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Dear Sir;

These comments are directed to the October 4, 1977 OSHA Publicatiom
"(FR 42, 54148-54246) under the title "Identification, classification and
Regulation of Toxlc Substances Posing a Potential Octupational Carcinogenié
Risk,' ‘

Uniroyal ihrough its Chemical Division is supporting the efforts of the
American Industrial Health Council. I have seen their early drafts and am
generally in agreement with their congtructive approach and with the content
of their statement.

From my vantage point as a member of Uniroyal's Corporate Medical Department

and as a member of a number of technlcal committees of various trade associations

and scientific societies, I make the following comments:

(1) OSHA is grossly overestimating the amount of sickness and death
caused by eprsufe to industrial carcinogens. Ié is my considered
opinion that bSHA can accomplish the same benefits at a small
fraction of the cost which this proposal would cause.

(2) The concept that once the rule is promulgated it is "foreclosed

ta

from reconsideration in future regulating activity" is not sound.
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{3) The Secretary should not determine the.Category of 2 "carcinogen."
This should be left to a committee of competent experts
preferably divorced from the Labor Department,

(4) OSHA should not be locked into a fixed approach. Chemicals
vary so widely in properties and nature of exposure that they
must be given individual consideration, Some limited grouping
may be possible,

(5) O0SHA shoﬁld not regulate Qeyond knowledge. While it may quiet
certain pressure groups for the moment, it can damage American

industry with no real benefit in improved health,

OSHA has succumbed to pressure from those who take for granted that a large
part of the cancer problem is the result of industrial exposure to carcinogens.

While this belief'ﬁay be sincere it is ill-informed, There is no guestion but ‘ =T

that a few chemicals have caused human cancer. However, the number of such
deaths.are almost infinftesimal compared with other risks which we accept such
as driviﬂg cars and smoking.

As a member since 1971 of the MCA Vinyl Chloride Commitree I have been
intimately involved in events leading to the final vinyl chloride standard, The
discussion which follows is presented to show the nature of an industrial
carcinogen. }MMuch of the ;hinkiqg on carcipogéns fails to recognize that
industrial exposure to a given carcinogen often invglves few peépleh Careful
control at the source of exposure can often eliminate the problem at little
expense, A gas such as vinyl chloride i8 8o different from a waxy solid such as

MOCA that it is unwise to cover them by the same type of repulation. ¥
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Vinyl Chloride is the best exampie of a la;ge volume industrial carcinogen
which was regulated by OSHA. Mueﬁ of the effort which went into the regulation I
of this chemiﬁal should be considered a learning process, I am convinced that
the problem would have been taken care of by industry once it was known that
VC is a8 human carcinogen and ;he 50 ppm limit set in the original ETS would
have adequately protected the worker, As it is about 2 people per year have
developed angiosarcoma in the U,S8, and other types of cancer have not been
high in the industry as was originally feared, In fact the Universify of
yNorth Carolina study of Uniroyal's Painesville; Ohio plant showed all types of
cancer to be ahbout 407 of the national average. There have been no cases of
angiosarcoma or of any o;her liver cancer among the workers in this plant,
Thié was an ordinary well run plant, not a special showplace plant, A review
of the ﬁiﬁyl chloride facts is, therefore, instructive,

Commercial production of vinyl chloride started in the 1a£e 30's, grew
during the war years and iate 40's and expanded almost exponentially thereafter
to about six billion pounds by 1974,

The early plants were really pilor plants for the much larger plants built

- in the 50's and thereafter, As experiénce was gained and as economics forced
more efficlent operation exposure almost certainly wasAreduced. Discove%y of VC
related acroosteolysis (flattening of the end bones of the fingers) resulted in
a further drop in exposure in the late 60's. With the report, of angiosarcoma at
Louisville by Goodrich in late January 1974, the industry made a concerted effort
to reducc every source of exposure, By mid-summer of 1974 most companies had
reduced exposure of vessel cleaners to below 50 ppm frpm probably about 1,060 in

the early years, Excursions to tens of thousands of ppm must have been present
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in these early years as evidenced by reports of men fainting. OSHA rapidly
dropped the limit £rom 500 ppm to 50 ppﬁ and later to 1 ppm. The ;ost.to
reach 50 ppm was not great but to go from 50 to 1 ppm cost the induskry tens

) this expense
of millions of dollars. It is my considered opinion that i+ was unnecessary
but is possibly excusable as a learning experiencéAin view of the ﬁhgcf size
of the industry. America can ill afford many such le;rning experieuées. It
was assumed by many that because of the almost logarithmic growth in the
period 1950-1970 so many people were exposed that the rate of discovery would
rise astronomically, But-this has not happened, In evaluating the data shown

on the table which follows it is important to realize éhat ahgiosarcoma due to

VC exposure has been found only among people who were very heavily exposed for

a period of years,
I have reorganized NIOSH's August 1977 report of confirmed VC related
cases so that they are arranged according to date of death (or date of - -

discovery of anglosarcoma in the two men still living). GSeveral facts stand

out:

(1) Since 1967 the number-of cases of angiosarcome per year has
averaged 2,1.

(2) The rate of discovery has increased only slightly if at all
. l-;

since 1967.

(3) The interval from first exposure to death has increased from

ears

15 in 1961 to an average of 3351( through the first 7 months of

\
1977,
4 Because of the stretched interval as exposure was reduced prior

to 1974 we will probably continue to see occasional cases until
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well after the year 2000.

