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MONITORING OF INDUSTRIAL WORKERS EXPOSED
TO CARCINOGENS, 1977

MONDAY, MAY 9, 1977

U.S. Sexare,
SUBCOMMITTEE ON LABOR
oF THE CoyMyrrree oN HumaN RESOURCES,
Washington, D.C.

The subcommittee met, pursuant to notice. at 3 :40 p.m., in room
4232, Dirksen Senate Office Building, Senator Harrison A. Williams,
Jr. (chairman), presiding.

Present : Senators Williams, Javits, and Schweiker.

OPENING STATEMENT OF SENATOR WILLIAMS

The Cramaan. Gentlemen, we will come to order, just a little bit
belatedly.

We appreciate your being here at this hour.

Our Subcommittee on Labor and its members have. for many years,
had a great concern for the safety and health of our Nation's work-
ers. The landmark Occupational Safety and Health Act of 1970 which
was a product of this subcommittee’s great efforts, held forth great
promise to the working men and women of America.

That promise has not yet been fulfilled. Particularly serious oceu-
pational health problems still exist. The purpose of this hearing is to
look into one of these problems—how we can keep our workers in-
formed of the risks which they confront in their daily jobs. We are not
here today to assign blame. Rather, we are here to understand why this
situation exists, and what we can do about it.

Often, little is known about the substances which are used daily in
our workplaces. Often the effects of these substances only manifest
themselves after years of exposure. The research necessa ry to develop
standards which will prevent harmful exposure to workers is pains-
taking, time consuming work, and too many substances are still not
covered by adequate standards.

Because of this, many workers are still exposed to carcinogens, If
we do not now have standards to protect workers from all risks, we
must, at the very least, enable workers to protect themselves.

We have recently been reminded that we are not completely success-
ful in this task. However, our Federal agencies are acquiring eonsider-
able information about employees who are being exposed to known or
suspected carcinogens in the course of their employment. But. these
aencies are unable to advise workers that they bear or may bear a
risk of getting cancer. The agencies are unable to, in most cases. follow
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through with proper medical counseling, which may be necessary if
workers are to avail themselves of treatment.

We must understand the reason for these failures, so we can under-
stand what must be done to help our workers. Failure to advise and
counsel workers who have been exposed to industrial carcinogens is
inconsistent with what we as a nation should be doing to secure the
health of our most valuable industrial commodity—our working men
and women.

Our goal must be to eliminate occupational health problems not
merely to keep track of them. Developing adequate health standards
is but a part of this effort. We must msure that workers who are at
risk are able to make an informal judgment about whether they want
to continue in their jobs. We must insure that workers who have
already suffered potentially dangerous exposure are in the position
to obtain effective medical treatment. If we do less, our occupational
health program is but an empty promise to millions of American
workers,

Certainly Senator Javits has expressed his concern, as I have, and
we felt it important to have this rather extraordinary late afternoon
hearing, which was the earliest time we could arrange it within the
Senate schedule.

We appreciate your being here at this time.

Senator Javits.

Senator Javrrs. Thank you very much, Mr. Chairman.

I am grateful to the Chair for the fine public spirit which Sen-
ator Williams has shown in granting the request for this hearing which
I made when newspaper reports indicated some very serious problems
about informing, protecting, and caring for workers who are known
to have been exposed to carcinogens at their workplace.

Our purpose in enacting the Occupational Safety and Health Act in
1970 and more recently the Toxic Substances Control Act, in 1976, was
to deal with precisely this problem.

Tt seems to have escaped proper action under worker’s compensa-
tion laws. One reason’s because the latent possibility for grave disease
may take years to develop.

This is true for benzidene, and asbestos vinyl chloride and similar
toxic agents.

The questions I would like us to address in what must be considered
a preliminary hearing, because we will go into this further and more
deeply, are the following:

To what extent do Federal agencies compile lists of workers exposed
to these agents?

Wae should bear in mind that so far standards have been promul-
cated for only 16 substances, and that the General Accounting Office
tells us that it may take more than a century, 100 years, to establish
the needed standards for the other thousands of hazardous substances.

Second. what efforts are being made by the Federal agencies to
notify those workers of their exposure, the risk to their health, and
what diagnostic and treatment measures should be undertaken?

Third, how do we locate similarly exposed workers at other work-
sites thronghout the country, and exposed workers who have dropped
out of the labor force or shifted to other occupations.

And lastly, what is the Federal responsibility for informing, pro-
tecting and caring for those workers at risk, including the adequacy
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of existing statutory authority and which agency should maost logically
be assigned this responsibility.

Today, we are going to focus part icularly on NTOSH, that is, the
National Institute of Occupational Safety and Health, and on the Na-
tional Cancer Institute.

Lastly, may I say I thoroughly agree with the Chair.

We are not trying to fix blame.

We are trying to see what can be done to help what may prove to be
hundreds of thousands or more of workers who may be in jeopardy,
who may be exposed, with full realization that we must be practiecal,
that life and jobs are full of hazards and that nobody in his right mind
expects the impossible.

But let’s see what is being done, what. can be done. and what should
be done within reasonable limits to do better than seemingly we are
doing from the newspaper reports of this particular situation,

Again, may I express my gratitude to Chairman Williams for the
high public spirit which allowed him to grant. this hearing, notwith-
standing an unbelievably jammed committee schedule.

The Crramraran. Thank you,

Senator Schweiker,

Senator Scnwerker. Thank you, Mr. Chairman.

First, I want to commend the Chair for calling these hearings.

I think they are very constructive at this time. I have been working
on a bill for some months that would have utilized NIOSH in the
notification of workers who were exposed to hazardous conditions.
This notification would be based on the research that NIOSIH does on
the hazardous or carcinogenic effects of a particular substance.

So I found it particularly ironic at the time T was working on the
bill to involye NIOSH in notification when a substance is determined
to be potentially dangerous to workers, that in fact they had already
had situations where hazardous and harmful conditions were known
and had not notified workers.

I think that this hearing is particularly helpful and certainly will
have great bearing on my proposal.

Thank you.

The Cramyan. Now, we will turn right to the National Institute
for Occupational Safety and Health, Dr. John F. Finklea, Director,
and vour associates.

Will you introduce them, please ?

STATEMENT OF JOHN F. FINKLEA, M.D.,, DIRECTOR, NATIONAL
INSTITUTE FOR OCCUPATIONAL SAFETY AND HEALTH; ACCOM-
PANIED BY DR. BOBBY F. CRAFT, DIRECTOR, DIVISION OF THE
SURVEILLANCE, HAZARD EVALUATIONS AND FIELD STUDIES;
DR. JOSEPH K. WAGONER, CHIEF, INDUSTRYWIDE STUDIES
BRANCH; AND HOWARD WALDERMAN, ATTORNEY, PUBLIC
HEALTH SERVICE OFFICE OF GENERAL COUNSEL, A PANEL

Dr. Finkrea. Thank you.

On my left is Dr. Joseph K. Wagoner, chief of the indust rywide
studies branch. Dr. Wagoner has been involved in the field studies
conducted by our Institute for some time.
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On my right is Mr. Howard Walderman, an attorney with the Pub-
lic Health Division of the Department’s Office of General Counsel.

And on my far right is Dr. Bobby F. Craft, director of the Division
of Surveillance, Hazard Evaluations and Field Studies.

With your permission, sir, I will try to summarize most of the pre-
pared testimony so that we might have more time for questions and
answers, but would really appreciate it if you would allow us to submit
the full testimony for the record.

The Crammax. It will be included totally in the record.

1f you can summarize in a way that gives us all the important, points
of your prepared statement that we need for our questioning, we will
proceed that way.

Dr. Fingrea. Mr. Chairman, NIOSH was established by the Occu-
pational Safety and Health Act of 1970 to conduct programs of re-
search, standards development, technical assistance, and manpower
development. One of our Institute’s most important responsibilities
under this act is to transmit recommended standards to the Ocenpa-
tional Safety and Health Administration (OSHA) in the Department
of Labor. The NIOSH recommendations are intended to serve as the
basis, along with other available information, for assisting OSHA in
developing new standards and in revising the approximately 400 con-
sensus health standards, consisting only of an environmental limit,
that were promulgated when the act was passed.

NIOSH has transmitted more than 60 criteria documents recom-
mending new health standards to the Department of Labor, These
criteria documents include an environmental limit for workplace ex-
posure, as well as recommendations on the use of labels and other forms
of warning, type and frequency of medical examinations to be pro-
vided by the employer, sampling and analytical methods, procedures
for technological control of hazards. and suitable personal protective
equipment. In addition to eriteria documents, under a joint standards
completion program with OSHA, we have developed draft technical
standards for most of the consensus health standards. These standards
supplement the existing environmental limits with procedures for
informing employees of hazards, monitoring techniques, engineering
and control mechanisms, and medical surveillance programs. Once
these recommendations have been promulgated into standards, and
these standards are enforced, workers should be protected from many
of the most serious occupational exposures.

These recommendations are based on laboratory and epidemiologic
research conducted by NTOSH and others. This testimony will focus
on the kinds of epidemiologic investigations conducted by our indus-
trywide studies program and the procedures we follow in these studies
to identify occupationally related hazards and to notify affected
workers.

