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. ‘Washington, D. C. 20036

Daar Mr. Barnard:

~In, response to your letter of November 1, 1977, both Secretary '
ttarshall and 1 have carefully consfdered the requests made by your
.clients and by other interested persons for the release of certain
+ information and for additional time to rospond to the notice of
~ proposed rulemaking published on October 4, 1877.

Specifically, you have reguested that *{1) OSUA make available an
u¥-to-date list of substances targeted for Category 1 or Category 1l
ctassification and that OSHA extend for a period of 75 days, from the
date such 1ist is made available, the date for submission of written
comnents and notice to appear at the hearing and the date for submis-
sion of written testimony; {2) in the event QSHA i% unable to provide
such a 1ist, the above mentfoned dates be extendad Tor a minimum of
90 days: and (3) OSHA allow a perdod of 45 days after the statements
of OSHA's witnesses are filed for additional comment and proffer of
testimony, and that the commencement of the ?ublic hearing on the
proposed regulation be deferred accordingliy.”

As to your first request, OSHA does not have a 1ist of substances

Ytargeted for Category I or Category II ¢lassificatfon.” The agency,

however, has contracted for an assessment of the probable catlegoriza-

tion of substances Visted on the RIOSH List of Suspect Carcinogens. ;
Hhen such information is received by the agency, we will, of course,

make it available to you and any other interested persons. lore

fundamentally, however, the proposal is aimed at establishing minimua

protective requirements which will ultimately protect American vorkers

from the hazard of exposure to potential carcinogens in general, and

no specific number of toxic substances are planned for regulation.

You also state that: “identification of these substances §s essential
in order to be able to evaluate the far reaching environmental and
cconomic fmpact and the feasibility of the proposal.” The proposal
providas that environmental and economic impact and feasibility are to
be determined, vhere reguired and vhere applicable, in the individeal
rulamakings conducted pursuant to the proposed set of regulations.
This would provide your clients with opportunity, at that stage, to
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fully participate in the hearing of those issues. In addition OSIA '
has prepared, to the extent possible, and included in the October ¢
proposal, a draft programmatic environmental fmpact assessment. We
invite your comments concerning this document.

As %o your requests for extensions of time, your clients had signifi-
caht opportunity to review the agency's policies incorporated {n the
Dctober 4 proposal and supporting data, before the actual publication
date of October 4, 1977. An earlfer but little changed draft of the
proposed regulations has been made public since January 1977 and was
the subject of public meetings of the Nationmal Advisory Commititee on
Safety and Health which were duly announced in the Federal Register.
Also, the supporting data has Tong been available to the public. The
NIOSH 1ist, in major part, was first published in 1971 and most, if
not all, of the references exist in the public domain and in the
-1{terature in this country. Because, however, of the fact thot we
wish to encourage persons to submit relevant information and views
and because we recognize the importance of tha jssues involved, OSHA

intends to extend the time requirements by notice to be published in
. the Federal Register, as follows:

1. January 30, 1978 will ba the consolidated deadiine for submission
of both notices of intention to appear and written comments by the
public, and for filing documentary evidence and testimony of public
vwitnesses at the hearing. The new dote will provide to your clients
and others four months from the Federal Register publication of the
proposal and over one year from the public presentation to HACOSH of
a similar draft set of regulations, to respond to the proposal.

—— - ] - A s i oAy YT R b

2. OSHA wiTl file the testimony and written comnent of witnesses to
be called by the agency on or before March 15, 1978. o

3. The hearing, presently scheduled to commence March 14, 1978, will
commence April 4, 1978. ’ . .

. +° - .
While the hearing date will be extonded for thres weeks, you will note
that the time for your ¢lients to file written comments has been ex-
tended from December 8, 1977, to January 30, 1978, a period of almost

- two months, thus substantially complying with part of your request in
your letter.