It is my opinion that the 50 ppm standard would have been adequate and
that all OSHA needed to do was make the facts available to the industry with

sensible guidelines,
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Angiosarcoma Among Vinyl Chloride
Exposed Workers in the United States

NIOSH Year of No, per Year of First Average Age at

Case No.* Deathé Year EXposure Interval Death
08 1961 1 © 1946 15 41 1\
05 1964 1 1944 ) 20 T . 52
04 1968 1952 16 18,4 43 472
07 1968 3 1944 2% l 45
10 1968 1951 17 55 \L
16 1969 2 1950 19 T “oA
12 1969 1949 - 20 50
i1 1970 1 1946 . 24 20,8 61 H24b
02 1971 1 1955 16 l _ a7
o1 1973 | 1948 25 b W
23 1973~ 3 1958 15 A 50 A
03 © 1973 1945 .28 58
13 1974 2 1944 30 22.6 52 49,2
17 1974% " 1955 - 19 43
09 1975 _ ' 1954 21 63 VWV
19 1975% 1943 32 A 60 A
18 . 1975 4 1954 21 | 46
06 1975 1962 . 13y 22.8 45 52
20 1978 2 1955 21 s !
22 1976 1949 27 fi' 52 W
25 19774k% 1947 30 T 67
24 1977' 3 1939 ° 38 33 60  §7)
21 1977 1946 31 l 67 \y

*Cases 14 snd 15 were dropped because pathologists determined they were probably
not related to Vinyl Chloride.

*%Year of vecognition; still alive 1978,
**hTo August 1, 1977.
Y - This case appears out of line, The other 4 cases average 25,3 years,
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The opening paragraph of the October 4th publication entitled “Summary'':
sets forth the concept that once this proposed rule is promulgated it is
"foreclosed from reconsideration in future regulatory activity..." It would
be the height of .folly to cut off all possibility of reconsideration, New
facts will require change. We are still at a very primitive stage in our
knowledge of cancer and its causes. -

Turning now to the proposed regulation Part 1990, I offer the following
brief comments:

Section 1990.103 a. Provides that "Whenever the Secretary receives

information submitted in writing by any interested persen,

concerning any %oxic substance, ....he shall..,.within thirey (30)

days publish notice ﬁf receipt in the Federal Register."” Whilé’

the reason - to solicit informed comment - is laudable, the

overall effect may be harmful. When anyone with'a sPécLal interest

calle the Secretary's attention te any data, however limited or

unreliable, (s)he is then bound to publish the allegation in the

Federal Register, When a carcinogen is involved such an announcement

will be ﬁidelyrcited by the news media, The public has enough real

woréies without being bombarded continfgusly by unfounded scare

stor;es'ahout cancer., Such data shouid.first be giﬁen to a

committee of competent scientists to decide whether the '"1gad"

should be followed up.

b. Classification. This paragrabh gives to the Sceretary the

responsibility of classifying the chemical, (S)lie is génerally not

technically competent to make such a decision nor is it wise for him/her

to make it, A committee of competent scicntists, knowledgable in various

aréas of cancer research and completely independent of the Labor Departmcné

should do the elassifying.
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Part 1990,112 requirés that if the chémical is classified as a Category I
carcinogen the Sécretary shall issue an Emergency Temporary Standard, which
then locks QSHA into a strict time table, The problem here is that OSHA will
often be taking a panic approach on & nen-existent or very minor problem.
Underlthe Toxie Substances Act EPA will have a list ‘of all manufacturers of
a given chemical, If confronted with real evidence of carcinogenicity, the
chemical and allied industries will take the necessary steﬁs if for no better
reason than self-interest, Industry will run too great a risk of expensive
litigation and compensatioﬁ costs for "exposed" workers who geti¢ancer whether
caused by the chemical or not, The Secretary should wait for the best scientific
advice, Simple notification of 1ndustry.with recommended workable handling
procedures will result in virtual elmination of the problem with far less
expense and disruption than the procedure outiined by OSHA, A low but
measurable limit should be set to enable OSHA to prosecute recalcitrant
manufacturérs.

OSHA should avoid trying to regulate beyond knowledge. There will never
be enough inspectors to enforce unrealistic regulations.v When the public does
nﬁt really believe in a regulation it is virtually impossible to enforce it.
It is far better to write realistic regulat? 'ns only on real problems and then
ta enforce them even‘handedly.

Section 1990,113, It should be ﬁossible in any public hearing to present
any data which sheds light on the subject of the hearing, .The hearing officer

admittedly should be allowed some freedom to cut off irrelevant information or

debate,
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Categories .

Without going into great detail I would recommend the following general

approach:

Category I, Proven human carcinogens. Regulations should be developed
wiph,the aid of those most knowledgable about processes of manufacture and use
so as to achieve mintwum ekaSute with minimum expense, This has to be done on
one chemical at a time because of widely different properties, toxicity, and
processes. The number of proven carcinogens is small and it is imperative that
QSHA take the necessary time to set meaningfﬁl, workable standards.

Catepory II, Suspect carcinogens based on animal studies or suggestive
but inadequate epidemiclogical evidence. The known facts should be put before
those handling the chemical‘and proper rescarch carried out to determime as soon
as possible whether it is likely to be a serious human carcinogen.

Categbrﬁ LII. Possible carcinogens based on very limited suggestive animal

data whether or not backed up by Ames or other im vitxo tests. " Research should be

continued.

Under any circumstances provision for uvpdating should be made as new facts
emerge. We must never close the book. Even the ancient Babylonian and Persian

v

. kings had to change the "immutable laws''of the Medes and the Persians as new

facts cawe to light,

Respectfully submitted,

Walteg D, Harris, Ph.D.
Corporate Industrial Toxicologist
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- ton hearings starting April 4,
Co22,1977. -

By WILLIAM H. LANDER

Journat of Cammerce Statf
ane Manufac-
turers Assoclation,
ed in the

cago,

‘move to try to encourage the-

Occupational Safety and
Hoalth - Administration- to'
adopt a rational, practical and -
effective policy in its regula.
tions for the workplace: - - -
Ellis Murphy, executive sec-
refary, reports that the PMA:-

is fully sumrung the work of |
the new% cres erican | *
ndustria 2a ouncil, {

along wii
astics

& Socie!
ust’y an omer

. companies a

~Organization of the' AICH.
was described {n The Journat
of Commerce on Nov, 25,
1977 and the plans of the SPI

and plastics mapufacturers '

and processors to take a
strong position in the Washing- -

1978 were described on Dee.-
“‘We will be following the.- "

activities of the American : <

Indusirial Heglth Council"
closely and are ¢commmnitted to

. keeping our members i

formed and urging  them to
provide data whan such re~
quests come, and to contact-
their senators and representa-
tives,'"” Mr, Ellis told this
newspagper, '