The two most common types of studies we conduet involving work-
ers are retrospective cohort studies and cross sectional medical studies.
In cohort studies, we obtain employment records from unions, pro-
fessional societies, and companies for purposes of classifying workers
according to departments where they worked, their job category, and
the duration of their employment. Personal identifiers, including
name and social security numbers, obtained during this process are
nsed to determine the vital status and current address of the indivi-
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duals through records kept by other Federal agencies, such as the
Social Security Administration, and. until recently, the Internal
Revenue Service. When we learn that an individual is deceased, we
uttempt to obtain a copy of the death certificate from the State in
which the death oceurred. Using the death records, we contrast the
observed risk of dying from specific diseases among our study popu-
lation with the risk expected in that population if they had not been
subject to the occupational exposures. To make these comparisons,
We use as control groups either the general population or another in.
dustrial population not exposed to the agent under investigation.

In cross sectional medical studies we elicit g personal history and
physically examine workers who have had exposures to agents under
mvestigation as determined by industrial hygiene sampling. The re-
sults of these medical examinations are compared with accepted
medical norms or similar test results from another population not
exposed to the agent in question. In both st udy approaches the medi-
cal, statistical, and industrial hygiene disciplines contribute to the
identification of occupationally related health problems.

NIOSH has promulgated regulations governing field investiga-
tions—42 CFR part 85A. Under these regulations, it is our practice
to meet with company management and with employee representatives
before initiating study to explain its purpose and scope. Before
conducting medical examinations. investigators must receive specific
approval from the NTOSH human subjects review board and the in-
formed consent of each employee examined. All employees we examine
and their designated physicians are notified of the results of these
medical examinations, Before releasing final reports on group data—
with individual identifiers removed—e provide draft copies to em-
ployers and employee representatives for their comments on techni-
cal accuracy. The results of our epidemiologie studies are presented in
NIOSH criteria documents and technical reports, in scientific jour-
nals, at seientific meetings, and at OSHA hearings on workplace
standards.

Workplace investigations are also conducted in-our health hazard
evaluation program. Under this program we respond to requests from
employers and employee representatives to Investigate a workplace,
collect environmental sa mples, make toxicity determinations, and pro-
vide medical examinations for workers. The results of these investi-
gations, including recommendations for work practices, personal pro-
tective equipment, and engineering controls. are reported back to
plant management, employee representatives, and OSHA.

INFORMATION DISSEMINATION

A vital part of our research program is getting information to
those who can put it to good use—workers. employers, occupational
safety and health professionals, other government agencies, and
other researchers. Toward this end NIOSH has developed a program
of information dissemination. This year we will issue over 100 differ-
ent NIOSH publications and many additional articles appear in
scientific jonrnals. We will distribute about 115 million copies of our
publications and additional copies will be available from the Govern-
ment Printing Office and the National Technical In formation Service
of the Department of Commerce. One of these documents, used pri-
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marily Ialv‘lm.;nl_!‘h professionals, is our annual “Registry of Toxic Ef-
{t'rt:-‘. of Chemical Substances, which in 1976 listed approximately
21,000 different chemicals. A subfile of suspect. carcinogens from that
list contained 2,400 different substances and another subfile is being
developed on pesticides and agricultural chemicals. NTOSH also spon-
sors conferences and publishes their scientific proceedings. In addition
to publishing seientific proceedings of a conference on oceupational
carcinogenesis, which we cosponsored, we are publishing a version
written in nontechnical language to be used by workers and other
laymen. r

We have developed a series of health and safety guides specifically
targeted on small businesses, These guides, covering such diverse es-
tablishments as auto repair and body shops, foundries, and sporting
goods stores, give general health and safety guidelines and provide a
checklist of OSHA regulations applicable to that particular estab-
lishment. We also have a series of good work practice manuals for
workers in different occupations.

A eriteria document, “An Identification System for Oceupationally
Hazardous Materials,” which was transmitted to the Department of
Labor in 1974, presented a uniform identification system that would
alert employers and employees to hazardous chemicals through plac-
ards, labels, and material safety data sheets. This system would pro-
vide for the identification of hazardous materials, indicate the degree
and type of hazard, deseribe symptoms of overexposure, and preseribe
safe handling procedures, emergency care, and disposal methods. Ad-
herence to such a system would substantially improve the informa-
tion available on chemical exposures in the workplace.

Criteria documents can serve a useful purpose even before being
promulgated into enforeeable standards. They are widely distributed
and many companies and unions use them as a basis to control hazards
even though the deecuments do not have the force of law. They pro-
vide an up-to-date review of the existing literature and state of knowl-
edge on a hazard and serve as an impetus for further research by
NIOSH and others.

Late this year NIOSH will publish five documents summarizing in
nontechnical language the supplemental information developed on the
consensus health standards promulgated by OSHA. One document
will be a general guide, one will be a pocket handbook, and the remain-
ing documents will cover respirators, personal protective equipment,
and mediecal monitoring.

We issue current intelligence bulletins when we receive new informa-
tion on potentially dangerous chemical substances. In 2 to 4 weeks we
can provide background information on the chemical, including its
known toxicity to man and animals. known producers and users, esti-
mated extent of occupational exposure, and further NIOSI action
planned. These bulletins are now distributed to 1.200 representatives
from the occupational safety and health community, other government
agencies, management, labor, and publie interest groups.

NATIONAL OCCUPATIONAL HAZARD SURVEY
Despite these efforts we recognize that employers and employees are

still not generally well informed about occupational health hazards.
Between 1972 and 1974 NIOSH conducted a national occupational
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hazard survey to determine the extent of worker exposure to chemical
substances and physical agents. Visits were made to 4,636 workplaces
selected to provide & representative cross section of industry type and
size. The NIOSH teams collected general information about each
plant, such as its major product or service, the number of employees,
and the availability and kind of medical care. They also recorded the
number of workers in each job category potentially exposed to chemi-
cal and physical agents. )

Although we have had access to certain aspects of the survey in
making rough estimates of specific workers exposures, we are just
now beginning to be able to use the data in establishing priorities and
projecting worker exposure to a large number of hazards, A major
problem in completing the study is that comvanies surveyed were
often not aware of the chemical composition of the substances used in
their plant. Over 70 percent of the exposures identified were recorded
as trade name products for which the chemical composition was not
known to the company. We contacted more than 10,000 manufacturers
to identify precisely what chemicals were contained in these trade
name products. To date, we have determined the chemical composi-
tion of only slightly more than half of those trade name products.

Based on our survey, we estimate that more than 7 million workers
in the United States are exposed to trade name products containing
an OSHA -regulated toxic substance. Even more dist urbing, our survey
indicates that there may be more than 800,000 workers exposed to
trade name products containing one of the 16 carcinogens currently
regulated by OSHA. A single employee may be exposed to more than
one regulated hazard or to more than one regulated carcinogen. In
these cases, neither the employer nor the employees may have been
aware of the ingredients of these products because they were known by
trade name rather than by chemical composition. In our survey, the
manufacturers designated as trade seeret nearly one-third (32.5 per-
cent) of the products containing an OSHA -regulated substance and
more than one third (35.4 percent) of the products containing a
cancer-causing agent.

In administering our responsibilities under the Occupational Safety
and Health Act of 1970, we have identified a number of problem areas
in occupational health that are not being adequately dealt with by our
institute, by other govérnment agencies, by management, by labor, and
by the academic community. We would like to state the problems as
we see them and offer suggestions for dealing with them through the
combined efforts of various sectors of society,

Informing employees and employers about workplace exposures:

The National Occupational Hazard Survey shows that the wide-
spread use of trade name products and lack of a uniform svstem for
labeling hazardous materials makes it difficult for workers to know
what substances they are exposed to. This problem is compounded by
the frequent claim "that product ingredients are trade seerets, even
though they may be known to be toxic or even canse cancer. Inter-
active effects of certain mixtures can be more toxic than any of its
separate components, as for example rust preservatives (nitl'ii‘('s] and
emulsifiers (amines) used in some cutting and hydraulic fluids have
the potential to combine to form nitrosamines. a potent class of
carcinogens.
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NIOSH will take the following steps with regard to information
collected during the National Occupational Hazard Survey:

One. transmit to OSHA and EPA a listing of trade name produets
that contain an OSHA-regulated carcinogen.

Two, notify companies that we intend to make information on the
presence of an OSHA-regulated carcinogen in a trade name product
generally available if it has not been designated as trade secret. If the
presence of an OSHA -regulated carcinogen in a product has been des-
ignated as a trade secret, we will attempt to remove that designation
in accordance with procedures set forth in 42 CFR sect ion 85.7(b).
These procedures were administratively adopted by NIOSH to apply
to “trade secrets” obtained in the survey. We will notify companies in
writing that we question and intend to remove the trade secret designa-
tion. Companies have 15 days from notification to provide evidence
to support their claim that the information is in fact a trade secret.
When trade seeret designations are removed, NIOSH will make the
information available to the public.

Three, notify companies that have not revealed the composition of
their trade name products to NIOSH that we believe they should
take immediate steps to inform their eustomers if one or more of their
products contains an OSHA-regulated carcinogen and inform us of
what action they are taking.

Four. offer to assist workers, employers, or formulators of trade
name products to find out whether or not their products contain an
OSHA-regulated carcinogen. We believe responsible trade associa-
tions and private laboratories can assist in this effort.

