notification if the Commissicn fasues & final rule. In this
regard the Commission coulds

{3) Iasus a raquirement for a notification that includes & statement concerning the
carcinogenic potential to humans of exposure to formaldehyde.
The Commission requests intarsitad persons commenting an this proposed regulae
tion to addresa these possibilitien
Id

8 1d, at 39,428-39,

“* The CPSC's proposed notification rule would not apply [n all contests in which con~
sumers are exposad to insulation containing formaldehyde. Manufacturers of UF foam insu~
lation would be required to nctify prospective purchasers of the product to be used in pri.
vate construction. Use of the product in commsrcial buildings, recrestionsl facilitiee,
schools, and other public buildings would be excluded, howevsr, becsuss “moat of the com-
plaints . . . recsived to date concern homes or residences.” The proposed rule alse would
not extand ta Imulation sold to builders for installation in homes latar sold to consuraers or
to ellers of homes in which the insulatfon had alrsady been installsd. The Commission
belisved that section 27(a) of the CPS Act would ot extand to those ssttings. Jd. at 19,438,
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panel’s judgment that the material had been shown to cause cancer
in rats and probably in mice, and it proposed to ban future instal-
lation of UF foam insulation in homes and businessea,

The Commission’s preaamble represents its most recent discus-
sion of the criteria it follows in regulating carcinogens in consumer
products, and therefors merits special attention. The CPSC ac-
knowledged that the health hazards of UF foam insulation were
first brought to its attention when the Denver Diatrict Attorneys’
Consumer Office in 1976 filed a petition asking the agency to set a
safety standard for the product. The preambls summarizes the
agency's rationgle for proposing to ban the matarial, Unlike its sar-
lier ANPR for asbestos, which suggests that any exposure would
pose an unreasonable risk, the CPSC’s evaluation of formaldehyde
discusses pravailing levels of human sxposure and provides a quan-
titative assesament of the risk of cancer.*

Several features of the CPSC’s formaldehyde proposal war-
rant comment. First, the agency made clear that any ban would
apply only to future installations, and would not require retrofit-
ting of buildings in which UF foam insulation had been installed
previously.'s

Second, in sharp contrast with its professed skepticiam of quan-
titative risk assessment in the asbestcs ANPR, the agency em-
. braced the technique, albeit cautiously, and -concluded .that as
many a3 twenty-th,ru additional cancers might occur each year
among residents of newly insulatad buildings if UF foam insulation
were not banned.’®® The risk assessment was performed by the
CPSC's staff, based upon the NTP panel’s analysis of the doge-
responses relationship displayed by the CIIT data.’** After estimat-
ing the dose-response curve for formaldehyde, the staff projected
the incidence of cancer among persons exposed to formaldehyde
gas in insulated homes. To determine levels of exposurs, the staff
relied on actual measurements of formaldehyde obtained in insu.
lated homes whose owners had complained about noxious odors
and on laboratory simulations of levels occurring in homes with

2 46 Fed. Reg. 11,188 (1981).
W Id. st 11,180,

ws Jd. st 11,195,

2 Jd. at 11,150-02.
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lower concentrations."™ It estimated that the so-called “complaint
homes” represented 6.9% of all UF foam-insulated residences, and
concluded that of the 120,000 people exposed, a8 many as thirty~
five would contract cancer.’** The agency did not acknowledge that
these “additional” cancers would not be prevented by its ban,
which would not apply to insulation already installed. In compar-
ing the health benefits of its proposed action with the economic
costs, howeaver, the agency counted only the twenty-thres “addi-
tional” cases likely to occur among residents of homes yst to be
insulated.***

The Commission’s assessment of the economic effects of a ban of
UF foam insulation is at once the most elaborate it has performed
for any chronic hazard and the most seriously deficient. The
agency identifled the groups primarily affected as chemical manu.
facturers and importers; foam insulation contractors; and consum-
ers, who would forgo energy savings or possibly experience a reduc-
tion in real estats values, The agency’s analysis of the anticipated
costs for those thrae groups is thoughtful but inconclusive, in that
it does not attsmpt to estimate the aggregate costs of a ban. For
the first group, the Commission concluded: “The maximum impact
of a ban for manufacturers and distributors of the component
materials used to make U.F. foam insulation may be the exodus of
19 firms from the industry, with a loss in employment of approxi-
mately 250 to 350 persons.”*** The Commission made no attempt

- wn.. » to place 2 dollar figure on this outcome. Its analysis of the effects
-7 v .77 on the 600 to 800 installers of insulation, who currently receive up
-Zl e = to $120 million each year for sales of UF foam insulation’'* does
not suggest any magnitude. The Commission’s discussion of the
energy savings that owners would forgo because their buildings
could not be insulated sffectively with substitutes far UF foam is
mote convincing. The staff estimated that owners of such resi.
dences would forgo energy savings of betwsen $204,000 to §518,000
each year that insulation could not be installed. It assumed that
energy prices would rise at the rate of between five and ten percent

e Jd at 11,192.83,
s 1d, at 11,184,
3¢ Id. at 11,195,
W 1d. at 11,200,
¥ (- A
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a year during a predicted ten-year period before alternative insu-
lating materials became available.***

The third notable feature of the proposal is the CPSC’s self-con-
scious attempt to weigh the costs and benefits of the ban. The
sgency construed the relevant case law as requiring that “the bene-

- fits of the regulatory action . . . bear a reasonable relationship to

the costs.”* Although it asserted that it had no obligation to
quantify costs and benefits, the agency nonetheless concluded that
whether assessed qualitatively or quantitatively, the benefits of a
ban would besr a reasonable relationship to the costs.®® It then
attempted to demonstrats that the prevention of an estimated
twenty-three additional cases of cancer a year would bs worth the
economic costs of banning UF foam insulation:

The principal messure of the direct societal coats of a ban of U.F.
foam insulation would be the foregone energy savings (or higher
future energy costs) resulting from the buildings that are not insu-
lated becauss of the ahsence of UF. foam insulation from the
market. . . .