The PMA’s legal counsel,
Arvid Sather of Michael, Best
& Friedrich is serving on the
council's legal committee, and
Jay E. Meili, a past president
of PMA and president of
Molded Dimensions Inc., of
Port Washington, Wis., will

v M.ﬂmmuawr‘
£ "M‘ are very muc

Mr. Ellis, along ‘with the
current PMA president —
Gecrge Kilbride who is presi-
dent of- Mandrels, Inc,, in

" Louigville, Chio — and Wil-
liam Staltr, PMA vice presi.
dent, . of- Dayton Coatings &

_ Chemilcals, . division of Whit-
taker Corp., will aiso be fol-
lowing | activities of the

. associations committee of the

councile-« s -~
PMA's cumnt treasurer,

‘Gene Huber, vice president of

engineering for Sweco Ine,, is.

‘- tollowing the work ol the

 council’s public rela twns com- .

- mitiee.
T TiWhen

3

e hearings start,

vide wi

ey
Y

opposed to giving OSHA the
-right:to select ‘substitute’
“chemicals. for us. We still
" object strenuously to sig'nage
* thatrincludes the world ‘can-
5 ““cer':: We also expect to chial-
¥ lenge- some aspects of the
workplace regulations,” Mr.
 -Eliis added, .-,
~=-. As. readers of this column
lmw. when MOCA and other
" " 'questions affecting the inter-
"3 sty of its menmbers arises, the
Polyurethane Manufacturers
Association does not fool
- around, but moves in [uil
strength to tackle the prob-
tem.

serve on the council's alterna-
tives committee.

|

(e ”
A
11 January 1373 io: J. . darr
C. E. 3lades
R. Fleming
R. H. 3chenck
Y. Mo Snitn
RECEIVED rom 2. &, Gray, Jr.
- JAN 11 1977
January 11, 1978 - LAW DEPT. &
' ' ey
Pl . Polyurethane Manufacturers
astics .- . s, s
" | Association Enlists in Move
‘ . 2 T
Carner‘ o Influence OSHA Pohcy

AP00048745



Y POV e ey VT YT ST o, R T, T $ S S gy gt

7-98%- (- C_

Lu..—- it L e et . YO VY LI N 230 b s WL e e I A AT

@‘“ 3&5 [\ Fm ﬂ‘rm\QQ(\ 4
e ’17 [ DO (&a’au &
C“f— t :..»J \:_.D A CT™ITEY

Sal m,d,dm,mf‘@}@
for @3@38"23@@'&@@]
@azr@s‘“@@cgmﬁ P Foster

While thousands of hazardous substances are being used in
the workplace with more being introduced every year, OSHA
has completed regulatory zctivity for onty 17. In an effort to
escape the slow “substance-by-substance” approach to set-
tfng standards, OSHA has proposed a system that would per-
mit standardized responses, in regulatory terms, for suspected
carcinogens,

.- Secretary of Labor Ray Marshall and Assis-
tant Sccretary Eula Bingham, head of the
Qccupational Salety and Health Administration,
have announced the first comprehensive pro-
posal for rcgulating cancer-causing substances.
The proposed cancer policy will establish a pro-
cedure for identification, classification, and regu-
lation of potential carcinogens in American
workplaces. At the outset, 0sia recognizes that
1,500 to 2,000 agents have been identified by
NIOSH as being “suspect carcinogens” (HEW Pub-
lication No. (Niosu) 77-149). Yet OSHA has
completed regulatory action on only 17,

0sia recognizes that in regulating occupa-
tional carcinogens, many gaps remain in the
knowledge of cancer, its cnuses, prevention, and
cure. However, to wait for years to resolve these
issues scientifically withow some cansistent and
workable system for the regulation of toxic sub-
stances, for which there is evidence of carcino-
genie patential to humans, would bg inconsistent
with 0s1a's statutory abligations and unaccepta-
ble to all concerned.

The new ostia proposal and broad ruleniaking
procecding which will accompany it are intended
to establish:

e New procedures and regulatory framework
for regulitting warker exposures to potential oc-
cupational carcinogens,

e Scientifically-based policies to identily and
classify such substances.

e Three model standards for use in specific
rulemaking involving such substances.

r}‘

14 DECEMBER 1977

T T T AR ETY

2

Secretary Marshall noted that “this compre-
hensive cancer policy represents a major break-
through for osia. Trying to control carcinogenic
substances on a case-by-case basis is like try-
ing to put out a forest fire one tree at a time,
Instead, we sre proposing a sysiematic way of
determining which toxic subslances require
emergency alleantion by OSHA.

“This new policy will allow osHA to respond
to threats to worker health with much greater
speed and eflicicncy. This represents another
step in our continuing ¢efforts to make 0siIA a
model regulatory agency. Eula Bingham and her
staff are to be commended for their cfforts in
developing such an important policy.” Dr. Bing-
ham pointed to the proposed cancer policy as
another indication of 0SHA’s renewed commit-
ment to protecting American workers from
heatth hazards.

“The sad {act is that more than 1,000 Ameri-
cans die every day from cancer—370,000 a year.
Leading cancer researchers have attributed mors
than GO percent of these cancer cases to en-
virontaental factors.

“T believe the time has come to implement a
comprehensive program to prevent camcer in
the workplace.”

