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MANUFACTURING CHEMISTS ASSOCIATION

1825 CONNECTICUT AVENUE. N. W. WASHINGTON, D. C. 20000 (202) 483-6126

WILLIAM J. DRIVER ooV ED

PREGIDENT

DEC 09 1877 December 5, 1977

y pE @ MmMcA wWash Dc
LoV DEPT. /;/7 /77

To The Executive Contacts of MCA Member Firms (;117V71£3

Dear Sirs:
Subject: OSHA Cancer Policy

My letter of October 21 to you reported on steps to be taken in
presenting industry views on proposals of the Occupational Safety and
Health Administration (OSHA) for generic regulatioms in dealing with
carcinogens. In response to requests for delay in the unreasonably
short deadlines for responding to these proposals, OSHA announced in
the Federsl Register of November 29, that the December 8 and January 9
deadlines specified earlier have been delayed until January 30, 1578,
when notification of intent to appear and portions of the record are
due. The hearing has been rescheduled to begin April 4, 1978.

The American Industxial Health Council (formerly the Ad Hoc Com-
mittee) has now been forxmalized and is proceeding with preparations for
an in-depth industry response to OSHA's proposal. While arguments are
expected to rest on a sound scientific basis, economic considerations
also will have a prominent role.

To assist companies in gauging the effect on their own operations,
the Council asked the F. D. Snell Division of Booz, Allen & Hamilton to
prepare guidelines for such an analysis. A copy is enclosed,

Also enclosed is a computer printout which attempts to both separate
the major commercial chemicals from NIOSH's Tumorigenic Subfile and indicates
EFA's Tanking of the test results on which the listing was based.

In addition to estimating the cost of reaching the "lowest feasi-
ble" exposure in the workplace, the economic consequences of banning 2
product as proposed when the Secretary of Labor determines a less haz-
ardous substitute is available, also should dbe calculated. In addition
to the dollar costs, effects also should be presented in terms of jobs
and fnternational trade results.

It is important that each company make its views known to OSHA in
writing and, if feasible, plan to make a representation at the hearing.
The literal weight of such statements and the number received by an
agency can, in the long run, influence its actions.
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The MCA intercommittee task group addressing this matter is working
closely with the Scientific Committee of the Council and has accepted the °
sssignment of drafting that portion of the Councll testimony dealing with
risk/benefit. In additionm, the task group is developing a proposed state-
ment for MCA to present at the hearing.

~

As part of the overall effort, the MCA library has established a
document center for the references cited in the OSEA proposals and others

directly related. These voluminous materials are available for review at
the library by member company represenﬁatives.

While these activities are expected to lead to timely industry
participation in the proceedings on OSHA's cancer proposal, alone they
are not enough. I urge every member company to submit views directly
to OSHA on this vital matter and to participate in the April hearings.

Sincerely,
Lt/

w. J river

.

Enclosures
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%
At n P4RFuey,
TO: Dr. H. J. Taufen
Executiva
FROM: T. W. D'Alonzo
Legal Division .
RE: Legal Analysis of OSHA's Proposed Regulation -

Identification, Classification and Regulation
of Toxic Materials Posing a Potential Occupational
Cancer Risk to Workers

I. Compliance with the Administrative Procedures
Act (5 UsSC 553, 556) and the Occupational Safety
and Health Act {29 USC 655, 656).

The purpose of the Administrative Proceduras
Act {(APA) is to formalize the rule-making process and give
the publie an opportunity to participate in that process and
to assure fairness and mature conslderation of rules and

regulations of general application.

It has been held that agency .action, which is
ostensibly taken to promote the public good, must be founded
upon the proper basis of congressional authority, rather than
on mere good intention, personal insight, prejudice or pre-
dilection.