« + . The foragone energy savings from these homes is estimated
to be 35 to 87 billion Btu’s, with a value of $204,000 to $518,000, at
1980 energy prices. The staff has evaluated futurs foregone snergy
savings by discounting these savings to their present value. Based
on these calculations, the present value of foregone energy savings

,;_“‘_ . xesulting from a ban of U.F. fomimuhtionwau.ldnn:ofmmap- -

- iR ...'-...—:- prox-nnltoly 31 ﬁ"nnlhqn-to 35.2‘milﬂon R TTess Tl Wi

If the estimated value of foregone energy savings is compmd to
the estimatad risk of 23 cases of cancer that might sventually re-
sult from these installations each year, based on the upper value of
the estimated range of risk, the calculated cost per eancer avoided
would range from 370,000 to $226,000 per year.

This range addresses only the benefits of avoided incidences of
cancer in tarms of foregone energy savings. Although additional
benefits can not be reliably quantified, a ban would also benefit
society in the following ways: (1) avoidance of the costs of lives lost
and the medical and social costs for treatment of cancer; (2) reduc-
ing the costs of adverse acute health offscts caused by formalde-
hyde; (3) avoidance of the costs of remedial measures to attempt to
correct problems in future installations, including the coets of re-

e Id. at 11,202,
e Id. at 11,201,
e 1d.
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moving foam from residences; and (¢) avoidance of costs incurred
due to time lost from work, rental of other residences, and coats of
litigation involving installations,

When the benefits of avoided incidences of cancer and the addi-
tional benefits described above are considered in relationship to
the facts that the ban is likely to result in a relatively minor im.
pact to the economy as a whole, and will result in mtinimal energy
losses becauss of the raady gvailability of substitute types of insu-
lation for most applications, the Commission preliminarily con.
cludes that the bensfits of the ban do bear a reasonable relation-
ship, and do in fast justify, the costs of the regulatory sction=*

V. AnNALYSIS AND CONCLUSIONS

The CPSC has not played a decisive role in regulating potential
carcinogens. It has assumed a reactive posture, largely responding
to hazards identifisd by other bodies and by public petitions. In all
but two instances, the CPSC has acted only after other sgenciea
initiated regulation, and usuaily after manufacturers ceased using
the substances in consumer products. In some cases, the Commis-
sion’s intervention has amounted to little more than a gesturs.

Earlier sections of this article have described difficulties encoun-
tered by the CPSC in regulating chronic healith hazards. This sec-
tion speculates ahout their causes and suggests solutions. Before

) .. discussing these problems,. howaever, three preliminary ohservitions’
--;-'1'-——“ e ,'* al‘c in order, First, certain ‘difficultiss are inherent in the Commis-

y a—

slon ’s mission and organizational structure. The Commission’s ju-

risdiction over all “consumer products” embraces a boundless ar-
ray of articles and potential health hazards. Furthermore, a multi-
member agency inevitably faces unique problems in internal com-
munications and in reaching consensus, These functions are fur-
ther complicated by the formal requirements of the Sunshine
Act. %

Second, any agency responsible for regulating potential human
carcinogens confronts large scientific uncertainties. Determinations
of carcinogenic potency and human exposure often rest on specula-
tive evidence, which may frustrate quantification. The limits of sci-
entific understanding are a continuing impediment to intelligent

s 74 at 11,202 (footuota omitted).
88 Government in the Sunshine Act, 5 U.S.C. § 552b (1977

APO0O017149 -
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regulation. Furthermore, all health regulatory sgencies** depend
on data from outside sources, both in deciding what substances to
regulats and in determining what controls to impoas.

Third, the current Commissioners are aware of the agency’s ear-
lier missteps. They have, for example, improved the agency’s inter-
nal system for identifying and evaluating substances that warrant
regulation.’** It is not yet clear, however, whether recant agency
initiatives, which have yet to be tested in specific regulatory pro-
ceedings, will avoid the difficulties experienced in the past.

A. The Commission’s Agenda

The CPSC has been frustrated in its efforts to establish and fol-
low priorities for regulating chronic health hazards, Its main diffi.
culty has not been in identifying substances that may pose a risk
of cancer if present in consumer products; the Commission has re-
lied largely on ocutside scientific bodies and published research to
identify suspected carcinogens.®** Instead, the agency has faced its
major difficulty in setting and following priorities for investigating
and regulating suspected carcinogens. Ssveral circumstances have
impeded the Comzmsmon s efforts to set and follow theaa

,»pnonties . . T I S T

e .,_._._n...a....——_... T 2 -(J (q,a‘...,-— Nk, pema L o e
- -

I Agency Jumd:ctwn

The Commission’s statutory jurisdiction encompasses an unusu-
ally broad and diverse universe of products. Although FDA and
EPA also have broad responsibilities, they have been able to creata
subunits responsibls for such relatively discrete categories as food,

. drugs, cosmetics, and pesticides.’** Moreover, unlike the CPSC,

w Je., FDA, EPA, OSHA, the CPSC, and the Food Safety and Quality Sarvice of the
Deparimaent of Agriculture.

s See notes 240-49 supra and eccompanying text.

s See note 243 supra and accompanying text.