Dr. Bingham noted that as a result of the
proposed rule, 0sHA will develop three mode!
standards, incorporating 0SHA’S views on which
protective provisions are gencraily the most ap-
propriate for different categories of substances.
Thus, in a later rulemaking for a specific sub-
stance, the only major issues to be resolved
would be sclection of an appropriate exposure
limit and determination of whether OsnA has
appropriately classified the substances.

Classifying substances

In classifying each toxic substance encoun-
tered, osita will rely on evidence from human
epidemiolopical studies, adequately designed and
conducted animal studics, or both. The degree
of conetosiveness of such data would desermine
whether the toxic substance In question should
be regulated as a Category I or Category 11 sub-
stance. Alternatively, a designation of Category
ITT may be assigned (for a substunce requiring
further data development) or Category 1V ({or
substances 0stiA belicves are not found in Amer-
ican workplaces, but otherwise would be regu-
Tated).

The proposed rles and system would permit
ay “interesied person™ or osuA itself 1o present
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information to the Secretary of Labor for the
classifieation of any toxic substance. After re-
ceipt of such informatinn, the Scerctary would
publish a notice for public comment giving the
contents and source of such information. Gen-
crally a 30-day pubiic comment period would
be provided following which the secretary would,
within 30 additional days, publish a notice
classifying the substance as Category I, TI, III
or 1V, and explaining his decision.

osHA proposes Lo classify as Category I those
substances whose carcinogenicity has been estab-
lished in humans, or in two mammalian species
of test animals, or in one species if those results
have been replicated. Category II substances
would be those whose carcinogenicity has been
reported but the evidence is only suggestive, or
is positive in only ene species and not yet repli-
cated.

Classification of a substance in Category T
would trigger the immediate issuance of the mo-
del emergency temporary standard. This would
be quickly followed by rulemaking—using the
model for proposed permanent standards for
Category 1 substances, At the conclusion of the
rulemaking, il the Scerctary of Labor determines
the substance should more correctly have been
classified as Category II, the model for that
standard would be followed in issuing the per-
manent rule.

Under these procedures, rulemaking would be
significantly streamlined and speeded because
the issues for rulemaking in dealing with Cate-
gory I substances would be limited to: whether
the Secrelary correctly classified the substance
as Category I. whether he was correct in the de-
termination that the Category T classification

-should not be rebutted; whether the lowest fea-

siblc exposure level was selected or whether
there are suilable less hazardous substilutes;
whether the substance has unique properties that
make provisions of the medel inappropriate; and
the environmental impact arising from regulation
of the substance.

Similarly, an initial classification of a toxic
substance in Catcgory T would iniliate rulemak-

ing following the made! for permanent standards
for such substances.

The three model standards to be developed
- include an emergency tentporary standard o be

issued, in general, if the toxic substance meets
the criteria for o Category. [ substance; a pro-
posed permancent standurd for such subsiances;
and a proposed pernunent standard for those

substances that meet the criteria only for a Cite-
gory IT designation.

In discussing its proposed system for elassi-
fying substances as Category [, 1, IIT, or TV,
osita notes in the proposal (which appeared
QOctober 4 in the Federal Register) that there is
general agreement among scicntific experts on:
the practical and cthical diMiculties in celving
on epidemiological studics in man as the sole
basis for establisning the carcinogenic potential
of a substance; the validily of studies in experi-
mental animals to establish the carcinogenic
potential of a subsiance: the minimal and opti-
mal experimental conditions for carcinogenic
testing; and, the kinds of statistically significant
changes in tumor incidence that can be observed
in experimental animals and used to characterize
carcinogeunic potential.

Areas of agreement

Tn particular, there appears to be general
agreement on several major issucs on which
O5Ha is relying in proposing these regulations:

« OsHA relies, in general, only upon tesulis
found if: testing of mammalian species, especially
the rat and mousc. because they are dircctiy
relevant to man in carcinogenicity testing.

e Positive results in any mammalian species
will, as a general rule, supersede negative find-
ings in another species, and positive ammal data
generally should supersede humun data because
of frequent defects in human studics.

« Testing ol substances at constant high ex-
posure levels is required to overcome the sta-
tistical insensitivity  of Ilaboratory bioassays
conducted with the limited numbcr of animals
than can be practicably handled in laboratorics.

e The size of groups of test animals must be
sufliciently Iarge to pernit statistical evaluation
for significance.

OsHA notes that while there is substantial
agreement on Lhese five issues which are key to
OsHA’s clussificution system, there are six other
areas where scientific experts are less fully in
agreement, ostA bores the walemaking will lead
ta full and comprehensive debate on wll cleven
of the classification factors 1o permit develop-
mcnt of a sound classification system. In the re-
muining six issucs, OSHA proposes:

» To place as much weight on uan experiment
in which only benign tumors are observed, as
whien both benign and malignant tumors are
induced.

e To interpret the results of experiments
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showing incceused  incidence of tumers in
treated animals as evidence of carcinogenicily,
regardless of sponlancous cancer incidence, pro-
vided that the experiments are sullicicntly weli-
controfled and un increase in incidence is sta-
tistically significant,

e To congider development of tumors from
dermal, inhalation, injection (with tumors at
distunt sites)} and oral exposurcs as directly
relevant to occupational esposure; conversely,
tumors at the site of injection or implantation
shall generally be regarded as irrelevant to
occupational exposurc.

e To place much greater weight on positive
results that have been replicated in another
study than on a single unconfirmed result.

e That in regulating a Category I toxic sub-
stance, the level of exposure to be set will not
be a “healihful,” “safe,"” or “no-cflect” level,
but a feasibility level 10 be determined by OSHA,

e That although the agency is of the view
that *‘no-effect” levels cannot be set for a

““carcinogen, there are some who believe it may

be desirable to quantify the degree of risk for
the purpose of cvaluating the expense and level
of control considered feasible, Thus, the agency
secks comments on whether such an estimation
should be attempled, and if so, the methods to
be employed.

