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Preparaed Testimony
of ;

Richard Fleming

Executive Vice President

Air Products and Chemicals, Inc.
on the
OSHA Proposed Rule on
Identification, Classification and Regulation
of Toxic Substances Posing a )
Potential Occupational Carciunogenic Risk
e
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Commants on the Proposed OSHA

TN

Regulation on Toxic Substances

Cutlina

I. iIntroduction

Alr Products opposes the Proposal, supports AIHC,
and offers comments.

II. The Proposal Will Not Utilize the Best Available
Scientific Resources

An independent classification should be utilized
to assure adequate evaluation of the facts.

III. The Proposal is Administratively Unsound

OSHA will be overwhelmed with mandated regulatory
action. The proposal is unduly rigid, and a host
of absurdities will result. The present regula-
tory powers are adequate.

IV. The Proposal is Legally Wrong

OSHA does no*t have the authority to ban substances.
The proposal is faulty because of imprecise defi-
nitions and is in conflict with several laws ang

Executive orders. !

The Promosal is not Economicallv Feasible

No incremental justification is provided for the
level of regulation proposed, nor have adeguate

economic or environmental inputs been prepared.
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VI. Detailed Comments on Spzcific Issu=s raised by

. OSHA, and on thz Modal Standards

R vag

” (written testimony only.] i
Vil. Conclusion

We urge vithdrawal of the Provosal and substicu-
tion of normal procesedings using the guidelines

suggested by AIHC.
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e Comments on the Proposad OSHA

Regqulation cn Toxic Substanceasz

I. Introduction

Air Products and Chemicals, Inc., opposss the preposal
by OSFEd to promulgate a new gencral regulation for
toxic substances as published in 42FR54148. This

position is based on the following points:

1. It will not utilize the best available scientific
resources, |
2. The proposal is unsound administratively.
3. OSHA does not have the legal authority to carry
out several important parts of the proposal.
4. No economic justification can be shown for the
extent of regulation that is proposed.
our oral testiiony will touch on each of these principal
points; our written testimony contains more detailed
information on each subject, and, in addition, addresses
numbar of othar items which are of concern to us,

cluding comments on issues raised by 0SHA in this

Proposal and detailed comments on the model standards.
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II.

Wgypelieve that carrying forward this Proposal, as
wfitten, would bz a grave error on the part of OSsHA

from its standpoint alone. There is no need for this ,
unnecessarily rigid Proposal, which will hamstring the
operation of OSHA by forcing extensive regulatory
activity for materials not significant industrially.

As written, the Proposal will foreclose the incorporation
of future advances in science in OSHA's regulatory

process, and thus eventually require the repudiation

of the resulting regulation. ' i

We generally support the comments and recommendations ‘
made by the American Industrial Health Council in this
matter, which we believe present a sound alternative

course for OSHA to follow, and in addition, will offer
some suggestions ourselves as to how 0SHA should best

proceed.

The OSHA Proposal will not utilize the best available

scientific resources.

. 7":":_

he broad sweep and rigid structure of The propos=d
regulation precludes proper evaluation of eithsr the

hazards or the best means of reducing these hazards for
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individual materials. O0SHA would not have the tine nor

does it have the eixmartis

D

for proper hiomadical evalua-
tion of the data available, or the determination. ,
of ti.. data needed to make a proper decision con the
requlatory action reguired. We, therefore, support the
proposal by AIBC for an indspendant Classification
Pancl to ba charged with the scientific decision making.
Such a panel could vell serve the scientific appraisal

needs of all agencies of the Federal government concerned

with health regulation.

Generic regulations, because of their wide application,
must be especially sound, thoréughly reasoned, and
promptly responsive to advances in science. On this
basis, we strongly recommend that the scientific evalua-
tion of toxicological and epidemiological data irn the
classification of compounds and the determination of
carcinogenic potency be entirely diverced from political,
ethical, and administrative processes which weigh the

_indicated risk and societal penefits, and prescribe

k practices or workplace coanditionm. Wo adhere to
the principle that scilentific date from all wnurces
must be scrutinized in the lignht of the most current

knowledge and that it is the responsibility of OSHA to

AP00048451



srocess.  Inadsquate data or dubilous scientific

2

ure that state-of-the-art expertise is applied in
s

ass
*

thi
—E

t

criti¢ue or appraisal are azpropriate azither as a
basis for the protection of psople at work, customers,
or neighbors nor as grounds for dislocation of the

industry.