™ FDA and EPA are both organized around their special areas of responsibility. FDA is
divided into aix product-specific bureaus {(foods, drugs, vetsrinary medicine, radiclogical
heaith, biologics, and medical devices) and two functional offices (National Center for Toxi-
cological Research and Executive Divector for Regional Operations). Each buresu is further
subdivided according to regulatory function. The Buresu of Drugs, for ezample, comprises
the following function-orisnted components: Information Systems, Biometries and Epidemi- .
ology, Pharmuceutical Ressszch and Testing, Drug Monographs, New Drug Evalustion, and
Compliance.

EPA is organized both by function and statutary responsibility. The first tier of offices

" AP00017150
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those agencies administer liconsing schermes for many classes of
products. Required premarket approval permits discovery of many
potential problems before public exposure occurs, and forces pro-
ducers to generate much of the data needed for regulatory deci-
sionmaking.*** Although manufacturers are formally required to
notify the CPSC of “substantial product hazards” presented by

" marketed products,® they have little incentive to test their prod-

ucts for nonobvious hazards. The Commission must discover most
of the hazards to which consumers are sxposed on its own. This
task is complicated by the lack of an accurate inventory of prod-
ucts available for consummer use and by the paucity of ready infor-
mation about their design and formulation. Ignorance about poten-
tinl human uptake of materials used in consumer products
increases the difficulty of identifying regulatory targets, With the
exception of chiorofluorocarbon propellants, each carcinogen that

the CPSC has attempted to regulats has presented the agency with

unique exposure issues.*™*

2. Agency Resources

The CPSC’s limited budget and scientific resources have frus-
trated its attempts to set regulatory priorities within its broad po-
tential jurisdiction. Establishing priarities would be difficult
enough if the agency were concerned only with chronic hazards,

.- but_it also has the additional, and perhaps primary, responsibility
~o of reguhtmg ptoducts posing risks of acute injury or illness®?

" conslsts of the Assistant Administrators for Planning and Management, Research and De-

welopment, Water and Hazardous Matarials, Air and Waste Management, and Enforcement.
The second tier reflects EPA’ subject matter y;ponsibilitien. For example, the Office of
Water and Hazardous Materiels encompassss the offices of Pesticide Programs, Toxic Sub-
stances, Water Planning snd Standards, Water Program Operations, end Water Supply.

Thesa strsctures contribute to the agenciw’ continuity, and minimize the risk of ad hoc
distrections to which less-specialized organizational sructures are susceptible. [1974] FDA
Anxn. Rer. 997, 1000, 1084; US, Envrhr, Protection AcEncY, Operating Year Guidance far
the Fisal Year 1987, in EPA Mawvar (Pebruery 1980): U.S. EnvrL PROTECTION AGENCY,
Finding Your Way Through EPA, in EPA Dmzcrory (Juns 1978).

¢ Heller Intervisw, supro note 32

“ CPS Act § 18, 18 US.C. § 2084 (1976).

“e Prposure to substanees in consumer products can occur through inhatation, dermal
contact, and ingsstion. Furthermore, the frequency, duration, and mannsr of use of con-
sumer products vary widely.

M4 See discussion at notes 22-28 supre and accompanying text regarding the Commis-
sion’s reticence about entering the chronic hazards reguiation aren
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Thus, the agency must initially determine what portion of its lim-
ited resources it should devote to chronic hazards.*** Within this

. more limited universe, it must then set its agenda of specific regu-

latory targets.

3. Vulnerability to Petitions

Public petitions have played an important role in determining
the substances that the CPSC has chosen to regulate.** All seven
of the CPSC's regulatory actions against carcinogens were begun
after the agency recsived petitions from one or more outside orga-
nizations.** In the instances where the Commission staff had com-
menced evaluation of the substances before a petition was filed,
other agencies already had initiated regulatory proceedings.

Although the petition process may assure CPSC responsiveness
to immediate public concerns, the attention given to petitions by
both the staff and the media can distort judgments about how the
agency should allocate its limited resources. The potential for dis-
ruption is substantial, given that a majority of the petitions re-
ceived by the CPSC have been submitted by industry groups.%*
This workload depleies agency resources because the statutory
time limit for response has led the Commission routinely to under-
take immediate review of petitions.**

The CPSC should explore ways to coordinate its handling of pe-

‘- . Mtions with pursuit.of its owiv priorities The agency . could “ac- .
" cept” petitions and then assign them priorities determined by its

own criteria. Alternatively, it might “grant” facially meritorious
petitions by publishing ANPRs calling for public comment, thus
satisfying the 120-day pericd for response. Finally, the agency
could grant or deny petitions based on the availability of agency

¢ See nots 28 suprs for & discossion of the CPSC budgst.

4% See potes 54-85 supro and sccompanying text for 3 discusion of the petition procese.