As stated above, the major policy and factual bases of the proposed
OSHA cancer policy have heen available to you since January 1977 and
in pronosal form since October 4, 1977. This has provided you and
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your witnesses a lengthy opportunity to prépare your commants znd
testimony. In addition, a minimum of two and one-half weeks will be

available for you and others to prepare questions to ask witnesses

invited to testify by OSHA and you will have an additional period
from the availability of those witnesses' statements %o prepare post-
hearing comments in response. 1t also §s permissible for witnesses
at OSHA hearings to summarize theifr written material orally and use
time made available to respond to points which have come up in other
witnhesses' statements. Therafore, interested persons, including your
clients, will have sufficfent opportunity to respond to the factual

- and policy points presented by OSHA.

- OSHA intends to proceed with this rulemaking as expedi tiously-as
-possibie due to the serious nature of the risks posed to the health

of the American worker. As pointed out in the proposal, we believe
that such a system for regulatfon of exposure to potential occupational
carcinogens {s long overdue. Ye have reluctantly extended the alrecady
ample time requirements found in the proposal in order to accomodate

"ypu and others. Under the circumstances we do not believe that a

further extension of time is warranted.

Sincerely,

Eula Bingham
Assistant Secretary

Occupational Safety and Health

N
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A draft of proposed requlations on worker exposure to cancer-causing chemicals

that would speed the rulemaking process waszmaﬁe pub]ip today by the U.S. Depart-

ment of Labor.

Bert Conck;in. deputy assistant secretary of labor for the Department's
Qccupationa) Safety and HeaTth Administraticn (0SHA), said the proposed rules
are intended to 1dentjfy. classify and fegulate potential carcinogens in American
uork?Iaces» If adopted, the rules would provide three uniform job health standards

to be used under differing circumstances as OSHA moves to regulate potential

carcinogens.

The three uniform standards would each contafn provisions OSHA has learned are

common to most job health standards.

Concklin said the proposed rules are based on three propositions:

--That the term ;carcinogen" must be defined for purposas of regulatory

activity: -

--That, as a policy matter, a toxic material confirmed as a carcinogen in a

mammalian test animal species is to‘he treated as posing a carcinogenic risk to

humans .

--That when OSHA ts dealing with an {dentified carcionogen, the permissible
worker exposure lavel would be set as lTow as feasible, oF in certain cases would’

not be permitted at all. This is based on the general peolicy that there is 3

By using these uniform standards, rulemaking
could be speeded for each carcinogen being dealt with.

~MORE -
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presently no means to determine a safe exposure level to a known carcinogen.

In dealing with a-specific carcinogen, Concklin added, OSHA would rely on
avidence from human ebfdemiologfcal studfes, animal studies, or both. The extent
to which such data are con¢lusive would permit OSHA to classify the substance as a
“confirmed“.carc1nogen {classification ), a "suspect” carcinogen (classification
I1), or neither (classification III). Classification III agents would require
further analysis of avaflable data.

The classification of a carcinogen would then trigger appropriate requlatory
action. Classification I agents would be regulated by an emergency temporary
standard.

A category II classification would result {n developing a permanent health
standard following normal rulemaking procedures. Classification III agents would
cause OSHA to request from othar federal agencies, including NIOSH, EPA, and HQI.
any additional.information which could have a bea;ing on reconsideration of the
classification. _ '

Each of the three approaches would include certain provisions common to job
health standards issuad by OSHA in the past. These would include, among others,
rules on monitoring and measuring workplace concentratfons of th- carcinogen, medical

surveillance requirements, personal protective measures, recordkeeping requirements,

~ perscnal hygiene, sanitation and housekeeping measures and employee training.

Concklin noted that with these uniform measures in effect, rulemaking for a
specific carcinogén would thus be limited to such issues as the lowest feasible
exposure level, whether the substance was properly classified, and envirommental
jmpact {ssues. |

"We recognize that this approach marks a departure from OSHA'; usuatl pattern of
setting job health standards on a subsfance-by«substance basis," Concklin said.

~MORE-
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"However, we believe this new system will better enable us to protect the worker
by effectively grouping hazards of a similar nature to faciijtate standards
setting in a more timely and consistent manner."

Cancklin saithha propdsld rt&uiatians will be presentad later this week to
the National Advisory Comfttee for Occupational saf;ty and Health (NACOSH) for
review and recommandations. .