Five, request that the Environmental Protection Agency take reg-
ulatory action under the Toxic Substances Control Act that will assure
labeling of any trade name product containing an OSHA-regulated
carcinogen,

Six, consider similar steps for trade name products containing other
OSHA-regulated chemicals or any chemicals newly identified as pos-
ing health hazards. We believe, however, that it is important to deal
first with currently regulated carcinogens.

Seven, continue our efforts to resolve the components in trade name
products collected during our National Occupational Hazard Survey
and develop a mechanism to update that survey.

Eight, continue to support adoption of a umiform labeling and
warning system such as that recommended in our 1974 criteria
document.

Nine, propose that a clearinghouse be established, either by the
Government or by private industry, to provide information on trade
name products that would protect consumers and workers without re-
vealing legitimate trade secrets. Cosmetic labeling regulations, recently
promulgated by the Food and Drug Administration, which list con-
stituents in order of diminishing concentration without revealing the
precise amount might serve as a useful beginning.

Medical follow-up of workers exposed to toxic substances:

NTIOSH has been criticized for not informing all workers in our past
study populations that they may have been exposed to hazardous
chemical or physical agents and insuring that they receive the oppor-
tunity for diagnosis and treatment where indicated. We recognize the
need for such notification and medical followup and have been vocal
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in stating that, except in certain limited cases, the need is not now
being met. Conducting such a program on our own would be beyond
our existing resources and legislative authority, which are primarily
directed toward providing the scientific basis for standards to prevent
future occupational exposures.

We have already mentioned ways in which we notify workers on the
results of our studies. We discuss the results of our research with man-
agement and labor at plants where the studies were conducted. Al-
though we do not notify workers individually, uniess we have ex-
amined them, we expect that those still employed at the plant would
generally be informed about our study results by their union or by
management. We would not expect that workers in other similar plants
would be directly informed about the results of our studies. An even
bigger problem involves workers who once worked in sueh p]:mts‘_hnl
no longer do so. These workers who may have changed jobs or retired
are less likely to know of health risks attributable to past workplace
exposures.

For certain specific populations shown to be at high risk, we have
worked with the National Cancer Institute to insure that medical
examinations are provided to affected workers. Two such examples
include former asbestos workers in Tyler, Tex., and former benzidene
workers in Baltimore. We have also assisted management in providing
medical examinations to former workers of a bis-chloromethyl ether
plant. We are currently providing medical examinations to all inter-
ested current and former employees of the Velsicol chemical plant
in Bayport, Tex., who were exposed to the pesticide Phosvel, a
neurotoxin.

We are aware that these limited programs do not assure adequate
followup of exposed workers. Such a program would require the
combined efforts of all government agencies involved in evaluating
or regulating substances to which workers are exposed. It would also
involve the efforts of private industry and academic institutions that
conduct occupational health studies. Tt would certainly involve those
industries which expose their employees to toxic substances and unions
representing their workers.

The success of such an effort will also depend on the existence of a
supply of occupational safety and health professionals and a health
care system adequate to meet the increased demand for services, As a
physician, T must also point out that although medical surveillance
for early diagnosis and possible treatment of occupational disease can
be helpful, it also has its limitations. There are a number of occupa-
tional illnesses, including certain forms of cancer, which do not re-
spond well to available medical and surgical treatment. New diagnostic
techniques are being developed that might indicate which individnals
are at greatest risk, but we do not yet know whether widelv applying
them would assure diagnosis in time to change the course of the illness.
An example of such a technique is exfoliated cytology. that is, examin-
ing cells from the respiratory tract, the bladder. and other sites for
precancerons changes,

By pointing out the limitations of current medical surveillance tech-
n'irnlr-sa. I do not mean to say that medical surveillance of workers at
rick is not important—for it is. Potentially high risk workers should
in fact be provided with the best medical screening and care that cur-
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rent science and technology allow. At the same time we in the Federal
Government should encourage research that will provide more effec-
tive methods of diagnosis and treatment.

There are additional barriers to assuring adequate followup of ex-
posed workers. The Occupational Safety and Health Act of 1970,
unlike section 203 of the Federal Coal Mine Health and Safety Act
of 1969, does not provide for the right of transfer to a less hazardous
worksite at the same rate of pay once a worker shows clinical evidence
of occupational illness. It has been our experience that some workers,
once notified that they may have health problems, refuse to seek
further medical evaluation because they fear loss of their jobs once
their condition becomes known. For example, a lead worker with im-
paired renal function, who should receive no further lead exposure,
may not be able to get such a job assignment, yet is very unlikely to
get, compensation until clinical disease is further advanced.

Workers' compensation laws do not adequately address occupational
diseases, especially those with long latency periods or those that have
multiple causes. Workers’ compensation laws do not generally provide
for payments to a worker who may show evidence of impaired func-
tional ability but not frank clinical disease. Yet evidence of early
disease, impaired functional ability, or even a previous work history
of exposure to agents that induce disease after a long latency period
may be sufficient to limit employment opportunities for workers. This
is because the employer of last record is usually responsible for com-
pensation even though exposures at previous worksites may be par-
tially or wholly responsible for late developing illnesses.

The question we must ask is what can each sector of society do now
to notify workers about occupational hazards that they encounter and
provide adequate medical care and compensation for those affected.

NIOSH is taking the following steps:

One, we will seek further assistance from the National Cancer
Imstitute in insuring that specific worker populations are notified and
placed in health care systems.

Two, we will ask the National Advisory Committee on Oceupational
Safety and Health—NACOSH—to advise NTOSH and OSHA on the
regulatory, social and health aspects of informing, protecting, and
caring for exposed workers.

Three, we have drafted regulations that would enable us to require
emplovers to provide their employees with medical examinations at
NTOSH expense under certain circumstances.

Four. we will notify all employees whose medical records were sub-
mitted to NTOSH pursuant to provisions in OSHA carcinogen stand-
ards of their potential exposure to a cancer-causing agent. We will
assist these emplovees in obtaining access to medical care.

Five, we expect to begin funding educational resource centers to
train occupational physicians and nurses, industrial hveienists, safety
eneineers. and related professionals by the end of the fiscal vear. '

In addition, we would support the following steps to be taken by
others:

One, other government agencies need to examine their provisions
for worker notification and followup.

. Two, we are supporting OSHA’s efforts to promulgate comprehen-
sive health standards at a faster rate. Such standards wonld preseribe
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medical examinations required to be made available by the employer to
his employees presently exposed to the hazard.

Three, a mechanism needs to be developed to insure medical examina-
tions for employees who have retired or found other jobs, since it is
doubtful that they would be covered by medical surveillance provisions
of OSHA standards.

Four, companies and unions must also take responsibility for deter-
mining what hazards are present in the workplace and notifying
potentially exposed workers.

Five, companies must provide adequate health insurance, job reten-
tion, job reassignment, and workers’ compensation policies so that the
individual worker is adequately protected from the medical and
economic consequences of oceupational exposures.

The primary purpose of the Occupational Safety and Health Act of
1970 is to establish standards that will reduce workplace exposures to
safety and health hazards so that no worker will suffer diminished
health, functional capacity, or life expectaney as a result of his work
experience,

Until adequate standards are developed, however, we must not for-
get to provide for the workers suffering as a result of existing work-
place conditions.

Mr. Chairman, T will be pleased to answer any questions you or
members of your subcommittee may have.

The Crammax, Thank you very much, Dr, Finklea.

You have at the end of your statement indicated many things that
you will do and some that you would do, I gather, given additional
authority,

Of course, we were alerted to the problem by yvour own statement of
mid-April relating what was not being done,

That was, in your mind, a failure to adequately notify workers of
the risk they were exposed to,

Is that what you stated in April?

Dr. Fingrea. T think T was responding to questions from the media
dealing with the followup of one small group of workers, that is,
workers exposed to benzidine. We wanted to point out that the
followup issue was a much larger issue than just those workers ex-
posed to benzidine. It would involve any group that had participated
n our cohort studies or record studies. People who part icipate in our
studies involving health examinations do receive adequate notification.

The Cuamman. You said in a quotation that the workers had not
been informed of the risk they face partly because your agency lacked
the necessary funds and authority and partly because of vour belief
that notification without eflective followup system might do more
harm than good.

Dr. Fingrea. Yes, sir.

I think Dr. Newell is going to cover some of the aspects of the
demonstration programs that have been done by NCI and NTOSH
together.

But T think it is our opinion that if one is to proceed with the noti-
fication, there should be a counseling service and there should be a
medical care system that is ready, willine, and able to follow through.
At least in the demonstration projects this has been the process that
has cost several hundred dollars per worker, per year.
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In dealing with a large number of \\-url\'u!'s, this gets to be a pretty
large problem. I think that was central to the question of resources.

The CHARMAN. In developing the information, necessary to propose
regulations, you have learned the risks that are involved in exposure
to certain substances, Is that accurate ¢

Dr. Fingrea. Through studies that we do or other parts of the De-
partment, yes.

The Cramrman. Now, after you have information sufficient in your
mind to suggest standards you submit it to OSHA with suggestions
that this material be regulated., is that right ¢

Dr. Finkrea. That is correct, sir,

Prior to that, we can also develop current intelligence bulletins,
which Senator Schweiker referred to earlier. These bulletins let
people know of any new hazard that might have come to our attention
before a formal eriteria document is prepared.