44 See Dotes 262.305 supra and sccompanying taxt (virryl chloride); notes 306-35 supra
and accompanying text {chioroflucrocarbons); notss 338-33 supre and sccompanying text
(TRISY; notes 384-430 supru and accompanying text (asbestos in petching compounda and
emberixing materials); notss 431-84 supra and accompanying text (bensens); notes 485-92
supra and secampanying taxt (bairdryers containing ashestos); mm-s:mpmanam-
companying text (urea formaldehyde foam insulation).

s CPSC Priorities, saupre nots 234, at 6 (Statler, Comm’s, di-mﬂng) But see id., Con-
curring Opinion of Commissionsr R. David Pittls, Jan. 29, 1980, at 5-11 (arguing that indus-
try groups have not flooded the agency with patitions).

¢ Prouss Interview, supra note 32, See notes 232-35 aupre and socompenying text.

AP00017152




L

1364 Virginia Law Review  [Vol 87:1261

resources.*” Although these approaches might stretch the statu-
tory language™?® courts should bs persuaded that the CPS Act’a
requirements are sufficiently flexible to embracs these or other

means of responding to petitions instead of allowing them to dic-

tate the agency’s agenda.

A more skeptical spproach to public petitions would have two
advantages. First, it would give the CPSC greater control over the
allocation of its limited resources, thershy facilitating more sys-
tematic responses to chronic hazards, Second, the agency's adher-
ence to its internal agenda would strengthen its image as an eoffac-
tive regulator.

4. Internal Review Procass

The Commission established an internal -review system for
chronic hazards late in 1378.%® Focusing on lists of suspected car-
cinogens assembled by outside groups, the review group deter-
mines whether suck substances are found in products within the
agency’s jurisdiction and estimates the extent of potential human
exposure. The CPSC has not yet regulated any substance identi-
fied by this review system, but several substances are current can-
didates for regulation.’® The review procedure confronts two inter-
nal problems. First, there is no time limit for action on internally

" developed priorities.’®* The resulting competition for resources and

consequent unpredictability impede creation of 2 coherent system

»_that_would -allow the-agsndy:to control its’ agenda. Second, it re.

mains unclear which office within the agency will set the priorities
among subatances found to merit attention. The official in charge
of the Commission’s chronic hazards program is primarily respon-
sible for ths internal review, but until very recently he lacked for-

#* CPSC Prioritiee, supra note 238, at §-8 {Statler, Comm’r, dissanting).

e Section 10{e) of the CP8 Act pravides: ‘“The Commission may hold a publie hearing or
may conduct wuck invastipation or precaeding ss it deems appropriate in order to datermine
whether or not such petition should be grasted.” 15 U.S.C. § 2055(c) (1978) (emphaesis ad-
ded), Section 10(d) states: “Within 120 days after filing of a petition . . . the Commission
shall grant or deny the petition.” 15 U.S.C. § 2039{d) {1974). Thus, a formsl investigatioa is
not required, although surely Congress expectad some Inquiry,

*4 Qallagher Intervisw, supre note 22; Heller Intesview, supra note 32; Preurs Intarview,
supra note 32.

%* These substances includs respirable asbestos. hazardous dyes, and percitioroethylens.
{1981} 4 Cuxm. Rza. Rer. (BNA) 1621,

# Krulwich Intarview, supra note 38.

- .‘
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mal suthority to assign work, allocats resources, or fix deadlines.’**

B. Criteria for Regulation
1. Risk, Cost, and Benefit Analysis

The CPSC rarely has analyzed carefully the health or economic
consequences of its actions invalving carcinogens. The agency’s for-
mal statements often have been conclusory, sometimes reciting
simply that the Commission “carsfully considered” pertinent fac-
tors.’*s The passages from the documenis quoted in Section IV re-
present the agency’s full explanation of its decisions. In three in-
stances, the Commission attempted to quantify a product’s risks **
but on occasion, it also has spurned such analysis.®* The. agency
kas not explained the weight accorded such factors as the avail-
ability of substitutes for a banned substance, the effect of regula-
tion on product price, performance and availability, and the costs
of repurchase. The agency’s discussions of exposurs levels often
have betrayed a lack of both data and investigation.**

One explanation for the CPSC’s apparent superficiality is tech-
nical. Quantification of human risk requires accurats estimates of

human exposure. The agency not only faces technological problems- -
“in’ pieasuring many-exposures, -biit it also possesses limited re-

sources for the necessary tests. Measurement of consumer sxposurs
often requires novel methods that are expensive to develop.**’ The
technical difficulties of risk quantification are not the full explana-
tion, however. The CPSC has denied that it is legally required to
quantify risks or costs,*® The CPS Act requires that it waigh cer-

»rd,

2 See, ¢.4., 39 Ped. Reg. 30,112 (1974) (CPSC ban of ssrosclized vinyl chloride); 42 Fed.
Reg. 42,780 {1977} (final statament of CPSC on ehioroflucrocarbon propellants).

4 Qee 43 Ped. Reg. 21,839, 21,8¢0-41 (1978) (proposal W regulate benzene); 42 Fed. Rey.
18,850, 18,880-51 (1877) {interpretation of TRIS as & banned hazardous substance); <6 Fed.
Reg. 11,188, 11,100-93 {1381) {proposed ban of urea farmaldebyde insulation).

s See Advance Natice of Proposed Rulsmaking on Asbestos, 44 Ped. Rag. 60,087, 80,057
{1879).

se Ger, 0.2, the agency’s propossd rule on benzene, in which it rewsarked: “While the
Commission recognizes that much of the data discussed below concern benzene sxposure in
an industrial setting, the Commisslon points cut that it doss have some information coa-
carning consumer exposure.” {3 Fed. Reg. 21,839, 21,838 {(1973).