Obviously, complete and impeccable data are not always
available, and if one must choose between protection
and no protection, one must err on the side of health
conservation. But the necessary judgements must be
administrative. O0OSHA must not cloak an administrative
Jjudgement in a fabric of biased or selected data,
uncritical data acceptance, faulty interpretations, or
regulation by rote. In other words, make policy judge-
ments, if necessary but don't torture the data in an
attempt to justify what is not justifiable. We have
seean examples in which regulatory agencies have appeared
to be less than objective or critical in their internal

scientific evaluation of data: consider OSHA's examina-

;én of beryllium carcinogenicity data or EPA's appraisal
“OF vinyl chloride epidemiological surveys and the
ethylene oxide toxicity data. We believe that administra-

tive judgments ox positions of advocacy are ill-suited

~ AP00048452



tg, the analysis of scientific data. Advocacy and
political-ethical-scocial judgae=nts basad unon such

data 3V b2 appropriate when data have baen subjoctzd

to pricr competent critigue and interpretation.

This means to us that there must be a panzl of expserts
gqualified to ass2ss the scientific data which pertain
to compounds under review. The compoéition of the
panel must reflect state-of-the-art knowledge in such
fields as biochemistry, comparative pharmacology,
statistics, and epidemiology, to name but a few. For
the most part members will come from academic institutions
and the laboratories of the National Institute of
Health or our National Laboratories such as Oak Ridge
and Brookhaven. They should be selected for their
ability to reach objectively based, scientifically
sound judgments and interpretations concerning the
toxicolegical data and its interpretation in terms of
human health risk. Specific affiliation with industry,

labor or other groups should represent no special

rrier if the skill is needed and pressnt. An undar-
‘'standing of work-place circumstances of cxposure and
exposure contrel methodology is also impoxrtant. The

panal must be prepared to deal with the species selection,

AP00048453



mggchanisms of carcinogenesis, experimental design and

prediction of human ~oalth riskt.  They ac2 not to

)
consider gcciecal beusiits of ceonpounds, costs, alterna-
tives, or any of the myriad legal-political-ethical
variables which are the clear prerogative of the regula-

tors.

It is not my intent to dwell upon such issues as whether
or not exposure to the Category I carcinogené, aflatoxin
{in agriculture) or saccharin (in soda making) constitutes
a "grave danger." Some resgulators and the Congress
evidently do not think so. However I am interested in

the work by Dow showing that vinyl chloride administered
at high levels saturates normal detoxification mechanisms
and enters a pathway which leads to the precduction of
carcinogenic maitabolites. I would like to see these

data weighed bv an expert panel and observe the regulatory
censagueness. Do the enzymatic systems responsible

for cancer induction also operate at low levels oXf

exposure? If so, what is the significance of that

ct? If not, what is tihe significance? Vhen this
ﬁﬁ%itiquc has boen coupletsd, along with others of
equal impoctance, then and only then, should one pass
the issue to the regulators for their phase of the

decision-making process. : '
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IﬂEecognize that the determination of the most effective
pgécament of the panel within the srganizational pattern
of the Faderal government is a difficrlt matter. '
However, except for the jurisdictional and territorial
imperative concerns of specific organizations, the
placament of the panel is not of great importance. But
the panel must be placed where it is immune to political,
commercial, or economic pressure groups, environmental
advocates of every persuasion, and influence by the
research funding hierarchy of the Federal government.

It must be capable of dealing with the frontiers of
scientific development in relevant areas. I do not see
othar routes to state-of-the-art critiques of scientific
data adequate to form the foundation.of important

regulation.

In addition, one would hope that the activities of this
panel would be made available to, and used by all of
the standard-setting agencies, the Federal Government,

and also the individual statas. We are now faced with

'morass of overlapping and incomsistant regulation
eing developed on an ad hoc basis. The early promises
of cocperation from the IRLG have not yet borne fruit.