The Cramraran, After it has gone through the process and there are
regulations and standards, then we have a method of bringing pro-
tection to workers exposed ¢

Dr. Fixxrea. That is correct. sir,

The Cramraax. Short of the regulation and the standards there is
a risk, and of course that is what we are concerned with in this par-
ticular hearing, getting the medical information to workers so that
they can be in a position to protect themselves because no standard has
been established that will protect them.

Dr. Fingrea. I understand, sir.

The Cuamsaxn. That is what we are working on and it would be
helpful if we can just bring together \(nlt'I:[nptn~'il~ I gather what you
are suggesting is that there are certain in: idequacies in law following
the lnfnllnltltm that a worker is exposed to a risk, inadequacies in
workers’ compensation, in transfer to a job without risk, and other
elements that are not there in current law.

I gather that you are suggesting vou would be limited in notification
authority until the law was an\ ‘nle-qudiv to deal with the worker and

see him not harmed in other ways?

Dr. Fixgrea. I think that we do now have the authority to notify
workers that a’study had been done involving a certain agent and that
that worker had been in a l"l oup that had been studied.

But I think we would be limited in being able to provide those
workers with adequate counseling and .ul(-|||1.m- access to medical care.
When we have been able to inform workers of a possible medical prob-
lem discovered in our health hazard evaluation studies, we have some-
times found them reluctant to seek further medical evaluation because
of the problems in obtaining adequate workers’ compensation or wage
rate retention rights which you referred to earlier.

The CHATRMAN. Well, you know the old adage, “What you don’t
know won’t hurt you.’

It is just the opposite here.

What you do not know can be greatly damaging. T am wondering
whether the knowledge should not be provided anyway. even though
all the elements of job protection and compensation are not yet in place,
I will say vou mentioned the Coal Mine Health and Safety Act. and
we did in that law provide for transfer to a job which contains a lesser
risk that the worker had been exposed to previously. We did this in
our new mine safety and health bill too, S. 717.
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We have not done this generally in industry, and we do not have a
national workers compensation law, although Senator Javits, Senator
Schweiker, and I and others on this committee, we have been working
on that.

We have not provided this transfer right generally, though,

Dr. Finkrea. I think we have talked about some of the efforts we
will be condueting with NCI and we will be looking into demonstra-
tion projects involving followup and care of people exposed to bladder
carcinogens.

If we are thinking about notifying all workers that may have been
involved in studies by our institute or other parts of the Public Health
Service, we are talking about notification of many thousands of
workers exposed to many different agents. That is something that I
think we would like to explore with the National Advisory Committee
on Occupational Safety and Health—NACOSH,

I have discussed this issue with NACOSH, which includes represent-
atives from two departments and from management, labor and the
health community. They are willing to give us policy advice on how
best to make this information available.

I think we are going to run up against a number of issues that are
going to be difficult to resolve here and the issues involve balancing
of the right to know with the obligation of follownp with adequate
counseling,

They also involve letting people in particular studies know of the
hazard, but not assuring you are giving equal attention to other indus-
tries or occupations that may also be equally exposed.

We might be able to identify some of those other workers exposed
from our National Occupational Hazards Survey. We are trying to
see what is the proper role for management, labor, and government in
this area.

We have also talked with Dr. Newell who will be testifying a little
later today. The National Cancer Institute and NTOSH will use the
problem of bladder carcinogens as examples and ask NACOSH to fol-
low up with policy advice to both HEW and the Department of Labor.

I think we have dealt specifically with other things that may be a
problem here,

As you know, under carcinogen standards established under the
Occupational Sa fety and Health Act, we receive records of workers
who have been exposed to carcinogens and who have left their place of
employment or whose plants are no longer in operation. We have 120
such records now, and we will attempt to follow up with this small
group of workers with resources available to the Department.

If we are to be involved with notifying several hundred thousand
people or extending that to many hundreds of thousands of people that
may have been exposed to these agents, T do think we would have a
difficnlt problem to deal with.

The Criamyax. What was your method of proceeding in the ashestos
worker situation in Tyler, Tex., and the vinylehloride in Louis-
ville, Ky.?

Did you receive notification of risk before the standards were pro-
mulgated in this area ?

Dr. Fixgrea. T wonld like to pass that question to Dr. Craft, whose
division has been in charge of studies in these two areas.
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Dr. Crarr. Thank you.

We were aware of the hazard of asbestos exposure in Tyler, Tex,,
before the standard was promulgated, This was before the oceupa-
tional Safety and Health Act was passed.

To my knowledge, the predecessor organization of NIOSH did not
issue a formal notification of that hazard. These workers have been in-
cluded in a medical surveillance program which we are providing co-
operatively with the National Cancer Institute.

That, sir, as Dr. Finklea said, is only one small segment of the people
that we are aware of who have been exposed to asbestos, how one would
then extend that program to all the people who are at that same risk
is a complicated issue.

The Cumamman. How about the vinylchloride situation at
Louisyille?

Are you familiar with that.

Dr. Finkrea, I think Dr. Newell will be testifying on the demonstra-
tion project at the National Cancer Institute, the project that they are
conducting with the employer and cooperation of employees there in
Louisville.

This is one of the demonstration projects that involves notification.,
counseling and followup.

IHe can comment on the resources required for that project.

The Cmamyman. Both were in the category of demonstration
projects?

Dr. Finkrea. Yes, sir.

The Cramman. These demonstrations contemplate that those at
risk and those exposed would be notified. Ts that not so?

Dr. Crarr, Right.

The Cuamraax. Do you believe from that something can be learned
from these demonstration projects to make the problems presented
in notification clarified for more general use?

Dr. Finkrea. I think Dr. Fink and Dr. Newell could better comment
on experience their program has had here.

They will also point out some of the limitations to our eurrent
medical knowledge that we also diseussed,

We need to take a good work history to know the people most ex-
posed to a substance, but even with that information it is difficult at
times to prediet exactly who is at the highest risk of contracting these
diseases with long latency periods.

Our diagnosis techniques for early diagnosis are limited in some of
these areas,

I think that we also talked about the followup studies that we have
done in Bayport, Tex., to eurrent and former employees of a plant
where a potent neurotoxin Phosvel, was used.

Our experience there has been to identify and to examine the em-
ployees in the immediate vicinity on a one-time basis. We were con-
cerned about neurotoxicity, which involves a very comprehensive
exam, and the cost to us was between $200 and $300 per employee on
a one-time basis,

Under the Coal Mine Health and Safety Act, onr current expendi-
tures for medical examinations are about %20 per year per coalminer,
largely to provide them with the mandated X-ray and pulmonary

“ function examination,
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The costs of these programs depend on the scope of the examination,
the frequency with which they are done, and the length of time they
should be continued.

In terms of a one-time problem, such as neurotoxins to which expo-
sure was not going to occur again, it may be a manageable thing within
the resources generally available.

If one were going to consider covering the several hundred thou-
sand people exposed to carcinogens and requiring counseling and com-
prehensive examinations over a period of years, it would be a very
significant effort. It would require resources that are not generally
available,

The Caammaxn, Thank you.

Senator Javits.

Senator Javrrs. Dr. Finklea, I find your frankness very refreshing
and I hope the other witnesses emulate you.

You know, we are in deep trouble on this matter, and T think you
are trying to address us and give us the facts as you see them without
trying to gild lilies.

I appreciate that.

I think that the workers should, too.

Just to take it step by step, without transgressing too much on time,
I would like to get a concept of the order of magnitude of this problem.

Now, as to the number of workers and substances dealt with, bear-
ing in mind that so far you have established standards for 16, T ask
you to turn to page 7 of your statement in which you say at the bottom
of the page:

Based on our survey, we estimate that more than seven million workers in
the United States are exposed to trade name produets containing an OSHA-re-
lated toxic substance.

Now, when you relate that to the preceding paragraph, you said:

“Over 70 percent of the exposures identified as trade name products,
and so on.

Does, therefore, the figure of 7 million indicate roughly a figure be-
tween 9 and 10 million workers exposed to products, trade name or not,
containing OSHA-regulated toxic substances?

Dr. Finkrea. No, sir.

I think we were indicating here that roughly 7 million workers, we
believe, are exposed to a trade name product containing an OSHA-
regulated substance that we identified during our National Occupa-
tional Hazard Survey.

We have only identified about half of the trade name substances,
so we would estimate that probably double that number of 14 million
might be exposed to OSHA-regulated substance, not just carcinogens.

For carcinogens, we would estimate roughly 300,000 exposed trade
name products

Senator Javirs. Would you double that figure, too?

Dr, Finxrea. About 600,000 would be the rule of thumb.

Senator Javirs. The universe we are talking of would be 14 million
workers, out of a total work force employed today of 90 million, ex-
posed to products containing an OSHA -regulated toxic substance.
about 600,000 of whom are exposed to products containing 1 of the 16
carcinogens currently regulated? '

Dr. Fixnkrea. That is correct.
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Senator Javits. That is based on your determination of the chemical
composition of a little more than half those trade name produets alone,
am 1 correct.?