MA(&OSH {s a 12-member group made up of representatives of employees, employer
the safaty and health professions and the public. Its'purpose {s to advise and
recommend to the Secretaries of Labor and Health, Education, and Welfare national
policy en job safety anq health matters.

Additional details are contained in the attached summary sheet.

-
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SUMMARY SHEET

IDENTIFICATION, CLASSIFICATION, AND
N REGULATION QF QCCUPATIONAL CARCINCGENS

. 1. Background

Heart disease arnd cmctr-thn fourth and eighth leading causes of doath,
raspectively, in 1900~~nov lead the nation's 1ist of killers. 1In 1900, these
-two diseases were responsible for only 12 percent of deaths; today, they account

' . for more than one~half of U.S. mortality. Annual death rates from cancer rose

fxom 64 percent per 100,000 population in 1900 to 168 in 1970.

Cancar killed a reportsd 358,400 U.S. citcizens in 1974--over 1,000 parsons
per day. Over one million ara under treatment for the diseass, and each year
900,000 naw casas are diagnossd. Of thesa, about one=third are skin cancarg=-
usually treatable, and with no significant impact on life expectancy; the other
600,000, however, are serious and are potentially fatal. The American Cancer
Soclety now estimates that 35S percent of the United States population will ult.i.-
mately develop scma form of cancer.

The economic and social impacts of cancer in the United States aze massive
and hard £o estimate. An estimated $1.8 billion per vear is spent solaly for
hospital care of cancer patients. 7To these diraect expenditures must be added
indirect costs, such as the estimated 1.8 million work years lost to the national
economy and to family income by unemploved or undersmployad cancer victims. One
estimate cited by the Genaral Accounting Office of the United States Congress is
that the annual cost of cancer is $15 billion, of which $3=3 billion is attrib-
utable to direct care and treatment and the remainder attributed to th. loss of
earning power and productivity.

Most prominent of the causes of cancer are beliesved to-be genetic and
environmental factors. Today, there is growing recognition that 60 to 90 per-
cent of all.cancer may ba relatad € environmental factors.  Cancer rates vary
significantly through the United States. In general, however, states with high
rates are the industrial states. It has long been known that densely populated
and industrialized areas have higher death rates from :uny causss than neardby
rural areas.

The extent to which the observed incidence and rise in incidence of cancer
are attributable to manmade chemicals cannot be estimated with any precision,

.however, but the tragic effects are. Racognition by cancer specialists that the

majority of human cancers are influenced by environmental factors is of extraor~
dinary significance to QSHA--it means that most human occupational cancers bay he

preventable if the causative agents can be identified and human exposure to tham
sliminared or minimized.

-
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II. The Regulatory Dilemma o

Any dacision to ragulate carciuogcns is obviocusly complax. And with the
b increasing number of .nvircmnul shemicals, the nurber of carcinogens also

- __‘ increass, together with the size and complexity of OSHA'sS rulamakings. In its
fi{ve year history, OSHA has concluded only 4 rulemaking proceedings concsrning

carcincgens, namely the asbestos standazd in 1972, the carcinogen standard in
January 1974 (regulating 14 substances), the vinyl chloride standard in COctober
1974 and the coks oven emissicns standard in COctobexr 1976. At the aeutset, OSHA
notes that 1,500 agents have baen identified by the National Institute for
Occupational Safety and Health ("NIOSH") as being "suspact carcinogeans”, In
other words, NIOSH has found some scientific evidence, admittedly of varying
quality, identifying those substances as having potential carcinegenic activity
in humans or in laboratory test animals. Yet, OSHA has completed regulatory
activity for eonly 17 of those substances. Thus, we believe it is necessary to
devise a system for requlatory action which will assure a consistency of approac:
in regulating carcinogens, & speedy approach and an approach which will limit th
size of OSHA's rulemskings which have gzown far beyond the ability of OSHA's sta
to handle by the present case-by-case approach.