' Krulwich Interview, supra note ¥8; Preusa Interview, supro note 32,

4+ See notes 84-113 supra and accompanying test for a deseription of the criteria used by
the CPSC. In its proposed ban of urea formaldehyde insulation, the sgency mgitprated its
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tain risk snd cost factors,"* but the legislative history indicates
that a formal cost-benefit analysis is not mandated.*® Prior to its
proposed ban on formaldehyde, the Commission had rejected argu-

ments that the statutery language requiring that product safety
rules be “reasonably necessary” to eliminate a risk of injury or ill-
ness required quantification of health benefits.'® .

The CPSC has combined two approaches in evaluating consumer
exposure. Usually, it has made an informed guess about whether
consumers will be exposed significantly to a hazardous material in
consumer producta. In its proposal to ban benzene, the Commis-
sion apparently made a “seat-of-the-pants” judgment about how
much benzene a “typical” product user might encounter.** Invari-
ably, however, the Commission has gone on to emphasize that safe
levels for carcinogens bave not been known, and that any con-
firmed exposure warrants regulatory action unless there is a com-
pelling reason to ailow continued use of the material. Tha CPSC
used this approach in its action against patching compounds and,
again hypothatically, in its ANPR on asbestos."* The Commission
hag not yet confronted the question of what formula it will employ
when it finds the use of a carcinogen in a consumer product impor-
tant, but the issue appears inescapable after the Supreme Court’s
recent decmon ovorturnm¢ OSHA s exposuro atandazd for

M el ¢ v FEN - _---_-
e - P -

Lo <bonzene.“‘ R *, e iymes et 4 rtteme T

2. Scurmfw Cnterza

No one has seriously challenged the CPSC’s characterization of
any chemical as a carcinogen, but the agency has never relied
solely on its own scientists to support its judgment. The CPSC’s
acceptance of other agencies’ judgments concerning vinyl chloride,

position: “The statute does not require the Commission to quantify the potantial costs and

benefits before taking regulatory action.” 44 Fed. Reg. 11,188, 11,201 (1981) {citation omit-
ted). Cautious after the Industrivl Union decision, however, the CPSC did attampt such an
analysis. I'd, st 11,188-21L

ws CPS Act § 9(c), 15 U.S.C. § 2058(c) (1978).

we See note 90 supre and accompanyioy text,

%! Sae Advence Notice of Proposed Rulsmaking on Asbestos, 44 Fad. Rag. 60,087 (1979).
See generaily CPSC Cancer Policy, 43 Fed. Reg. 25,658 (1978).

¢ See notes 443-48 supre and sccompanying text,

we See notes 399-401 supre and sccompanying text. Sce also Advines Notice of Proposed
Rulamaking on Asbestos, ¢4 Fed. Reg, 60,087, 80,058 (1579).

4 See notes 482-84 supra and sccompenying text.
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asbestas, benzene, and chlorofluorocarhon propellanta demon-
strates that it has adhered to the same tenets in identifying carcin-

ogens and in evaluating their risks as have other federal agencies.

These precepts include the acceptance of positive results in animal
experiments as evidence of potential human risk, a skepticism to-
ward negative epidemiological studies, and the assumption that no
level of & carcinogen can be shown to be safe for ail exposed indi-
viduals, Thesa tanets formed the basis of the Commission’s 1978
cancer policy, which was set aside in the Dow Chamical case and
was replaced subsequently by the IRLG’s own statement of princi-
ples for evaluating carcinogens.*** The CPSC’s reliance on outside
agencies also reflects its shortage of trained scientists, As late as
1978, the agency employed only one toxicologist, who worked in
bath the acute and chronic hazards programs.*** The CPSC's over-
worked staff, shortage of resources for in-house testing and analy-
sis, and general lack of experience also contribute to its reactive
posture. Gaps in the agency’s scientific analysis often batray defi-
ciencies in the available data. Information about exposure levels
and human uptake is typically sparse. In many cases, no methodol-
ogy has been developed to measure human exposure, or levels may
be too low to be measured.

Section 30(d) of the CPS Act permits the Commizsion to choose
the legal remedy best suited to fulfilling the “public intsrest.”™
Neither the statutory language nor the legislative history offers
guidance in applying this standard beyond suggesting that the
agency should have flexibility in selecting its regulatory tools. In
the proceedings the agency has begun, it has relied on five differ.
ent statutory provisions,*® The Commission’s disparate ap-

4 See notss 182-231 supre and accompanying taxt for & discussion of the 1978 cancer
policy and the Dow Chemical case. On the IRLG cancer policy, see T. McGarity, supre note
227, at 9-11,

¢ Prets Intarview, supre note 32.

o+ Section 30(d) identifies the FHSA, the Poison Prevention Pnch:in' Act, and the
Flammable Fabrics Act s statutas under which the CPSC may regulate risks of injury aseo-
ciated with consumer products. 15 US.C. § 2075(d) (1978).

¢ The Commisgion has relied on the “banned hazardous substance™ suthority of the
FHSA (vinyl chloride; TRIS), the labeling requirements of the CP3 Act (chlorofluaro-
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proaches to vinyl chloride, TRIS, benzene, and asbestos in hairdry-

ers are difficult to reconcile on theoretical grounds; it appears

simply to have seized upon the statutory options that have permit. -
ted it to act promptly and, when possible, without having to con-

duct a formal hearing. As a general approach, this is sure to be
controversial. The CPSC understandably desires to reduce con-

sumer exposure to carcinogens as promptly as possible, but it

should not be able to avoid systematic examination of the risks

posed by consumer products and the costs of their control.