All further regulatory action regarding health risk/benefit

~ AP00048455



III.

agsessitent should be donz undsr a coharent and consistent

policiy which 1s uwiilized by all of the wyunciegs conzas

VS oA

?

-

with the assistance of the best secisntific thinking

that this nation can provide.

This Proposal is Administratively Uasound

OSHA has given as its primary reason fov this proposal
its concern that present procedures axre too slow and
require too much regulatory effort to b=z effactive in
protecting the hesalth of workers; OSHA therefore intends
to increase its capacity and, it supposes, its effective-

ness in fulfilling its mission by these new rules.

We believe that precisely the opposite will result.
This proposal is so rigid and unwieldly, and is so
ingensitive te the real nezds of society and to the
state of medical science, that the futuce acztivity of
OSEA will be even less prcductive than in tha past.
OSHA will be so overwhelmed with nondiscretionary

tlemaking, and so constricted in its rasponses as the

1ﬁlt of this action that the regulatonry oubpub will

[

bé of far poorer guality. Worse than this, G3HA wil
visit these same problems on the society it is supposzd

to be serving.
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Preposed Section 103 requirses that thare be regulatory

action an the vrasult of the raceipt of any information

sy -

]
irogardless of its guality or relevance, on any compound

This receipt of information sets in motion a chain of '
events that leads to categorization and rulemaking

after cublication of a notice in ths Federal Register

and a hesaring. If the information is significant and
adequate, the compound is placed in Category I and an
Emergancy Temporary Standard ("ETS") is published. 1If
the information is not significant, the compound is
required to be placed in Category II. 1If the information
is both insignificant and inadequate, the compound is
placed in Category III. (See Section III.) The Secretary
has no alternative, and cannot question the source or
reliability of the information received. Any rebuttal

is pernitted only at a public hearing. All cowmpounds

are onresumptively Categoxry I unless rebutted.

It is implicit throuchout the proposed rule, and explici

rt

in the thixd colusn of page 54181, that all existing

Fcinoyens will b: subject to new rulemaking procedures
13 evary substance presently listed in Subpart 2 of
Part 1910 will require an immediate ETS, to be followad
by public hearings and a new permanent standard within

six months of the promulgation of this rule.
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In additicn, thare are over 160 cocmmercial compounds on
.

[

the NINSi suspected Carcinogan List with which carcinoe-

n

0]

genic ragponse nhas besn reported in two ox mOre speci
These are requirad to be put in Categoxy I, reguiring
immediate publication of an ETS, public hearings and a
permansnt standard within six months. Obviously, all
of these do not offaxr the same risk to the worker, or
to the same number of workers, but under this rule, all
of them would recquire the same imnediate ragulatory

action.

Every substance which has ever given a positive test in
a rodent, regardless of the dosage, becomes a "potential
occupational carcinogen" and presumptively in Category
II at least, requiring a notice of proposed rulemaking
within 60 days of the promulgation of this rule. Thexs

are hundreds of these substances.

All other substances for which "information" has baen

submitted fall into Category III, and regulre that

QSH, EPA, CPSC, and FDA start an immediate search fox
- Sad
fmformation that will permit their reclassification

into more restrictive categories.
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& results certainly will give OSHA the "speedy
o

dporoacnt to rulerzliing fovw whicu it pro

HLT)

zaserl a desirsa,
i
but it alss is czroalu that it will increocase, nob

rzduce its workload, and it will certainly not improva

the quality of its output.

an official of OSHA has been quoted in tha December

1977 issue of Job Safety and Health as saying "A prelim-
inary review of the NIOSH list of suspected carcinogens
indicates about 100 would belong to Category I. Another
300;400 would belong te Cetegory II, and the remainder
would be in Category III or IV." If this estimate is
correct a nsw public héaring will begin almost every
workday for the six months the proposed rulse allows
between publishing the one hundred-plus ETS's and
promulgating the final standards for the mandatory

Category I materials alons.

The rigidity of the proposed approach will totally
_contravene the spivit of the Proposal. 1t forces
'gersion of the roseurces of 08y, industry, and
sbbiety as a whola, tewsard subsi. noes which may have no

practical significance in the total caxrcinoygen problem,

and precludes a rational approach to serious problens.