Dr. Finkrea. Basically that is based upon composition of trade
name products as submitted to us by their manufacturers.

We have in some cases done analytical work with such products but
by and large we are depending on information furnished by the
manufacturer. :

Senator Javrrs. To get an idea of how many of these chemical sub-
stances are involved, turn to the top of page 5 and see if that helps us.

Yousay:

One of these documents used primarily by health professionals is our :lllllll:!l
Registry of Toxic Effects of Chemical Substances, which in 1976 listed approxi-
mately 21,000 different chemicals. A subfile of suspect earcinogens on the list con-
tain 2,400 substances and another subfile is being developed on pesticides and
agricultural chemieals.

So what is the universe of the chemical substances which corres-
ponds to what you call on page 7 OSHA -regulated toxic substances?

Dr. Fingres. OSHA-regulated materials we were talking about on
page T only related to materials that were covered in the existing
OSHA standards, or the consensus health standards required after
passage of the OSHA act.

These consensus health standards sometimes deal with more than
one substance. So we are probably talking about health standards that
affect—it would be substantially more than 400, but probably less than
1,000 agents at this time.

In the agriculture-chemical area, I think we are talking about
roughly 1,800 substances,

Senator Javirs. In round figures, you are talking about 3,000 sub-
stances as an order of magniture which present these dangers?

Dr. FingrLea. Well, right now we have identified about 4,800 sub-
stances that we feel we should cover by criteria documents and recom-
mended health standards by 1981. I do not think we would consider
that the end of the list. It certainly might be that we would need to
look at new chemicals that were introduced as is required by the Toxic
Substances Act, and that we would not have all of them in 4,800, but
we think we have gone a long way.

Senator Javirs. As an order of magnitude, you estimate to the uni-
verse to be 4,800 substances?

Dr. Finkrea. More than 4,800,

Senator Javrrs, More than 4,8007

Dr. Finkrea. Yes: but 21,000 refers to those toxic chemicals that
have been tested. Some of those do not come into use, and are of
curosity value only.

Senator Javits. Now the substances designated as trade secrets are
very extensive, I gather. As you say, over 70 percent of exposure iden-
tified were recorded as exposures—I'm inserting the word exposures—
to trade name products for which chemical composition of the sub-
stance was not known by the company.

Dr. Finkrea. Usually not known to either employer or employee.

Senator Javrrs. Or employee.

Dr. Finkrea. Yes; because there is no labeling requirements on such
mixture,
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Senator Javrrs. You found among that figure one-third—reading
at the top of page 8—one-third of the products designated as trade
secrets, 32.5 percent, contained an OSHA-regulated substance, even
more than one-third, to wit 35.4 percent, contained a cancer-causing
agent.?

Dr. Fingrea. Of the products that contained an OSHA -regulated
substance, about one-third were labeled as trade secrets, and of those
trade-name products that contained OSHA-regulated carcinogens,
over a third were labeled as trade secrets.

Senator Javirs. We are dealing, are we not, with an enormous prob-
lem imperiling the health of millions of workers.

Dr. Fingrea. It is a very large problem. We also should point out,
Senator, that individual workers may be exposed to more than one
of these regulated substances. In fact, that is the usual case.

Senator Javirs. Now there is a statutory responsibility, is there not.
in the original OSHA law to deal with this subject? I'm looking at
section 8(c) (8) of the original OSHA law which says, the Secretary,
in cooperation with the Secretary of Health, Education, and Welfare,
shall issue regulations requiring employers to maintain accurate rec-
ords of employee exposures to potentially toxic materials or harmful
physical agents which are required to be monitored or measured under
section 6. Such regulations shall provide employees or their representa-
tives with an opportunity to observe such monitoring or measurements,
and to have access to records thereof. Such regulations shall also make
appropriate provision for each employee or former employee to have
access to such records as will indicate his own exposure to toxic ma-
terials or harmful physical agents.

Here is the very significant provision. Each employer shall promptly
notify any employee who has been or is being exposed to toxic ma-
terials or harmful physical agents in concentration or at levels which
exceed those prescribed by applicable health and safety standards
promulgated under section 6, and shall inform any employee who is
being thus exposed of the corrective action being taken.

Now, I ask you: Is that statutory provision actually being
performed ?

Dr. Fixkrea. Senator, we have recommended in our criteria docu-
ment on identification of hazardous materials that such a system be
adopted. Dr. Craft served on the advisory committee establishing that
system, and can comment at some length on it. The system has not yet
been adopted by the Secretary of Labor. T think there is an additional
complication we referred to earlier, and that is that many industrial
chemicals have a composition that is not known to the packager usin
trade name products. So if I, for example, supplied industrial chemi-
cals to the employer, I might not know the composition of my chemi-
cal. T could then ask my supplier what was in the trade name, that the
company supplied me, and they in turn might also use a trade name.
So it is often a problem of vested trade names for which the actual
chemical composition is difficult to obtain.

Senator Javrrs. Does NIOSH have the power to ascertain what is
contained in that trade name document ?

Mr. Frxxiea. We had requested this information on a voluntary
basis, and we have received cooperation from roughly half of the people
we had contacted about this. We have had a district court decision on
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this case, and Mr. Walderman from the Office of General Counsel might
best tell you we have tried to resolve this problem.

Senator Javrrs. Whether or not you have the power, and whether
you need power that we can supply by law ?

Mr. Warperyax. On January 25, 1977, the Eastern District of Penn-
sylvania held in U.S. v. MeGee Industries that under section 8(b) of
the act, NIOSH could require the production of evidence relevant to
its authorized activities. One of its authorized activities is to carry out
research including the national occupational hazard survey. That case
has been appealed by the defendant company. That is where we are
now.

Senator Javirs. Do you need any additional legislative power from
Congress which you do not now have?

Mr. Waroerman. It is difficult for me to say. I think that the process
is rather cumbersome because each instance where there is resistance
to furnishing the requested information involves issuance of admin-
istrative subpena. Then if the manufacturer does not respond, we must
request the Department of Justice to institute a court proceeding to
enforce the subpoena.

So on the basis of the case where this proceeding was instituted, it
is a long and drawn-out procedure. The authority is there; it is just
rather cumbersome.

Senator Javrrs. In other words, if you do need new law, it would be
to simplify the procedure?

Mr. Warperman. Yes.

Senator Javrrs. Now, the question I would like to ask you, and then
I will pass to Senator Schweiker, is: you say at the bottom of page
10—and this is critical to what we are trying to investigate:

NIOSH has been criticized for not informing all workers in our past study
populations that they may have been exposed to hazardous chemieal or physical
agents, and insuring that they received the opportunity for diagnosis and treat-
ment where indicated. We recognize the need for such notifieation and medieal
followup and have been vocal in stating that, except in certain limited cases,
the need is not now being met. Conducting such a program on our own would be
beyond our existing resources and legislative authority, which are primarily di-
rected toward providing the scientific basis for standards to prevent future oc-
cupational exposures.

Now, T ask you, Dr. Finklea, will you give us an estimate of what
it will cost and what facilities and resources will be required to see
that the need is being met?

Dr. Finkrea. Yes, sir. This is one of the matters we will be discussing
with the National Advisory Committee on Occupational Safety and
Health, and one of the matters that Dr. Newell may answer some ques-
tions on, on the basis of their experience in the demonstration projects.

It is a large problem, sir.

Senator Javirs. You will give us an estimate, as T say, based on all
your sources of how large the problem is and what it will take to do
it in money and facilities?

Dr. Finkrea. Yes, sir. We will be happy to do that.

Senator Javirs. T think that is important. T think at least we ought
to know what we are up against in this sitnation, gince it is almost the
first time we will have tackled it.

Dr. Finklea, I would algo like to put in the record the provisions of
section 6(b) (7) of OSHA which deal with the provision of protective
equipment, procedures measuring employee exposure, medical exami-
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nations, and other tests which employers should make available to
employees exposed, et cetera, so that we may affirm that the law
covers the full responsibility. The fact is that the law has not been
implemented, and this is a shocking thing to us all. Again I emphasize
that we are not putting you on the griddle for it ; you are just one piece
of this whole picture. But it is something that certainly demands our
attention.

We are now beginning to give it. Thank you very much.

Dr. Finkrea, Thank you, Senator. I might add one thing here, I
did mention in our testimony we will be working with the Environ-
mental Protection Agency to look into the possibility of getting label-
ing of trade name products under the provisions of the Toxic Sub-
stances Control Aet.

I do think that is one legislative provision that will be looked into.
It may again involve decisionmaking on an agency-by-agency basis,
which would create some of the same difficulties Mr. Walderman de-
seribed earlier,

Senator Javrrs. Will you also give us at the same time what pro-
visions we ought to add to the law in order to facilitate the action
which we are discussing, including descriptions as included in the
Pure Food and Drug Act, of what is in the so-called trade secrets.
Thank you.

Senator Scuwerker. In looking over the issues you raise, and your
saying you have no legislative authority to notify, I looked under
section 20 of the act, research-related activities. Of course, it goes on to
define the role of NIOSH in this regard.

Then it comes to section I. Information obtained by the Secretary,
and the Secretary of HEW under this section, shall be disseminated by
the Secretary to employers and employees and organizations thereof—
now, of course, you have been delegated the job of Secretary to act in
his behalf. And my question to you is, why does not that section apply ?