The Commission’s actions againat vinyl chloride and TRIS were
awkward, if not inept. They were taken in disregard of obvious le-
gal risks,*** and both met judicial reversal. The CPSC has dis-
played greater skill in more recent actions. Its ban of patching
compounds and emberizing materiala containing respirable asbes-
tos was completed within approximately six months without any
loss of opportunity for interested parties to participate, although )
by the time the agency commenced rulemaking, asbestos use in
these products had ceased voluntarily.*”® Where the costs of elimi-
nating or reducing exposure are higher, however, the Commission
w..i . . cannot expect lack of interest to clear its path.

"=’ .. CPSC officials have expressed pride in their handling of regula- -
" tiom of hairdryers containing asbestos, noting the speed with which
the effective “ban” was implemented.’”™ This result was achieved,
however, at the expense of both internal analysis and public under-
standing. No contemporaneous study was made of the dimensions
of the risk associated with those products or of the costs of a com-
prehensive recall. Nor was any legislative authority formally in-
voked to effect the recall; it was undertaken voluntarily, because
the retailers and manufacturers did not wish to jeopardize their
goodwill with consumers.

carbons; ures formaldehyds insulation), the “substantisi produet herard” provision of the
CPS Act (hairdryers containing asheatcs), and the administrative banning authority of the
CPS Act (patching compounds containing sabestos; benzens).

W Qee notes 262-208 supra and accompanying text (discusaion of vinyl chioride action):
notes 338-83 supre and accompanying text (discuseion of TRIS action).

% See notes 384-430 supre and accompanying text {discussion of patching compounds/
emberizing materials actions).

2 Krulwich Interview, supre note 38,
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2. Importance of Recall and Repurchase

A recurrent point of controversy in CPSC actions sgainst carcin-
ogens has been the status of existing product stocks. In no com-
pleted CPSC action have manufacturers disputed the ultimats fate
of the challenged substance, and in three instances use of the sub-
stance was discontinued before the agency commenced regulation.
In several cases, however, the disposition of unsold inventory be-
came 8 major issus. The CPSC’s action against vinyl chioride
would not have been contested had the agency not insisted on ex-
tending its ban to cover products already distributed, thereby trig-
gering the automatic repurchase provisions of the FHSA.%* Simi.
larly, the agency’s assault on TRIS foundered over the scope and
incidence of repurchase obligations.*® By.contrast, the ban on
patching compounds and emberizing materials containing asbestos,
which scarcely touched outstanding products, was not contested.”™

This does not suggest that the CPSC should ignore products al-
ready distributed and focus only on future use of carcinogenic sub-
atances. Sometimes human exposurs to outstanding stocks may be
too significant to neglect, although none of the actions examined
here appears to have posed such & case. The case studies, however,
do illustrate the practical importance of the repurchase/recall de-
cision. The agency should assess the risks posed by distributed
products independently and consider their disposition as an issue

- separate from the broader question of whether continuing use of a
' substance poses an unacceptable risk.

D. Program Management
Both the CPSC’s organization and some of its policies have re-
peatedly impeded its performance in regulating carcinogens.
1. Internal Organization

Recognizing the wide range of products subject to its jurisdic-
tion, the Commission initially chose an organizational structure
that would give it maximum flexibility. Under the agency’s matrix

** See notes 298-300 supra and accompanying text for discusaion of the challenge to the
rocell and repurchase order in the acticn against vinyl chloride.

47 Ses notes 158-74 supra and accompanying text.

41 See notes 384.430 supro and accompanying text.
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organization, the persons responsible for preparing briefing materi-
als and regulatory documents often changed with each assignment.
For regulatory actions ageinst many product hazards, assembling
teams of staff specialists on an ad hoc basis may be a practical
approach. For chronic hazards, however, such an approach ulti-
mately is frustrating. Effective regulation of carcinogens requires a
staff that is familiar with and understands the scientific principles
involved, Only by moving toward a structure of fixed psraonnel as-
signments for chronic hazards has the CPSC's staff begun to de-
velop the lind of experience that will permit sophisticated evalua-
tion of carcinogens in consumer products.

2. Openness

The Commission’s ritualistic observancs of the Government in
the Sunshine Act'™ and the Freedom of Information Act*™ (FOIA)
also has hampered its effectiveness. The agency’s view of the Sun-

shine Act is that all meetings involving the Commissioners as a-

group and the agency staff must occur in public. These include
preliminary briefings, discussions about regulatory options, and de-

"batas over agency priorities. This approach has impeded the Com-

missioners’ ability to provide direction to the staff and has
discouraged candid discussion of regulatory strategies, because
attorneys representing affected firms attend the critical mestings.