*lvlf

e
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A far betler approach would be for NIOSH and 0SHA to
dﬁ@perat& in detarmining 2 svsten of prioritiﬁs for
requlation basad on extent and dsgres of exnposure,
utilizing the best madical and scilentific data on
potency and mechanism of tumorgenicity, and which can
respond Lo advances in knowledye as they develop., This
can b2st be done through the independent Classification

Panel suggested by many which would assist OSHA in the

development of priorities through a careful evaluation

of toxic potential.

The immense workload caused by this Proposal will be
further exaggerated by the selection of the standards

by which OSHA will categorize the suspected carcinogens.
Compounds are required to be put in Category II where

the data are "only suggestive" (1990.111(b). Suggestive
is defined as "less than persuasive or not statistically

significant..." (1990.102.) Thus statistically insignifi-

cant data reguire a permanent standard and a2 public

bhearing (1990.122.). The rationale to support such a

irse is very diffjcult to discermn.

S,

Thes2 public hearings are to be held 30 to 60 days

after publication of the notice that the information

- 12 -
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hgs been received (1$90.103(2)). This pariod is totallwy
ig&f‘.equata for either the public orxr CSWh o O;bto.i:ﬂ_

’ data, evaluate it, and to prapzre and review testimony:
OSHA has peen developing this Proposal for well ovar a
year, and yet it finds that it cannot havz its testimony
ready until 45 days after thz period whea the public
must have submitted its documents, and more than five

months after publication of the proposal.

In addition, the testing and reporting requirements of
TSCA will force a great deal of data of varying degrees
of reliability and significance to be reported, adding
to the burden already placed on the administrative |

mechanism from already published information.
Rigid application of these proposed rules leads to a
host of absurdities with which OSHA must be preparsd to

deal if it persists in this rulemaking.

,@pcharin.will fall in Category I, and thus must be

ed if there is a suitable substitute. There are
éﬁﬁstitutes, thus, thz2 handling or serving of sacconqrin
must be banned in any place under the jucrisdiction of
OSHA, at a time when Congress denies FDA the power to

ban the ingestion of the material.

~ AP00048461



amoitnts.  Thus open fires and smelting imust bs bannad.
Similarly, the use of coal as a fuel must be forbidden,
and Thz siteel industey nust be shut down, since we can

buy it from abroad.

Internal combustion engines cannot be permitted, since

electrical drives are technically feasible.

Handling of peanuts and several major grain and nut
crops would not be permittzad because of the aflatoxin-
producers that grow on them in storage. Substitutes
exist, so these crops must be banned. Yet, the FDA

parmits human consumption at measurable concentrations.

These absurdities arise because OSHA has not provided
for risik’/hean=2fit caleulations in its rules, nor has it
previded for the exemption of low levels of impurities

or mixtures in its efrfort to write one standard and be

0%

Eifd o vz dreoulem {or all time. Careful re-thinking
of th: Zull iaoplicokions of this Yroposal is recuired

by OS3.

- 14 -
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%gesent Proceduires are Adscuate. OSHA already has more

o

éﬁgn adaruate rijulatery powar to accom>lish its

assinged task. In this Prcposal OSHA xas criticized

itself for poor performanze and used this as a justifica-

tion for this Proposal. The facts are that OSHA has ;
only recently turned its attention to health matters,

and in the past had concentrated on the encodification

and enforcement of a great number of industrial concensus

standards.

A major source of difficulty in the area of health-

related regulation has been the perennial dispute as to

whether or not there is a threshold level for response
to materials which at higher levels are shown to be
carcinogens. There is evidence on both sides of the
issue, and we are not likely to achieve consensus on
the matter in the course of these hearings. I suspent
that in the final analysis some carcincgens will be
shown to have a no-affect level of exposure, others

erhans may not. Again it appears that the elucidation

" mechanisms of dissase induction will prove the issue
‘Bince we cannot ever test a sufficient number of aninalgs
to establish conclusively that cancer cannot possibly

occur.

- 15 -
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Iv.