Dr. Fingrea. I think we do try to disseminate the information com-
ing from research and others to worker representatives, to workers and
employers. What I think we are talking about here is not just letting
people know they have been exposed to something, but adequate med-
1cal counseling and adequate medical follownup where indieated.

I do not think we are able to do that within existing legislation.
[ think that we certainly do try to get the results of our studies dis-
seminated to occupation safety and health community, and to worker
groups, But we in that case would not be following those workers who
had retired or left the industry, because we would be sending informa-
tion to groups rather than to individuals who may have been at risk in
the past. And T think that is where our gap is.

Senator Scuwerker. Well, the numbers cited here are only a per-
centage of the numbers cited in the press stories, which have actually
retired—some have retired, but we talk first of the 74,000 workers at
risk, and we talk of 123,000 more at risk. You are not saying most of
these workers have retired, or are you? '

Dr. Fryxrea. No, sir, T think maybe Dr. Wagoner can comment
on the employee turnover. I think the original description dealt with
roughly a little over 72,000 workers that participated in the studies
conducted by our Agency that were addressed primarily toward can-
cer risk. Actually we had other studies that involved possible risk to
cancer and other health risks that involved an additional 162.000
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workers. This is over a period of time, since NIOSH was created. In
the testimony we were talking about workers who were exposed to
substances currently regulated by OSHA. They are, of course, only the
16 OSHA-regulated carcinogens at the present time. What the In-
stitute is doing may involve many or a number of those other 2,400
that were referred to in the testimony. They are two different prob-
lems, or really two phases on the same problem. In other words, if we
were to restrict notification efforts only to those workers who are ex-
posed to currently regulated carcinogens, it is a very large number
nationally but it is a smaller number of workers that the Federal
Government may have studied. If we were to be concerned about in-
dividual notification for all people who have participated in a Fed-
eral study directed toward evalnating workplace hazard, it is a pretty
large number that the Federal Government is responsible for, and a
much larger number in the general population.

Senator Scuwerker. Again, I am not sure I understand what this
section refers to if it does not refer to a case in which you know a
worker to be at risk, in which there is an indication the worker is at
risk, and where you had the worker’s name. Why does not section (¢)
apply ? Information obtained by the Secretary, and the Secretary of
HEW, under this section, shall be disseminated by the Secretary to
employers and employees and organizations thereof ?

Dr. Fixgrea. I do not mean to imply that it would not be possible
to write letters telling people they had been at risk. But I think if we
are to assure that they have adequate medical counselling and ade-
quate medical followup, that is where we run into the problem.

Senator Scawerker. It says nothing about that, doctor, in here. It
addresses only information obtained. It does not say whether they
have had adequate medical counselling or adequate followup. It does
not. put any responsibility on you in that regard. I admit that. No ques-
tion about that. But the question at issue, as I see it, is if we at least
inform the people at risk, they can seek their own medical counsel and
seek their own medical help. That is the first thing T or you would do,
if we were at risk, regardless of whether (Government had resources to
follow it up. There is absolutely nothing regarding your capacity to
follow it up, but it seems it does place primary responsibility on
NIOSH to inform employees and organizations thereof.

Where am I missing the hoat?

Dr. Fixgrea. I think we are coming at it in a slightly different way.
I think we are taking steps to inform employee groups and individual
employees, through criteria documents and work practice documents.
but not to inform individuals who may have been involved in a record
study. I think one of the things we covered in our testimony is that we
wanted to work with the National Advisory Committee on Occupa-
tional Safety and Health to discuss the best way of taking care of this
problem, not only for those people who may have been in a Federal
study, but people across the entire range of occupations exposed to
that agent.

I think there are two different levels of responsibility here, and T
think it is a very large area.

Senator Scaweiker. Let us go to the smaller area of responsibility.
which as T understand it, is those who were involved in a Federal
study. Ts that the area?

Dr. FiNkLEa, Yes,
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Senator Scuwerker. Did I miss the point ? T understood we had not
notified all those people who were involved ; is that correct ?

Dr. Finkrea. No, sir, we have not notified all those people. We have
notified most of the people that we have worked with under the Coal
Mine Health and Safety Act, where we have a notification mechanism.
Under the Occupational Safety and Health Act, we have notified
people only where we have conducted medical examinations or had
personal contact. T would like Dr. Wagoner to perhaps comment on
some of the procedures he used

Senator Scuwerker. What I'm trying to find out is who we have
not notified. T would like to find out who we have not notified. That
is what the issue is.

Dr. Finxrea. I think the people who would not have found out
about this would be people who had retired or left a job or plant where
studies were done. I think people who were still working in the plant
would probably have found out through management, and/or worker
representatives. We have not personally notified the people in those
plants.

Senator Scuwerker. What does this say? It says, “Notification to
employers and employees.” This does not. say you have to go to the
employer and depend on him to tell his employees. It says, the Secre-
tary of HEW will go to the employers and employees and organiza-

tions thereof. Where am T missing the point? It hinges on whether you
have legislative authority or not. I have trouble understanding why
you say there is no legislative authority when that seems pretty broad
to me.

Mr. FingreA. T think in our statement here we talk about lacking
legislative authority to provide adequate medical followup. We would
have authority for notification that a worker had been exposed to a
harmful substance.

Senator Scnwriker. You are saying you do have legislative au-
thority for initial notification. Is that what you are saying?

Dr. Finkrea. T would think we could write people that they had
been exposed. As public health professional and physician, I would
like to be assured by my colleagues

Senator Scawerker, Why do we not do that if that is the case?

Dr. Fingrea. T think that maybe what would be advised by
NACOSH. But I think we should carefullv Jook at the conseguences
notification would have on the individual’s behavior and health. Per-
haps Dr. Newell and Dr. Fink can comment on our experience in the
two demonstration projects with this problem.

I think it would be very helpful.

Mr. Warpermax. Section 20(d), talks in terms of information that
has been obtained by the Secretary of Labor and the Secretary of
HEW. and it savs it shall be disseminated by the Secretarv of Labor
to employers and employees. I think the gist of section 20(d) was the
dissemination of general research, although T must say that T guess
information to be

Senator Scuwrrker. Section 20 covers basically your whole au-
thority. All your authority is listed under research and related ac-
tivity, is that not what you are doing in NTOSH. research?

Mr. Warpermawn. That is true. But when you say the Secretary in
this particular statute, it means the Secretary of Labor. '




Senator Scrwerker. I understand that. But since the information
is obtained by you, it says information obtained by the Secretary and
the Secretary of HEW, meaning you under delegation of authority,
shall be disseminated by the Secretary. So it would seem to me to be
a responsibility to you to provide that information to the Secretary
of Labor to disseminate. How do you read it ?

Mr. Warpermax. I think the section has been used

Senator ScHwEIKER. It says information obtained by you and the
Secretary. He has information, and is responsible for disseminating it.
But it has to come from you if you have formulated it.

Dr. FinkiLea. That section has been used to refer to health and
safety guides, current intelligence bulletins, and to employee safe
practice pamphlets developed by us and by the Department of Labor,
rather than looking at it as enabling individual notification of workers
who may be exposed.

Senator ScaweikEer. You keep saying that.

What is a worker or organization or employee but the people who
are working in that workplace ¢ Again, what am I missing here? What
do those words mean if they do not mean what I say they mean?

Mr. Warpermaxn. I think you could probably use that section to
give workers the kind of notification you are talking about. There is
probably authority there although it has not been used for this pur-
pose. Under section 20(a) (6) the Secretary of HEW has distributed
that kind of information to affected employees under the health hazard
evaluation portion of NIOSH’s program. But I think you are correct.
The information has not been disseminated to individual employees.

Under section 20(a) (6)., the NTOSH health hazard evaluation pro-
gram, determinations of potential toxicity are distributed to rep-
resentatives of employees under the NIOSH regulations. These reports
have to be posted for affected workers.

Senator Scnwrerker. Under what section ?

Mr. WarnpeErMAN. 20(a) (6). Tt is the same general section you were
reading from, out paragraph 20(a) (6).

Senator Scuweiker. But that section—that is section 20. Under
the whole topic of research and related activities, it has subsections
(a), (b), (c), (d), et cetera, Subsection (d) applies to the whole
section on research, and the whole research section deals with the
very thing you have discovered, who is at risk of cancer and who is
not. Subsection (d) applies to the whole section. It goes from (a) to
(b) to (¢) to (d), and they all modify section 20. That’s my point.
That information clearly is to be disseminated to employers and em-
ployees and organizations thereof in the whole section. related research
and other related activities: (¢) does not modify (d). or 6 does not
modify (e) in any way. That is the general catchall thing to tell
somebody they are sick, as T see it. T gather you do not see it that way.

What does that section mean if it does not mean what T think it
means? Will somebody explain that to me? Tf we are not to tell
employees and associations of this information obtained, what does
it mean if it does not mean what I interpret it to mean to cover in
this case?

Dr. Finkrea. I think we have tried to make such information avail-
able. We said we have not used that section of the act to notify
individuals. '
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Senator Scuwerker. You have not used it. What does it say to do?
To notify employees. Who are employees, but individuals?