. All discussions between indusiry representatives and the Commis-

sioners or agency staff also occur in public. This inhibits candid
negotiations and discourages voluntary disclosure of sensitive
product information.*™

The CPSC has adoptad an equally genercus reading of the
FOIA. Staff documents ordinarily can be released to the public as
soon as one office—at any level—approves them and passes them
along the bureaucratic chain. Thus, staff recommendations are
sometimes publicly available before they are discussed with the
Commissioners. These documents do not ordinarily reflect official
policy, and they may contain misleading information. Further-

o 5 U.S.C. § 552(b) (1978). For general discussions, see Statler, Lat the Sunshine Ini, 67
AB.AJ. 3713, 575 (May 1981); Moss Reronr, supro note 91, at 241

o 5 U.S.C. § 352 (1376). See also Statler, supre note 573; Moss Revorr, suprs note 91,
at 241. '

*T Statler, supra note 375, at 574,
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more, early access to staff documents may provide intelligence to
potential regulatory targets that can be used to impede Commis-
sion action,*’*

The consequences of the CPSC’s historic dedication to “open-
ness” as an agency objective recently provoked the following com-
ments from one member, Commissoner Statler, who recently
served as Acting Chairman of the Commiasion:

Instead of weighing the competing values of consumer protection
and open decision making, the commission simply assumed that
total openness could be cbtained without detracting from its safety
mandate. It was felt that openness could only enhance the quality
of decisions affecting consumer health and safety.

« « « [Rlegulatory agencies must accord top priority to their
substantive mandates, to what Congress originally asked of them,
to their raizon d'etre. Adding other lsudable aims to their
task—openness, among them-—has taken its toll. At times the
added burdens have impaired the ability of these agencies to ac-
complish their primsry mandatss. Even praissworthy means, such
as open decisions openly arrived at, do not justify poor reguhtory
results,

.  When a formal regulatory decision is at hand, openness should

. .- . be preserved to the extent possible. . . . But when an agency is .. _

... simply exploring issues devoid'of“iny. immediste regulatory.’ im-._ g

pact—and especially at an early or preliminary ntaco—u.nfottered
discussion should be encouraged. If candid dislogue is inhibited by
openness and the overriding public interest does not suffer from

any one person’s exclusion, then preserving opennses in those cir-
cumstances may be unwarranted.*”

E. Conclusion

The CPSC's contribution to the federal effort to regulate expo-
surs to carcinogens defies simple assessment. Perhaps the Commis-
sion’s role is largely redundant. The statutory authorities and ad-
ministrative bodies existing prior to adoption of the CPS Act
probably could have dealt adequately with the substances that the

™ Jd. at 878,

e 1d. at 873, 375. But see Decision of the CPSC Regurding CPSC Maetings Policy, Dis-
santing Opinion of Commismioner K. David Pittle, Oct. 22, 1980, Commissioner Pittle is the
Commisgion’s current Vice Chairman.
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CPSC has regulated. Before the Commission began its action
against vinyl chloride based on the FHSA, FDA, which originally
administared the FHSA, had already regulated other uses of vinyl
chloride. Although the agency relied on the CPS Act in regulating
chlorofluorocarbon propollantl and benzene, it acted against ben-
zene only after other agencies had regulated the more significant
uses and after manufacturers of consumer products had ceased us-
ing the ingredient, The FDA and EPA actions against chloro-
fluorocarbon propellants ultimately made a CPSC response unnec-
easary. Asbestos use in emberizing materials and caulking
compounds had ceased by the time the Commission completed its
rulemaking.

Still, it would be premature to suggest that the CPSC has no
role to play in reducing exposure to carcinogens, or that the CPS
Act has been unnecessary. Not all hazardous materials in consumer
products fall within the jurisdiction of other agencies or are likely
to be affected by the actions they take. Asbestos may be an exam-
ple. Routine reliance on the FHSA to regulate such substances in
consumer products would be unsatisfactory. The CPS Act offers a

broader range of regulatory tools, including more authority to
mandate disclosure of information, and more expeditious rulemak-
ing procedures.'**

. ... Despite many past missteps, the CPSC has begun to mount a : .
=57 more ‘sophisticated- program for regulating: chronic-hazards. The' -

agency has several suspected carcinogens on its current list of pri-
orities that are not likely to recsive attantion from other federal
agencies.’™ It has attempted improvements in its internal review
and investigatory procedures. There are also signs that the Com-
mission is recognizing its scientific limitations and is relying more
heavily on other regulatory agencies and the scientific components
of the government. The CPSC precipitated the first government-
wide effort to evaluate the carcinogenicity of formaldehyde, a sub-
stance potentially of multi-agency intersst. CPSC staff members
reportedly have been among the most vigorous proponents of coor-

e See § 27 of the CP3 Act, 15 U.S.C. § 2078 (1978 & Supp. ITI 1979), for details of what
is obtainabie.

M Of the current CPSC projects, hazardous dyss may be the next target for regulation. If
benzidine dyes are not used primarily by consumers, however, OSHA may have primary
responsibility. See [1980] 4 CuEm. Rea. Rer. (BNA) 1070.
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dinated regulatory proceedings within the IRLG.

There is an irony, and & warning, in the CPSC’s current efforts
to upgrade its performance in regulating carcinogens. Its past regu-
Iatory initiatives have contributsd comparatively little to reducing
human exposure to harmful agents. The costs it bas imposed, al-
though indeterminate, also probably bave been modest.’** To the
extent the Commission now begins to tackie more serious
problemas, its regulatory apparatus will be tested more severely. Its
scientific judgments will be contested more sharply. It will be
forced to document exposure estimates with greater care and preci-
sion, and to perform quantitative assessments of risk. The in-
creased economic stakes will not only require more thoughtful
analysis of the costs of regulation; they will also more frequently
require the agency to prove its case in a publie forum. It is still
much too early to judge whether the CPSC, as currently structured
and staffed, can meet these challanges.