APA (§556) places the burden of prcof on the
proponent of the regulation and §655 (b) (5) of the Occupa-
tional safety and Health Act (0SHA) provides that standards
dealing with toxic materials shall be based on the "best
available evidence". The mandatory presumption of Category
I classification (§1990.10) effectively shifts the burden of
proof to industry and the ability to classify a chemical
as Category II on the basis of "suggestive" data is in con-
travention of OSHA.
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The proposed regulation mandates a presumpiion
of Category I classification after the Secretary receives
information satisfying the criteria detailed in §1990.10.
Such classification shall take place within a maximum of
60 days of receipt of the information and no sooner than
30 days after notice of such receipt is published in the
Fedexal Register. The Secretary must classify the product
as Category I or rebut the presumption after allowing a
minimum of 30 days for comment on the Federal Registexr
notice. Thirty days is a grossly insufficient time to
generate data and information for submission.

If a product is classified as Category I,
the Secretary must issue an Emergency Temporary Standard
(ETS) which is exempt from compliance with the APA. A
Notice of Proposed Rule Making must be published within 60
days of the category I classification and the Secretary,
.on his own initiative or on objection and request for a
hearing, must schedule a hearing subject to the APA.

The basic intent of the APA is frustrated
through the proposal's limitations on the issues to be e
considered at such a hearing. The proposal would exclude
any evidence or testimony at the hearing on the appropriate-~
. ness or scientific and medical soundness of the basic
definitions giving rise to the original classification
("multi-test evidence", “"mutagenic", "potential occupa-
tional carcinogen" and "toxic material”, none of which are
defined in the Occupational Safety and Health Act).

II. ‘Arbitrary and Capricious.

It may be safe to assume that the proposed i
regulatory definitions for "toxic material”, “mutagenic",
"multi-test evidence" and "potential occupational carcino-
gen" will fail to achieve significant scientific and medical
consensitiz and, indeed, may be viewed as an oversimplifica-
tion and of little guidance or utility. 4

A second layer of confusgion and ambiguity is
imposed with the definition of "suggestive"” test data and
the consequences flowing from the application of that novel
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legal standard. The definition is indeed exclusive; and
notwithstanding the vagusnass of the regulatory definition,
"suggestive” studies will only succeed in moving a Category
I product to Category II.

The proposal therefore creates the legally
and scientically absurd situation where "less than per-
.suaszive" (inadequate?) or "not statistically significant"”
{statistically insignificant?) data may bs found by the
Secretary to be insufficient to support a Category I
clagsification, but becausa of the proposal, can only be
reclassified to Category II, subjecting that product to
Category II regulatory consscuences.

: The legal and econonic harm perpetrated by
thiz is compounded and aggravated by foreclosure under the
proposal of any further debate, evidence or testimony re-—
garding those definitions at a Category I or II hearing.

This situwation results from arbitrary and
capricious decision making by OSHA within the proposal.

A tangible economic harm will result from
the regulatory consequences flowing from these definitions;
and the single opportunity to comment on them prior to
publication of the final regulation is, in my opinion,
violative of dQue process.

This regulation is an unsuccessful attempt
at solidifying and melding admittedly shallow and con-
stantly expanding scientific and medical knowledge with
legal principlesjyand, justice and fairness to business,
labor and government dictates as great precision and
flexibility as possible with regulatory action based on
the best available data =and information. The regulation
should, therefore, anticipate expansion and development in
this area and provide a mechanism for consideration of such
new information and &ata a2t the hearing level for Category
I and Category II classifications.
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The proposal also has a built-in preijudgment
of category I and Category II classifications. Notwithstand-—
ing OSHA's "best evidence" requirement in setting standards,
the only time under the proposal that the Secretary is re-—
guired to transmit his findings to the National Cancer
Institute and the Environmental Protection Agency is when a
chemical has been placed in Category III, and then only to
solicit information which would indicate a step up to Category
I or II. It would seem advisable to do this for all three
classifications and regquest also any information which would -
- indicate a lower rather than higher classification.

III. Emergency Temporary Standard Foxr Exposure

(ETS), Model standard (MS) Foxr A Category I
‘Toxic Material

Should the employer record employe exposure
above the BTS and ¥S limits, he must notify and inform each
affected employe of that circumstance. This requirement
will undoubtedly inecrease the number of workmen's compensa-—
tion claims filed and increase the employers' burden of
proof in doubtful or spurious claims. Given the low level
of knowledge of the etilology of cancer and the variety of
factors external to the workplace which may or de affect
the incidence of this disease, the employers' burden of
disproving a causal relationship between the employment and

. the disease will be impossible.