In discussing the three proposed model stand-
ards, OSHA notes its intention that, apart from
the unique substance-specific aspects of these
standards as futtre rulemakings are undertaken,
the provisions of the models, as determined in
this rulemaking, will not be an issue.

Model comparison

In the notice of proposed rulemaking, OSHA
provides a side-by-side compzarison of the three
models. Euch follows a standard format: but, to
distinguish between emergency rules and pro-
posed permanent rules for Category T and Cale-
gory I chemicals, there are some significant
differences.

Among the differences are:

e Permissible exposure fimits in the emer-
gency temporary e and in the proposed
permanent rule {for Category 1 substinees would
be set at the lowest fevel feasible; for Category
IT substances, exposure levels would be those
currently preseribed in 0sita’s table of permissi-
ble exposure levels, or at lower levels if appro-
priite; or where no prescribed levels exist. they
would be set at an approprite level based on

DECEMBER 1977

acute or chronic cflects other than ciarcinoggn-
icity. Also, where the record indicates (Hat
suitable substitufe substances exist; OSHA cun
propose to prohibit the use of a Category T sub-
stance.

e Only the model for proposed permanent
standards for Catcpory T toxic substances re-
quires estublishment of a regulated arca (access
to which st be limited by the employer to
~authorized” personnel).

e In preseribing methods of compliance, the
most significant ditference between the modet
emergency rule and the proposed permanent
rule for Category 1 substances is that the emer-
gency rule would permit greater reliance on
respirators to reduce exposures: the permanent
rule would require substantial reliance on en-
gineering and work practice controls 10 reduce
exposures—with respirators permitled only as
an interim means of protection.

e Requirements for protective clothing and
equipment would be essentially the siume except
that the proposed emiergency rule would not
require clothes-changing rooms.

e Requirements for hygience facilities and
prictices are essuitially the same far ail three
model proposals except that the emergency rule
for any subsiance not previously regulated by
OsHA would not reguire compliance with the
requirements for lunch rooms, shower rooms,
and the like.

e« The thiee madel standards require the usz
of signs and labels with the two models for
Category T substinces requiring the wamning of
“cancer hazard.”

e Recordkeeping requircnments are essentially
the same cxcept (hat the madel emergeney rule
would prescribe shorter time periods for reten-
tiont and would not require a transfer (¢ Nosi of
medical records if the employer ceases to do
business.

Other sectians of the three maodels which will
be essentially the same include those covering:
scope, definitions,  cxposure manitoring  and
measuring, housckeeping, waste disposal, meeli-
cal surveillance (with substance-specific proto-
cols to be filled in for cach new substance dealt
with), emgloyce information and Lrainiag, ob-
servation of wonitoring, cffective dutes, and
appendices. All three models call for three
appendices: a substance safety data shect, sub-
stance technical guidelines, and mudical sueveil-
lance guidelines. ’
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osHA is seeking full discussion of all of Lhe
issues raiscd by the proposed classification sys-
tem, the agency's rationale for classilying, the
model standurds, procedures to be followed, ind
any other relevant issues raised by the proposed
regulation. Comments, data, ‘und views of in-
terestcd persons are being sought, OsHa has
scheduted a public hearing to begin at 9:30 a'm.,
March 14, 1978, in the Department of Lubor
Auditorium. Those who wish 1o present testi-
mony should submit requests to appeur. posi-
marked no later than January30, 1978, to the
osia  Division of Consumer Affairs, Room
N3633, U.S. Department of Labor. Third St
and Constitution Ave., NW, Washington, D.C,
20210.

Requests (o appear at the hearing musi con-
tain the following: name, address and phone
number of each person lo appear; the capacily
in which the person will appear; approximate
time required; specific issue(s) raised by the
proposal that witl be addressed; a detailed state-
" ment of the position to be taken on each such
issue; and whether documentary cvidence will
be submitted, and if so, a brief summary of (hat
evidence.

Copies of all written submissions and requests
to appear will be availuble for Inspection and
copying in the offices noted above.

In addition to the avove requircments, any
person “intending to testily for more than 13
minutes at the public hearing must submit not
Iater thaa January 30, {978, four copies of the
full text and all docwments to the ostia Division
of Consumer Aflairs. Such submissions also will
be available for inspection and copying, bul at
the os11a Docket Office.

The Enviranmenlal Proteclion Agency

Eartier this year, Douglas M. Costle. £ra Ad-
ministrator, delineated his ageney's approuch to
dealing with cancer hazards.

The cssenee of the Toxic Substances Conlrol
Act is expressed in (hree policy statements which
appear af the beginning of the Act, Costle said.
The first statement is thas “adequate data should
be developed with respect to the ellect of chem-
ical substances and mixtures on health and (he
environmen( and the development of such data
should be the respousibility of those who manu-
facture and those who process such chemical
substances und mixtures.™ In detining this policy,
Congress placed the burden for develuping toxic

substance infarmation squarely upon the pro-

ducers of chemical products. Congress intended
that the manefacturers and producers tike cor-
reclive action themsefves. [U wus not written
simply 10 provide u meuants foc £ra (o obtain
data to support regukutory actions. upa, of
course, will usc information developed by manu-
fucturers to buck up regulatory uctions when
necessary. “But if rpA thouzht its job was to
protect human health and the eavironment solely
through the imposition ol a1 wholesale scries of
individual regulations applicable (o individual
chemicals and in individual situations, then the
real thrust and meaning of this first policy state-
ment would be lost,” Cosllc said.

The sccond policy statement says “adequate
authority should exist to regulate chemical sub-
stances and mixtures which present an unreason-
able risk of injury to health or the environment
and to luke aicion with respect to chemical sub-
stances and mixtures which are imminent haz-
ards.,” The burden is upon EPa to use its legal
authority aggressively in the protection of health
and the cavironment. However, ePA should use
that authority only after it has evaluated the
facts and determined that an “unreasonable risk”
exists. To make this decision. the agency has to
understand the toxicity of the chemical substunce
in question, the population cxposed to the chem-
ical, the degree of exposure. and the costs and
problems associated with eliminating or limiting
that exposure.