Epilogue

The Reagan administration’s efforts to eliminate the CPSC and
_ ... transfer its important functions to other bodies, principally the
fo e Department of Commerce, stimulated critical examination of the
T TP iFes-agency’s performance ‘during Congress’s recent consideration of
reauthorization legisiation. Ultimately, Congress voted to continue
the CPSC for two additional years but with a substantially reduced
budget.*** The reauthorization legislation also made important
changes in the laws that the Commission administars. Some of
these changes are pertinent to the subject of this article and there-
fore are described briefly hers. Neither time nor space permits
thorough analysis of their likely impact on the CPSC’s regulation
of chronic hazards.
Although Congress focused on the CPS Act, it also enacted

% The costs of some CPSC actions, howsvar, may be neither modest nor reasonable. Ses
Linneman, The Effects of Consumer Safety Standards: The 1973 Mattress Elammability
Standard, 24 J.L. & Econ. 481 {1081).
= Consumer Produet Safety Amendments of 1981, Pub. L. No. ... § 1214, __ Stet.
«— (amending 15 US.C. § 2081 (1976 & Supp. I 1978)}. Congress suthorized $33 million
(’ for fiscal yesr 1982, and $35 million for fiscal yeur 1983.
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changes, largely parallel, in other laws administered by the
CPSC.** This discussion deals only with the amendments to the
CPS Act, which has been changed substantially in thres pertinent
areas: (1) the Commission's rulemaking authority and procedures;
(2) the Commission’s duty to respond to public petitions; and (3)
the Commission’s scientific evaluation of products thought to pre-
sent cancer hezards.

Rulemahing outhority. The CPSC must now commence any
proceeding to ban, or establish a standard for, a product by pub-
lishing an advance notice of proposed rulemaking that describes
the risk of injury to be controlled and invites the development of a
voluntary industry standard. Before the agency can establish a
mandatory standard or ban, it must conclude that a voluntary
standard is unlikely to eliminate or reduce the hazard. In any such
proceeding, the agency must perform: both & preliminary and a fi-
nal regulatory analysis, which assess the potential costs and bene-
fits of the action as well as alternatives to it. The amendments
supplement the Commission’s duties under section 9(c) of the Act,
requiring specifically that it find that a voluntary standard is not
likely to deal with the hazard, that the benefits of its rule “bear a
ressonable relationship to” its costs, and that the rule imposes the
least burdensome requirements necessary to address the hazard.
These findings are in some sense a synthesis of the teaching of the
Aqua Slide decision®*® and President Reagan’s regulatory reform
order.*** They obviously push the CPSC toward cost-benefit analy-

sis and require more comprehensive evaluation of the economic ef-
Afocts. of !egulmon-thm -the Commissidn usually has tonducted. - -

“Public petitions. Congress has freed the CPSC from the bur-
dens of responding within 120 days to public petitions, imposed by
the original section 10 of the CPS Act. That provision has been
repealed, leaving the Comnission subject simply to the obligations
imposed by the APA, which imposes no time limit on responding
to petitions.**' Although a rather blunt response, this change
should permit the CPSC greater freedom to set its owm agenda, a

4 Seq, 2.8, id. § 1203 (araending rulemaking procedurss for both the CPS Act, 13 US.C,
§ 2058 (1978) and the FHSA, 15 US.C. § 1262 (1978)). Por & discussion of the CPSC’s
governing statutes, see notes 56-181 supra and accompanying text.

e Ser notes 93-109 supra and accompanying text.

ws Fxec. Order No. 12,291, 48 Fed. Rag. 13,188 (1881).

“r Sex 5 U.S.C. 1§ 551-75 (1976).
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goel urged in this article.

Advisory panels. The amended CPS Act requires the Commis-
sion to appoint and consult with a Chronic Hazard Advisory
Panel,** composed of scientists nominated by the National Acad-
emy of Sciences, whenevar it contemplates regulating a substance
believed to present a risk of cancer, birth defects, or gene muta-
tion. The Commission must ask the panel to report whether the
substance is a carcinogen and, where possible, to provide an esti-
mate of its probable harm to human health. Each panel will be
established for the purpoae of reporting on a particular substance,
in the fashion of the NTP committee assembled to review formai-
dehyde, rather than as a standing advisory committee. Although
the panel’s report technically will be advisory, it will become part
of the agency’s rulemaking recozrd and, as a practical matter, prob-
ably will be conclusive on the issues it addresses.

It is appropriate here to mention one change made in the
CPSC's internal operations since this article was written. In lats
1980 the Commission voted to make the Health Sciences division a
separate Directorate, elevating both the responsible DAED and the
visihility of the chronic hazards program. Responsihility for over-
seeing staff work on chronic hazards, including the agency's inter-
nal review of candidates for regulation, was assigned to the new
. Directorate, in effect. eliminating the intermediary role of the Of-

o flce, of_‘P:og'rm Management.“' These meortant institutional -

changes “are entirely consistent with the views ‘stated in the
article.®™
There is an irony in this juxtaposition of very recent changes in
the CPSC’s authority and organization, Although the reforms ef-
fected by the Commission on its own Initiative were obviously
designed to enhance its ability to deal with chronic hazards, the
" amendments made by Congress are likely, and perhaps intended,
to encumber and delay Commission action in this field.

¢ Consumer Product Safety Amendments of 1981, Pub. L. No. ., § 1206, — Stat.
w—. (amending 15 U.S.C. § 2077 (1876)).

4+ See Gallagher Commenta, supre note 510.

¢ See notes 29-39, 549-52 supre and accompanying text.
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