' The ETS and MS regquire that employers "assure"
that employes use respirators, when required undex the
standarda. Additionally, the MS requires that employers
“assure" that employes wear protective clothing, skin and
eye protective equipment, that employes remove contaminated
clothing and egquipment only in change areas, that such
clothing and equipment is not removed from the change area
except by authorized personnel, that employes working in
regulated areas wash their hands and faces prior to eating
and shower at tha end of the shift, that food and beverages
are not present nor consumed in regulated areas and that
cosmetics not be applied in such areas.
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The choice of the word “agsure" is s;gnlfxcant-
and represents a departure from the obligation placed on the
employer in previously published standards. The asbestos
Standaxd (29 CFR Part 1910.1001) places on the employer the
obligation of provldlng and reguiring the use of protective
clothing and equipment. The use of the word "assure" rather
than “require" places a much greater burden on the employer;
particularly in light of the OSHA provisions governing the
assessment of fines for violations of a published standard
(29 UsC §666) .

The emplover's options in this regard are limited
and the burden of "assuring” use of the protective c¢lothing
and equipmant rasts more appropriately with the employe, who
will have an appreciation for its use as a result of the train-
ing programs mandated by the propesal. The okligation on the
employer, as established in present standards, should be one
of reguiring use of the egquipment and clothing.

The proposed ETS would require that the employer
achleve employe exposure below the permissible level set by
the ETS by any "practicable" combination of engineering con-
trols, work practices and personal protective devices. Engi~
neering controls, to include substitution of less hazardous
materials, enclosure of the process and local exhaust venti-
lation, where "feasible" must be instituted under the ETS.
The cost of compliance with the ETS could be sxgnlfxcant and
the employer could, under the proposal, be operating under an
ETS within 60 days of the receipt of information oxr data by
the Secretary giving rise to the classification. This cir-
cumstance undexscores the inadeguacy of the comment period
prioxr to classification by not allowing a sufficient periocd
to analyze the data or information submltted to the Secretary
and to prepare information to be submitted in response.

Of serious concern also is the failure of the pro-
posal to protect the confidentiality of processes or areas
which can be observed by employe repraesentatives who may have
no connection or affiliation with the employer.

Iv. Toxic Substances Control Act

The authorlty of the Environmental Protectiocn
Agency (EPA) under the Toxic Substances Control Act (pPublic
Law 94-469) is defined in such a way as to not conflict with
or praempt any standards pdbllshed by OSHA. Therefore, this
proposal will, if published in final form, not be preempted by
any regulations issued by EPA under the Toxic Substances Control
Act.
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It is therefore possible and probable that the
manufacturey of a new product or an old product for a new
use will have to run the resgulatory gauntlet twice; first,
to secure marketing approval from EPA under the Toxic Sub-
stance Control Act; and again at a later date bzfore OSHA
when any membexr of the public submits data which may be
"suggestive" (as described above) at best under the proposed
ragulation.

If marketing approval has been secured from
EPA, any later 0SHA regulatory activity regarding the same
product should be only on the basis of information not con-
sidered by EPA or which was COmpiled after the date of
EPA's approval.

V. Compliance with Executive Order 11821
(Kovenber 27, 1974)-Econom1c Inmpact State-
ment.

By Executive Oxder, major proposals for the
promulgation of regulations must be accompanied by a state-—
ment certifying that the economic-inflationary impact of the
proposal has been evaluated. The Director of the Office of
Management and Budget (OMB) 1is charged with this responsibility
and OSHA is subject to the Ordex. The analysis must consider:

(a) the cost impact on consumers, busxness
.and markets;

(b) the effect on productivity of wage
earners and businesses;

{c} the effect on competition; and,

(d) the effect on supplies of important
products or services.

When the regulation is published in the FPederal
Register in proposed form, OSHA will indicate whether it
considers the regulation to be major or minor. If major,
the Agency will undertake the economic analysis which will be
reviewed by OMB. If minor, MCA should be prepared to take
“issue with that determination.

TWD/cb

cec: Mr. $. M. Turk
Mr. T. R. Hunt
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