Dr. Finkrea. To notify individuals who may have worked in a
place, but be no longer working there—we do try to take a great deal
of care to make information available to workers and to employers
on both our studies and health recommendations. But T think the situa-
tion we described was largely the followup of people who had been
exposed in past years. Since many of these record studies start off with
employment records that may be 20 years old, a substantial number
of workers have changed jobs and retired before you get to do the
study. Those are the people who generally would not be aware of the
results of the study. I think Dr. Wagoner could give you an idea of
the magnitude of that sort of dropout in the usual sort of studies that
are done by his group in that effort.

Mr. Waroersran. It also may be that retired individuals are not
employees under the act.

Senator Scuwrrker. Say that again.

Mr. Warpermax. Retired individuals are not employees since an
employee is someone who is employed by the employer,

Senator Scuwrrker. How about if their association is still in ex-
istence # Does that mean that ends your responsibility for notification ?
In other words, T would not necessarily agree with you on retired
employees. But even if you argue that point, how about an association
of retired employees or group that represents retired employees.

Mr. Warperyan. You would not want to transmit——

Senator ScHWEIKER. Tt says, organizations thereof.

Mr. Warpersan. You would not want to transmit medical informa-
tion on individual employees or individual persons to an organiza-
tion, in view of the Privacy Act.

Senator Scawriker. Would you tell the organization that some of
their people may be at risk ?

Mr. Waroersmaxn. They do that now.

Dr. Crarr. We have examined some workers in a smelter in the Mid-
west, and we have found some of them have compromised renal fune-
tion. which means they should not be exposed to lead any more. T
would like to tell the employer these employees should not be exposed
any more, but the employee must give me his permission to identify
him to the employer, and the employee is afraid of getting fired, so
he will not permit me to let his employer know. So we are caught in a
big eircle.

The responsible plant management would wish to know who they
are, so they can reassign the employees. Not trusting plant manage-
ment, the employee is willing to risk his future health for the present
job. That is a void in the law.

Senator Scrwerker. Let me conclude. T've taken a lot of time. Let
me understand one question, Forgetting retired employees, which is
obviously a questionable area. though T would disagree with your
Interpretation, have we notified people who we know to be at risk
if they are presently on the job? Have we notified individuals who we
know to be at risk in all of our studies who are presently on the job?

Dr. WaGoNER. As part of our ongoing studies, anybody who has been
examined or is in the facility as an active employee is notified of the
hazard and is notified of his individual medical results, as is his de-
signated physician, The real problem is that we live in a very mobile
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society, with a major turnover of our labor force, and we can go into
a benzidine plant in the United States where they have a current labor
force of 60 people, and over 10 years, they may have cyeled 600 people
in that facility who are dispersed throughout the United States. They
are no longer employed by the company in question, but they have been
exposed to the agent which has been recently reported to cause bladder
tumor in 100 percent of the employees in Italy, 90 percent in Czech-
oslovakia, and a third of the employees in the United States.

The real question at issue here is the obligation to tell, in a sub-
population, who is most prone toward cancer. And it is not the cur-
rent employee, as cancer does not occur today as a result of today’s
exposure, but it occurs 20 years from now after the person is least
able to handle, is least aware of the problem.

Senator Scuwriker. I understand what you are saying. I further
understand that a Philadelphia concern had a problem with cancer
just a few years ago. A person on my staff was notified 10 years later
that he might be at risk for cancer. Somebody is doing it now. The point,
is, if somebody is doing it now, why is not NIOSH doing it now ? Here
we are laying down these great statutes for everybody to follow. When
it comes to NIOSH, we do not follow them. In my case, my employee
was notified 10 years later that he may be at risk of cancer. Somebody
had directed that company to go out and find out where he was, get
his social security number, to check his present occupation, which
happened to be on my staff. And he was notified 10 years after the
fact that he was at risk. Why cannot NTOSH do that with people who
have moved or retired ? I still have trouble understanding that, but I
will not pursue the argument, because I’ve taken too much time.

Senator Javirs. I assure you, Senator, we will pursue the argument.

The Cramman. At a minimum, those who are now employed in a
situation or job within an industry that has a risk, do they know their
risk ?

Dr. Waconer. We assume that they do, since we inform labor and
management., ;

The Cramrarax, That is at a minimum. You’re having trouble tracing
back to the old employees who have been removed from the scene and
are no longer working there. You are having trouble reaching them,
is that right? Now, Dr, Finklea, you are quoted as saying you do not
have enough funds to do this job. I am just wondering if you, in build-
ing up to the budget requests, have asked for a lot more than you have
been able to make through OMB, or whether you have been asking for
a lot more than have been made available through the budget proc-
esses here in Congress?

Dr, Fixgrea. I think that quote may be a bit out of context, Senator.
I think we are dealing here with why our agency does not assure ade-
quate identification of people, counseling and medical followup. As
I said earlier. we are dealing with several hundred thousand workers
exposed to carcinogens, and I think that far exceeds the budget that
most health research groups would have. We do our best in the budget
process, like everybody else, and we have had growth in our budget
since passage of the act, We will try to be good stewards of the funds
assigned to us. But if you are asking me would we ourselves with the
National Cancer Institute, for example, have the wherewithal to in-
sure adequate counseling and medical followup of all exposed to OSHA
regulated carcinogens from now to the end of the expected latency, I
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would say that that would be a very difficult question to answer. We
would be glad to try to do it. I do not think those resources are
available.

The Caamman. Under the law, do you understand it is your first
responsibility, the notification of exposure, to employees?

Dr. Finkiea. As I understand the law, I do not think we have
responsibility for counseling and followup.

The Cramman. Notification of those having been exposed

Dr. Fixkrea. I think we have responsibility to make sure informa-
tion of that exposure is available, yes, sir. And we are trying to do that. .

The Cramman. I heard Dr. Craft suggest it was the employer’s
responsibility.

Dr. Crarr. Tt is the employer’s responsibility under the act to in-
form his employees of their exposure, the signs and symptoms of that
exposure, and consequences of that exposure.

The Cuamyay. It is, under the law, your obligation to advise the
employer of the risk to his employees.

Dr, Crarr. That is right.

Dr. Fixkrea. I think we have responsibility to inform the whole
occupational health and safety community, including employers, em-
ployee representatives, and professionals involved.

The Cramyan. We will follow up.

This is a matter that is of fundamental importance to the health of
working people, and this is an area where unwise budget cutting does
not appeal to the Congress, has not, historically, and would not now
either.

Senator Javis. Especially, Mr, Chairman, as it involves millions of
Americans as the witness has testified.

The Cmamaan. T think we will want to confer with you to see in
our followup what others we should be talking to about what might
be lacking in legal authority. Tt looks as though the law was more
comprehensive than might have been popularly thought after reading
some of the newspaper accounts.

We will probably submit other written questions for a written
response.

Thank you very much.

Senator Javrrs. Can we set a time, Mr. Chairman. within which
we would like an answer—would 2 weeks be adequate?

Dr. Fixxrea. I think to get full evaluation by the National Advi-
sory Committee on Occupational Safet y and Health, it would take us
probably anywhere from 3 to 6 months to look at the problem. We ean
give you some estimates of the size of the problem, and medical care
followup of problems that could be encountered for OSHA -regulated
carcinogens, and perhaps for other OSHA -regulated substances in the
work force in a shorter period of time,

Senator Javirs. Give us that in, say, 2 or 3 weeks.

Dr. Fingrea, Yes, sir, T think we can do it for you in 3 weeks.

Senator Javirs, Is that agreeable?

The Cramman. That is fine.

Senator Javits. T ask unanimous consent that that information will
be a part of the record. It will be forwarded to us within 3 weeks.

The Caamyax. Without objection. that is the way it will be,

[The prepared statement of Dr. Finklea and the above-mentioned
material subsequently supplied, follows:]
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Testinony of Dr. John F. Finklea, Director
National Institute for Occupational Safety and Health
Center for Disease Control
Department of Health, Education, and Welfare

Mr. Chairman and Members of the Subcommittec:

am pleased to appear before you today to discuss how we have
implemented certain aspects of our research program mandated by the
Occupational Safety and Health Act of 1970. I am accompanied by Dr.
Bobby F. Craft, Director of the Division of the Surveillance, Hazard
Evaluations and Fileld Studies; Dr. Joseph K. Wagoner, Chief of the
Industrywide Studies Branch; and Mr. Howard Walderman, an attorney with

the Public Health Division of the Department's Office of General

Counsel. The primary subject of our testimony today will be a

discussion of our efforts to notify workers of health hazards they may

/e encountered on their jobs and to assist them in entering the
medical care system for early diagnosis and treatment if indicated. We
will also point out a number of arcas where further efforts are required
by NIOSH, by other government agenciles, by industry, by organized labor
and by the academlic community.

RIOSH was established by the Occupational Safety and Health Act of
1970 to conduct programs of research, standards development, technical
assistance and manpower development. One of our Institute's most
important responsibilities under this
standards to the Occupatio Jafety anc lth Administration (O
the Department of Labor. The NIOSH recor ations are intended to

sérve as the basis, along with other 11lable information, for




assisting OSHA in developing new standards and in revising the
approximately 400 consensus health standards that were promulgated when
the act was passed.