The third policy says that “authority over
chemical substances and mixtures should be
exercised in such a mauner as not to impede un-
duly ot creale unnecessary cconomic barriets Lo
technological innovation.” Again, the burden is
on Era. The Congress intends thiat £p.a exercise
judgmient in the regulation of chemical sub-
stances. Tt does not intend for Era to ask for

‘more information than it really needs. :

All of the actions which tra has taken, and
will take, arc consistent with the three basic
policies set down by Congress. “We will see to it
that adequate data are devetoped with respect
{o the effcet of chemical substances and mix-
tures on health and the envirdnment. We will
regudate chemical substances and mixtures which
present an unreasonithle risk. And we will exer-
cise our authority in a2 manner so 48 not to im-
pede unduly or creale unnccessary econoimic
barriers,” Costle said.

Jim Foster is OSH.A chicl of news media services,
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Asbestos Lung (pleural Miners; millers; '
@Q"’ TN @ and peritoncal textile, insulation.
LS mesothelioma) and shipyard
(\ r“af" - n workers
r‘xk ¥
@ ../\_.; .: ‘t} J\.Jd i&ulj Petroleum, Nasal cavity; Contact with
petroleum larynx; lung; lubricating, cool-
3 s Pt 2 f—\"lf coke, wax, skin; scrotum  ing, paraflin or
e %4"‘@ RS

AGENT
Wood

ORGAN
AFFECTED

Nasal cavity
and sinuses

OCCUPATION

Waodwoarkers

Lcather

Nasal cavity
and sinuses;

urinary blad-
der

Leather and shoce
workers

Iron oxide

Lung; larynx

Iron ore miners;
metal grinders
and polishers;
silver finishers;
iron foundry
workers

Nickel

Nasal sinuses;
lung

Nickel smelters,
mixers, and
roasters; electro-
lysis workers

Arsenic

Skin; lung;
liver

Miners; sinelters;
insecticide makers
and sprayers;
tanners; chemicat
workers; oil re-
fincrs; vintners

Chromium

Nasal cavity
aud sinuscs;
lung; larynx

Chromium pro-
ducers, proces-
rors, and users;
acetylene and
anitine workers;
bleachers; glnss,
pottery, and lino-
leum workers;
battery makers

creosote, an-

thracene, pa-

rafhin, shalc,
and minecral
oils

wax fuel qils or

-eoke; rubber fil-

lers; retort work-
ers; textile
weavers; diesel
jet testers

Mustard gas

Larynx; lung;
trachea;
bronchi

Mustard gas
workers

Vinyl cbloride Liver; brain

Plastic workers

Bis-chloro-
methyl ether,
chloromethyl
ether

Lung

* Chemical workers

Isopropyi oil

Nasal cavity

Isopropyl oil
preducers

Coal soot,

coal tar, other skin; scrotum;

products of
coal combus-
fion

Lung; larynx;

urinary blad-
der

Gashouse work-
ers, stokers, and
producers; as-
phalt, coal tar,
and pitch work-
ers; coke oven
workers; miners;
still cleaners

Benzene

Bone marrow

Explosives, ben-
zene, or rubber
cement workers;
distillers; dye
users; painters;
shocmakers

Atramine,
benzidine,
alpha-Naph-
thylamine,
beta-Napth-
thylamine,
magenta, 4-
Aminodi-

phenyl, 4-Ni-
* trodipheny!

Urinary blad-
der

‘Dyestuffs manu-

facturers and
uscrs; rubber
workers (press-
men, filtermen,
laborers); textile
dyers; paint man-
ufacturers

Source: National Canecr [nstitute

18

DECEMBER 1877

AP00048750




Fomt mrmmi s via ormasiet & oo me R et tebms e sram o

Bt {

“Tt was not too long ago that Pr. Bingham and
1 announced a redirection of the resources of
osHA. With limited resources we felt that we had
to focus on the most serious threats to the health
and safety of workers, We announced that we

were poing after the whales
minnows.

“We are today announcing a new policy that [
believe will provide the broad net we nced to
catch some of the biggest whales—cancer caus-
ing substances. For too long osuna has had to
approach cach toxic chemical on 2 substance by
substance basis. Trving to control carcinogenic
substances on n case by case basts is like trying
to put out a forest firc one trec at a time.

“Instead we arc proposing a sysiematic way of
determining which toxic substunces require
emergency aitention by osHA. I believe this com-
prehensive cancer policy represents a major
breakthrough for osHa—it will allow us to re-
spond to threats to worker health with much
greater speed and efficiency.

“This represents another step in our continu-
ing efforts to make OsHa a model regulatory
agency. Eula Bingham and her staff are to be
commended for their efforts in devecloping such
an important policy.”

instend  of | the

Dr. Euta Bingham, head of OSHA
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“If is particularly significant that OsHA is tak-
ing the lcad among government agencics in at-
tempting to set comprchensive policies to deal
with the prablems of cancer. Qurs has been the
agency chosen by many s the example of bu-
reawrcratic nit-picking. But we have pledged our
cfforts 1o attack the more serious hazards. There
can be no doubt that cancer is amang those
serious hazards. Morcover, many of the chem-
icals which we now regard as cancer-causing
have first been recognized from the tragic con-
sequences of cancer in the workplace.

“The sad fact is that more than 1,000 Amer-
icans dic every day from ciuncer—370,000 per

year, Leading cancer researchers have attributed
more than 60 percent of those cancer cases to
environmental factors.

“So the message is clear. I believe the time has
come to implement & comprehensive program
1o prevent cancer in the workplace.