III. Sumary of Propossd Regulatory Policy

OSHA has drafted for raview by its Natiocnal Advisory Committaa for Qeccupa-
tional Safety and Health, a proposed set of ragulations to identify, claassity,
end regulate potantial carcinogens in American workplaces. The proposal incor-
porates saveral policy considerations derived from OSHA's experlence to date in
applying its requlatory obligations to the issue of carcinegens. These policy
considerations include:

"1. That the temm “carcinocgen,” althougd perhaps difficult to
define precisely as a mattar of science, must be defined
for purposcl ot :.qulltory l.ctivity.

2. That a toxic utc:inl ocnﬁ.md as 2 cucinoqnn in animl

S tests- nust be treatad, as a gnug matter, as posing a
- carcinogenic risk to man.

3. That thcro is presently no means to determine a "safe”
sxposure level to a carcinogen; hence, for requlatory
purposes, it will be assumad that no safe level exists.

4. That in requlating cmﬁloyo- exposure to a cucinogen, QSHA

5. That where suitablae cubstitutas foz a carci_noqcn are found
to be less hazardous to the worker, no occupational exposure
to the carcinogen will he permitted.
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The proposal would perxmit any interasted party to subsit information from
human or animal studies to estsblish the carcinogenicity of a toxic material.
OSHA would then be resquired, within e specified brief paricd, to classify the
toxic material as to its carcinogenicity based on the criteria set forth. The
degres of conclusiveness of such data will pernit classification of the substance
as a "confirmed" (Category I Toxic Material) or a “suspect” (Category IT Toxic
Matarial) carcinegen, or neither (Category III Toxic Material) where further
data is neaded. Classification of & “confirmed" or “suspect” carcinogen would be
followed immediately by specific regulatory action as provided in this proposal.

Iv., Classification of Carcinogens

Receipt-of information concarning a potential occupational carcincgen will
be noted in the Fadaral Ragister and public comment invited. Within 30 days from
the close of the comment period, OSHA in consultation with NIOSH will classify
the substance and announce that classification in the Pederal Registaer.

The following criteria are proposed to be used in classifying carcinogans.

A. Category I Toxic Materials

A substance will be classified aa & Category I Toxice Material

("crmtimed" carcinogen) based on positive evidence found in any of
the t::llawinqi

~

1. Humans
- . e Two mammalian test species

J. One mammalisn species, 1f the results are replicated in
the same species in a separate study

“ 4. A single mammalian species if the results are supported
- by multi-test evidence of mutagenicicy

B. . Category ITI Toxic Materials

A substancs will be Glassified as a Category II Toxic Material
("auspect” carcinogan) if the evidence of carcinoganicity in humans
or ona or more mamralian species is found by OSHA to be only "gug=
gestive” ag opposed to confirming. Such a distinctionm would he

based on generally accepted standards of review for such scientific
studies.

“ .t - -~ " D ..
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c. Category IIT Toxic Materials

A substance for which the evidence of carcinogenicity is found
inadequate to classify as Categoxy I or II will be classified as
Category III.

V. Regulatory Actions

The proposal provides that at the time of or immediately following
classification, regulatory ccti.on shall be initiated am fallows:

A. Category I Toxic Material

1. Issue an Emergency Temporary Standard--a model standard
is proposed for this purxpese.

2. Issus a propesad parmanant standarde=a model permanent
standard for a confirmed carcihogsn is proposed to: thisg
purposa.

3. Simplify and reduce the time required for rulemaking by
limiting the public heaxing to cartai.n spoci.ﬁ.ed hsuu,
including feasibility. T

- ——

4. Isste a final standaxd withizg six months.

, Prohibit occupational exposure in specific applications
whaere suitable substitutes are found which are less
hazardous to wOLkKers. ..

B, Cateqory II Toxic Material

1. Issue a proposed permanent standard~-a modsl permanant
~ standaxd for a “suspect” cazcinogan is proposed.

2. Notify other federal agencies including NIOSH, EPA, and
NCI of the determination that the evidence of carcino~
genicity is only "suggeative™ and request that those
agencies consider such evidence in priorities for furthar
Tegearch.

1. Complete the rulemaking proceeding and issue a final
standard,

c. Category III Toxic Material

Advise other federal agencies including NIOSH, EPA, and NCI of
classification and request any additional information which eould have
a bearing on reconsideration of the Category III classification.
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