Act provideos that staadards dealing with toxic

%gﬁwe see it, the cautral issus is 1ot "threshold" Lut
réﬁha: level of rizk. OCSIA moet nare thoe eifort- to
estinete risik and datermine vhether o7 rot the rizk is
acceptable in terms of over-all sccietal gain., (3HA
must make the effert to detervimirs vhasthear or not additional
controls ars justifinable iIn termas of incremantal achieve-
ments in risk reduction. W2 bzlieve that it is a2 wvalid

goal to reduce increm al cisk to thz point where it

ant
is statistically indistinguishable against the background
of other risks which are part of life. Socially advan-
tageous regulation is not achieved by committing resources
to reduction of exposures so as to obtain thzoretical
risks below background. It is obviously appropriate to
consider the commitmept of societal resources tc the
reduction of the background, but that is quite another

matter.

The OSHA Proposal is Legally Wrong

Section 655({b)(5) of the Occupaticnal Safety and Health

ol
rt
o
H
[N
u
[
4]

all Dbe based on tha ¥hbest available ovidernce® and the
atest available scilentific data®. .. 1£ it were
concedad that the IProposal reflects tihe @ 23t available

current scientific thinking on carcinogens (which we

‘
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most certainly do not concede), the Prorosal is
T _—

irrTthat it foreclosss consideration of adwanches
-

I-f-
3

P
.

scientific thinking wvivich may have oceourrad by th

e
i
‘J.
bt
-

v

of rulemsking on a particular chemical. In fact, th=
inclusion of laboratories under the general standard
will sevicusly hamper future research into tha mechanisms

and possible prevention of cancer.

Proposzsed Section 1990.111 violates the "best available
evidance'" requirement of the Act by requiring Category
II requlatory action on the basis of data that is

nerely "suggestivel.

Section 556 of the Administrative Procedures Act places
the burden of proof on the proponent of a regulation.
Proposed Section 1990.110 improperly shifts ths burden
of proocf to industry through its presumption of Category
I classification. OSHA does not have legal aunthorxity

to do this.

éposed Section 1990.11l4(a) permits the Secretary to

il . . . _
determine whether thare are suitable substitubes for a

(1%
Category I substance, and to set a no exposure liwmit

for any use or class of use for which suitable substitutoes

-17 -
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.,

axe available. A no-erposure limit would result in

OFFin 'z manning of the substance, an action foir which

—a
1

there iz abzolutealy no statutory authority. An ciposurs

pe

level is either the lowest feasible level, or it is
not; to reguire on exposure level lowsr than the lowest
feasible level is contrary to Ssction 665(b) (5) of ths=

Act, which requires that standards be feasible.

Proposed Section 1990.112 provides for the mandatory
issuance of an Emergency Temporary Standard at the time
a substance is classified as Category I. This provision
directly conflicts with Section 6565(c)(l) of the Act '
which reserves the extraordinary ETS procedure {which

is exempt from the due process protections of the
Administrative Procedures Act) for instances of "gravas

danger.

Automatic and routine resort to an Emsrgency Temporary
Standard in the case of every Category I substance,

without iegard to the degree of danger preseuntsd, is

i
tive due process.

¥
%}t:«:ary e the Act, and constitutes a denilal of aduninist

F o
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v.

Egonomic Azpects

iaray of trls pronosal

an ztoasuic evalustion of the consaguences, and the
failurz to pecvform any cost/hznefit analyses to assist

in datarmining an optimum regulatory lewvel,

We havs particinated in the industry-sponsored economic
evaluacion of this proposal conducted by Booz-~Allen,
and have identified 17 materials of interest to us in
theiv list of 99 most important cheimicals that were
abstracted from the NIOSH suspect carcinogen list.
Threa of these are products, the remainder are raw
materials. We have attempted to estimate the cost of
compliance, over and above our present expenditures for
the protection of our employees, and find that we ara

unable to do so with any precision. In fact, we are

j=

unable to predict zczourately to what level we cen

radu.o:

&
"
ke
3
vl
fed
"
o
“
4
0,

We do lmnow that wo ure spending in excess of thirteen
lion dollorg sa ~anital aloss on environmeantal

ﬁeéith programs Ton onn chewical, vinyl chloride, and

we caneol predich how much more would be required to

achieve some yet-to-be defined lowest feasible exposure.