*“Onder this new cancer policy, we would clas-
sify a substance in one of {our categories and
then take specific action depending on the clas-
sification. A major purpose of the rulemaking
is to settle once and far all, the policy issues that
will guide osHA i its future regulation of occu-
pational carcinogens. In the past a great deal of
time and energy has been expended in debate
over scientific and medical questions about the
extent to which availuble data could be con-
sidered as cvidence of cancer hazard in man.
This prudent public health policy will end the
nccd for such exhaustive debate as we deal
with each new substance.

“Also, in the past we have as an agency ex-
pended horrendous amounts of time and cnergy
in devetoping cach separate section of the job
liealth standards on o substance-by-substance
basis, Through this rulemaking we will develop
standard formats and content for the regulations
needed to deal with Category 1 and I1 sub-
slunces, So we arc proposing model emergency
temporary standards for all substances later
classified as Catepory 1. That model would be
the vehicle for prompily issuing an cimergency

JOB SAFETY AND HEALTH
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rule as soon as the substance invoived is classi-
fied as Category I or a conlirmed carcinogen.

“Another mode! standard would be used in
developing a permanent standard for Category T
substances and a third model would be used to
develop a permanent rule for the Calegory I
suspeet carcinogens,

“While there are a number of differences
among the threc modcls, the mast significant arc
in the extent to which worker exposure must be
limited.

*The emergency and permanent rules we would
issue for Category I substances would reduce

warker exposure to the lowest level feasibie.
while the Category IT exposure fevel set wduld
be sufliciently low to prevent acute or chronic
toxic effects in exposed workers.

“Our proposcd system, then, witl cnable us to
quickly react {o new evidence ol carcinogenicity.
to properly classify u substance and deal with it
in an appropriate regulatory fashion with most
of the issues involved settled beforehand. This
witl, we ave confident._markedly speed ‘up our
capability to deal with carcinogens and greatly
enhance our ability to protect workers.
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Grover Wrenn, OSHA health standards chiet
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“In general, those substances for which there
exists an overwhelmming consensus based on
human and animal data would be placed in
Category 1. This would include such substances
as arsenic, coke oven emissions, benzene, beryl-
lium, chromates, and pesticides such as Dib-
romochloropropane and kepone. Category II
would be for those substances for which there is
some “strongly suggestive evidence” like those
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currently being tested by the National Cancer
Institute, Tests of Category IT subsiances would
show some positive results that.were not conclu-
sive such’as evidence in one species but not in i
another, or evidence in one sex but not the j
other. Examples would be recently-tested chlori- |
nated hydrocarbon solvents such as perchloroe-
thylene and trichloroethylene.

“Because this proposal does not, in itself, reg- ¢
ulate exposure to any specific substance, an ece- i
nomic impact statement would be meaningicss. ¢
As standards are developed under the new sys-
tem, impact statements will be prepared. This is g
not quite a “fill-in-the-blank” proposal, but it §
will reduce discussion to those unique areas that
relate to each substance. This proposal wm_ld
make a big difference in the time needed for;
o0sHA to respond to newly-discovered ‘nea]th H
hazards. Tt would remove ali doubt about thef
method of OSHA's response.

YA prclxmmary review of the nNI0sH list of sus- 3
pected carcinogens indicates about 100 would ¥
belong to Category I. Another 3-40D would be- E
long to Category II. and the remainder would j
be in Category IIT or IV.
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By
Peter S. Barth

this year. While cardiovascular diseascs
will kill perhaps 2.5 times as many per-
sons as cancer, the latter appears to inspire far
more fear in the minds of the public. Perhaps
this can be explained by the suddenncss with

@anmr will kill some 370,000 Americans

swhich cancer may appear in persons of all ages
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as compared to the very gradual deterioration
that so frequently pregedes deuth from cardlio-
vascular illnesses. The fear may also be traced
to the very high death rates, particularly in ear-
lier years, in persons diagnosed as having cancer.
Ultimately, however, the root of the attitude is
probably the ubsolute ignorunce of the causes of
the disease. Simply put, in the vast majority of
cases the cause of cancer is unknown. Further,
even in those instances where the disease may be
traced to a specific carcinogen, it is not known
why the agent induces the disease in some per-
sons and not in others. Thus, for cxample, it re-
mains & mystery why some persons will develop
cancer subsequent to very Jimited exposure to
nsbestos, while others necessarily exposed for
sufficiently prolonged periods to large amounts
of the substance may develop (the potentially
deadly) asbestosis but do not develop cancer.

Occupational or industrial cancer occurs
wlere the cause of the disease is largely to be
found at the workplace. This definition, regrett-
ably, yields little insight into the magnitude of
the problem. Many substances to which one is
exposed at the workplace may routinely be
found in the environment. At the extreme, pro-
longed and substantial exposure to sunlight is
understood to be hazardous, thus imperiling
workers in outdoors activities (sailors, farmers,
reereation persons) as well as sun-worshipping
non-workers. The carcinogens asbestos, nickel,
arsenic, etc. arc often found as air pollutants,
jeopardizing workers and others indiscriminately,
though the extent of exposure will typically be
far higher at workplaces. It is only the rarest of
situations such as occurred in the case of vinyl
chloride where a relatively unusual type of can-
cer is found and can be unambiguously traced
to the workplace.

Since the causes of cancer in most cases have
rot been established, the extent to which the
waorkplace is responsible for causing the disense
cannot be established currently. Compounding
the problenms of atiributing cnusality is the long
Intency period of the disease. Thus, persons
developing the discase toduy may have been in
contact with the causal agent(s) perhaps 20 or
even 30 years ago. "This phenomenon also con-
tributes to the enormity of the task of putting
the responsibility at the workplace in a legal

‘proceeding,

Not only are (here these problems in deter-
mining how many ciases of cancer are occupa-
tionaul in origin, we cannot even effectively look

ahead 1o see how the problem will develop in
occupations where workers are, or have been,
exposed to presently known carcinogens. First,
data on the number of workers exposed to such
agents is extremely crude and sketchy., For ex-
ample, no distinction is typically made among
workers who Tace occasional or extremely lim-
ited exposures, and those routincly exposed, or
others who periodically must face substantial
doses. Secondly, data are presented, generally,
as a stock of workers exposed at a point in time,
rather than faking into account labor turnover
and, thercfore, reporting the number of workers
who have been exposed over a time period.
Since inter-industry turnover rates vary substan-
tially, the problem is especially tricky. Overall,
the task is difficult but until such data are de-
veloped we will not be able to-gauge accurately
the potential scope of the occupational cancer
problem.

Finally, it should be noted that our growing
ability to treat medically individuals with cancer
will partly undermine efforts to identify the ex-
tent of the problems of the workplace. A large
share of the knowledge linking cancer to specific
occupations, industries and/or hazards is the
product of epidemiological research, much of
which depends upon fatality data and death
records. In summary, reselving the issue of the
extent to which the workplace contributes to
cancer will not be simple, cheap or quick.

gnvironmental causes

There appears to be wide agreement that per-
haps 60-90 percent of cancer is environmentally
caused, Breaking this down into its components,
€.g., air poliution, diet, cigarettes, drinking-water
contaminants, the workplace, etc., yields litlle
agreement, lowever, That estiinates of the extent
to which work is responsible vary so widely is
due to the problems cnumerated above. While
it will certainly offend parties on all sides of the
debate, it seems reasonable to the author to
describe as conservative, an estimite of 1 or 2
percent of the cases as'caused by the workplace.
Using such an cstimate, based on the predicted
total of 370,000 cancer fatalities for 1977,
some 3,800-7,600 persons will have died from
occupationa} cancer. The author docs not be-
licve that these numbers represent the “truc”
number of cages, but insicad are only a very sale,
lower estimate on the extent of the problem as
measured by Gatalitics.

There cxists an enormous disparity between
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the numbers cited above and the extent to which
occupational cancer is scen by state workers’
compensation systems. Data huve been compiled
by the author on the cxtent to which occupa-
tional discuse ¢laims are puid under state work-
ers’ compensation laws. I¢ has been found that
a very small rumber of claims involving occupa-
tional diseases generally are seen and processed
by state agencies. Data from the states in this
arca are incomplete and generally difficult
to aggregale. Dala sources examined included
annual reports of stute agencics, separate mait
and telephone surveys of these agencies, a mail
survey of insurers, and data from the National
Council on Campensation Insurance, the body
that assists insurance carriers in setting rates.
Piecing these all together it appears safe to con-
clude that perhaps fewer than 100 fatality cases
a year due to cancer are being compensated,
Since thie data on non-fatal claims are even more
difficult to sort through, e.g., some skin cancer
claims may be identified only as “skin disorders,”
it is far more speculative 1o guess the exient to
which such cases are compensated. Nevertheless,
it is absolutely certain that as in the case of
fatatities, there is a large gap between claims
compensaled and any ‘‘conservative” estimate
of the number of new cases of cccupationally-
related cancer each year.

The disparity between the incidence of occu-
pational cancer and of cases compensated is
likely attributable to a variety of sources. Prob-
ably foremost among these is the problem of
ignorance. The physician may not know hat his
patient has been expased ta carcinogens at the
workplace, emplayees may not know even what
substances they handle and, moreover, they may
not be aware of their potential rights to woikers'
compensation. The personal agony that indi-
viduals and their families suffer when confronted
with such a discase can cxplain why many seck
to avoid the extended controversy that is al-
most incvitable in compensation proceedings.

A second set of prablems is that a variety of
provisions in various stde laws cffectively pre-
clude receiving compensation in many cases.
For example, some statutes of limitation pro-
visions that may bac claims based on earlier
exposures may be reasonable in cases of most
occupational discases, but arc not where the
litency period is as long us in cancer.

A third factor tending ta reduce claims is the
cnormity of the task of proviag that the discase
is work-connected, In workers' compensation
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praceedings the burden of proof rests with the
claimant who may have been exposed to the
carcinugenic agent decades earlier, and possibly
while engaged in a different occupation and/or
industry. Simply beciuse a cancer victim has at
une \ime or another been occupationally cxposed
to such a hazard will hardly suffice in most
instances to nssurc that warkers’ compensation
will be paid. Rather, claimants or their survivors
ntust persuade the authorities that the disease
was caused by a hazardous cxposure that may
have occurred years ago. Such issues frequently
lead to physicians testifying for either litigant
about the possible source of a disease that is
still not basically understood.

Adversary procedures

Another problem rhat tends to discourage the
filing of claims is the very lengthy and conten-
tious procedure that typically precedes the reso-~
lution of 4 case involving occupational discase.
Where a worker incurs a serious occupational
disease, it typically takes well over a year from
the time a claim is first filed until a first payment
is made—in cases where indemnity benefits are
eventually paid.

The lengthiness of workers' compensation
proceedings together with the adversary process
may well discourage some physicians from ever
willingly becoming involved in such cases. Con-
sequently, it is likely that they will not raise the
matter of workers’ conipensation where patients
are found to have cancer.

The system of workers’ compensation in the
U.S. is basically adversarial, and the resolution
of a controversy regarding the source of a
person's illness or death can involve substantial
sums of money. Nevertheless, it is clear that the
fundamental problems are scientific and tech-
nolegical. If the problem was primarily the way
we adjudicate claims one should expect to find
a far larger mumber of cases involving cancer in
other countries that arc using very different
approaches to workers’ compensation. Inslead,
it appears that the volume of claims for accupa-
tional cancer in most western European nations
is quite small and not far out of line with the
U.S. experience. In (hose countrics, however,
information aboul occupational cancer increnas-
ingly is being brought to the public’s and work-
ers’ atiention and a surge in claims may well
result, A similar type of development in the
United States should also be anticipated.
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