~ AP00048467



wskpelieve thesz costs to be representative in an
iiﬁustry For which we ruprzsant only £ pexcant of tho
cépacity. And we do lnew that the best available data
assurzs us that w2 have azhieved a situation where

there is no prasent significant risk to our employeses.

The very least that industry can expect before it
expends resources that may be many times that necessary
to provide adequate protection to its personnel is that
some justification be provided for the incremental
expenditure in terms of its necessity to produce an
improved quality of life. This OSHA has steadfastly
refused to do while holding to the position that only

Zero exposure can be acceptable.

There is no question that these funds should be spent
if it is clear that the material in gusstion comstitutes
a significant danger to health. It 1s not clear,
however, that unlimited resources should be expended

merely because OSHA will not take sufficient time to

vlore the appropriate regulatory reguirements for a

varticular matcorial.
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VI.

We beliave that a thorough case-by-case shudy with an
=

agpropriate scoionia ar

alysis is requirad fox sach

o3

chewical to be regulated. Tha absencs ¢f adzauate
consideration of risk/bensfit analyses is a wn2jor

failing of this proposal.

Commants on Specific Issues

Our written submittal contains conments on the specific
igsues raised by OSFA in the preamble to tha preoposed
requlation, and several detailed comments on tha draft
model standard. In the interest of time these will not

be presented orally, but we reguest your serious considera-

tion of these comments.

One point we do wish to emphasize here. Aas written,
the regulation would cover every exposure no leathoyr new

slight or infrequent. We strongly urge that an zction

exposure above the awvtion level with nowmal uwsz.  In

addition, recognition should be made that it is necessary

- 21 -
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fg;_service personnel and regulatory officers to entzr
- ;
féﬁulatad arsas. Thsse persons a:ra not emplo?ees of
thes oporator and thus their medical records are npt
undar his control. TFurther details on thase points are

in cur written comments.

Conzlusion
In summary, then, we respectfully urge the consideration

of the following pcints.

1. Regulations must derive from a meticulous and
conpetent analysis of all available scientific

data. Analysis must reflect the state of the art

in all relevant fields, e.g., experimental design,
comparative metabolism, biostatistics. In that

the requisite €kills are not stroangly repres=nted

in regulatory agzncizs, and that scientific judgament
should bs separated from the regulatory responsi-
bility, we support an independent panel of exparts,
lavgely from acadanz, to evaluate all data pertaining

to substances presented by 0SHA for classification.

2. The Proposal is overly rigid, and fails to establish

priorities for regulatory action. Substantially

 AP00048470



more than 100 substances on the NIOSH list can be
expu=ciaed Lo Fall into Category I, ovaruhelming
O3Ha oith reguizsd ragulatory activiify., Unsuzstan-
tiated submissions by interested persons autbmat—
ically trigger the classification process. All
Category I and 1I classifications autowatically
trigger regulatory action irrespective of the
notency of tha substances, the quality of the
data, the degree of worker exposure, or the number

of workers exposad.

OSHA has neither the authority nor the esxpertise
to determine "suitable substitutes" or the impact
of their imposition. OSHA has no authority to ban
substunces by requiring zero emissions. OSHA hzs
no authority to regulate an employver's relations
with persons other than his employszes. Bv fora-
cloaing individual consideration of specific
substances OSHA is violating administrative due
process. Automatic recourse to an ETS fox all

Category I substances is contrary to law.

GCSHA has failed to consider the economic feasibility

of the proposed policy and the model standards

'AP00048471



R

i issued thereundzr., Once reasonable protection has
not justified to

SHEN

0

5. The requlatory agencies shiculd worll together to
Ffomaulate a colisreni federal policy on carcinogens
in kseping wici: the Executive Ordexr of October

1977.

6. This proposal should be wiﬁhdrawn, ard rulemaking
continued undar normal procedures, with the assistance
of the Classification Panel. A complete reevaluation
of OSHA'g policies should be undertaken in light

of the evidencz obtained at this meeting.

- 24 -
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