NIOSH has transmitted more than 60 criteria documents recommending
new health standards to the Department of Labor. These recommended
health standards are transmitted to OSHA in the form of criteria
documents which include an environmental limit for workplace exposure,
as well as recommendations on the use of labels and other forms of
warning, type and frequency of medical examinations, sampling and
analytical methods, procedures for technological control of hazards, and

sultable personal protective equipment. In addition to criteria

documents, we have developed supplementa]‘information on measurement of

employee exposure, medical surveillance, complaince, training,
recordkeeping and work practices for most of the approximately 400
existing consensus health standards. Once these recommendations have
been promulgated into standards, and these standards are enforced,
workers should be protected from many of the most serious occupational
exposures.

These recommendations are based on laboratory and epidemiological
research conducted by NIOSH and others. This testimony will focus on
the kinds of epidemiological investigations conducted by our
industrywide studies program and the procedures we follow in these
studies to identify occupationally related hazards and to notify
affected workers.

The two most common types of studies we conduct involving workers
are retrospective cohort studies and cross sectional medical studies.

In cohort studies we obtain employment records from unions, professional
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societies, and companies for purposes of classifying workers according
to departments where they worked, their job category, and the duration
of their employment. Personal identifiers, including name and social
security numbers, obtained during this process are used to determine the
vital status and current address of the individuals through records kept
by other Federal agencies, such as the Social Security Administration,
and, until recently, the Internal Revenue Service. When we learn that
an individual is deceased we attempt to obtain a copy of the death
certificate from the State in which the death occurred. Using the death

records, we contrast the observed risk of dying from specific diseases

among our study population with the risk expected in that population 1if

they had not been subject to the occupational exposures. To make these
comparisons we use either the general population or another industrial
population not exposed to the agent under investigation as control
groups.

In cross sectional medical studies we elicit a personal history and
physically examine workers who have had exposures to agents under inves-
tigation as determined by industrial hyglene sampling. The results of
these medical examinations are compared with accepted medical norms or
similar test results from another population not exposed to the agent in
question. In both study approaches the medical, statistical, and
industrial hygiene disciplines contribute to the identification of
occupationally related health problems.

NIOSH has promulgated regulations governing field investigations
(42 CFR Part 85A). Under these regulations, it is our practice to meet
with company management and with employee representatives before
initiating a study to explain its purpose and scope. Before conducting

3
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medical examinations, investipators must receive specific approval from
the NIOSH Human Subjects Review Board and the informed consent of cach
employee examined. All employees we examine and their designated
physicians are notified of the results of these medical examinations.
Before releasing final reports on group data (with individual
identifiers removed) we provide draft copies to employers and employee
representatives for their comments on technical accuracy. The results
of our epidemiologic studes are presented in NIOSH criteria documents
and technical reports, in sclentific journals, at sclentific meetings,
and at OSHA hearings on workplace standards.

Workplace investigations are also conducted in our health hazard
evaluation program. Under this program we respond to requests from
employers and employee representatives to investigate a workplace,
collect environmental samples, make toxicity determinations, and provide
medical examinations of workers. The results of these investigations,
including recommendations for work practices, personal protective
equipment, and engineering controls, are reported back to plant
management and employee representatives.

INFORMATION DISSEMINATION

A vital part of our research program is getting information to
those who can put it to good use--workers, employers, occupational
safety and health professionals, other government agencies, and other

researchers. Toward this end NIOSH has developed a program of

information dissemination. This year we will issue over 100 different

NIOSH publications and many additional articles appear in scientific
journals. We will distribute about one and one half million copies of
our publications and additional copies will be available from the

4
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Government Printing Office and the National Technical Information
Service of the Department of Commerce. One of these documents, used
primarily by health professionals, is our annual Registry of Toxic
Effects of Chemical Substances, which in 1976 listed approximately
21,000 different chemicals. A subfile of suspect carcinogens from that
list contained 2,400 substances and another subfile is being developed
on pesticides and agricultural chemicals. NIOSH also sponsers
conferences and publishes their sclentific proceedings. In addition to
publishing scientific proceedings of a conference on occupational

carcinogenesis which we co-sponsored, we are publishing a version

written in non-technical language to be used by workers and other

laymen.

We have developed a series of health and safety guides specifically
targeted on small businesses. These guides, covering such diverse
establishments as auto repair and body shops, foundries, and sporting
goods stores, give general health and safety guldelines and provide a
checklist of OSHA regulations applicable to that particular
establishment. We also have a series of good work practices manuals for
workers in different occupations.

A criteria document, "An Identification System for Occupationally
Hazardous Materials," which was transmitted to the Department of Labor
in 1974, presented a uniform identification system that would alert
employers and employees to hazardous chemicals through placards, labels,
and material safety data sheets. This system would provide for the
identification of hazardous materials, indicate the degree and type of
hazard, describe symptoms of overexposure, and prescribe safe handling

procedures, emergency care, and disposal methods. Adherence to such a
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system would substantially improve the information available on chemical
exposures in the workplace.

Criteria documents can serve a useful purpose even before being
promulgated into enforceable standards. They are widely distributed and
many companies and unions use them as a basis to control hazards even
though the documents do not have the force of law. The provide an up-
to-datereview of the existing literature and state of knowledge on a
hazard and serve as an impetus for further research by NIOSH and others.

Late this year RIOSH will publish five documents summarizing in
non-technical language the supplemental information developed on the
consensus health standards promulgated by OSHA. One document will be a
general guide, one will be a pocket handbook, and the remaining
documents will cover respirators, personal protective equipment and
medical monitoring.

We issue current intelligence bulletins when we receive new
information on potentially dangerous chemical substances. In 2 to 4
weeks we can provide background information on the chemical, including
its known toxicity to man and animals, known producers and users,
estimated extent of occupational exposure, and further NIOSH action
planned. These bulletins are mow distributed to 1,200 representatives
from the occupational safety and health community, other government
agencies, management, labor, and public interest groups.

NATIONAL OCCUPATIONAL HAZARD SURVEY

Despite these efforts we recognize that employers and employees are
still not generally well informed about occupational health hazards.
etween 1972 and 1974 NIOSH conducted a National Occupational Hazard

Survey to determine the extent of worker exposure to chemical substances
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and physical agents. Visits were made to 4,636 workplaces selected to
provide a representative cross section of industry type and size. The
NIOSH teams collected general information about each plant, such as its
major product or service, the number of employees, and the availability
and kind of medical care. They also recorded the number of workers in
each job category potentially exposed to chemical and physical agents.
Although we have had access to certain aspects of the survey in
making rough estimates of specific workers exposures, we are just now
beginning to be able to use the data in establishing priorities and
projecting worker exposure to a large number of hazards. A major
problem in completing the study is that companies surveyed were often
not aware of the chemical composition of the substances used in their
plant. Over 70 percent of the exposures identified were recorded as
trade name products for which the chemical composition was not known to
the company. We contacted more than 10,000 manufacturers to identify

precisely what chemicals were contained in these trade name products.

To date, we have determined the chemical composition of only slightly

more than half of those trade name products.

Based on our survey, we estimate that mora than 7 million workers
in the United States are exposed to trade name products containing an
OSHA-regulatedtoxic substance. Even more disturbing, our survey
indicates that there may be more than 300,000 workers exposed to trade
name products containing one of the 16 carcinogens currently regulated
by OSHA. A single employee may be exposed to more than one regulated
hazard or to more than one regulated carcinogen. In these cases,
neither the employer nor the employees may have been aware of the

ingredients of these products because they were known by trade name
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rather than by chemical composition. In ouxr suryey, the manufacturers
designated as trade secret nearly one third (32.5%) of the products
containing an OSHA-regulated substance and more than one third (35.4%)
of the products containing a cancer-causing agent.

INFORMING EMPLOYEES AND EMPLOYERS ABOUT WORKPLACE EXPOSURES

In administering our responsibilities under the Occupational Safety
and Health Act of 1970, we have identified a number of problem areas in

occupational health that are not being adequately dealt with by our

Institute, by other government agencies, by management, by labor, and by

the academic community. We would like to state the problems as we see
them and offer suggestions for dealing with them through the combined
efforts of various sectors of soclety. '

The widespread use of trade name products and lack of a uniform
system for labeling hazardous materials makes it difficult for workers
to know what substances they are exposed to. This problem is compounded
by the frequent claim that product ingredients are trade secrets, even
though they may be known to be toxic or even cause cancer. Interactive
effects of certain mixtures can be more toxic than any of its separate
components, as for example when rust preservatives (nitrites) and
emulsifiers (amines) used in some cutting and hydralic fluids have the
potential to combine to form nitrosamines, a potent class of
carcinogens.

NIOSH will take the following steps with regard to information
collected during the National Occupational Hazard Survey:

Transmit to OSHA and EPA a listing of trade name products that

contain an OSHA-regulated carcinogen.

.Notify companies that we intend to make information on the presence
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of an OSHA-regulated carcinogen in a trade name product generally
available 1if it has not been designated as trade secret. If the
presence of an OSllA-regulated carcinogen in a product has been
designated as a trade secret, we will attempt to remove that
designation in accordance with procedures set forth in 42 CFR
section 85.7(b). These procedures were administratively adopted by
NIOSH to apply to "trade secrets" obtained in the survey. We will
notify companies in writing that we question and intend to remove
the trade secret designation. Companies have 15 days from notification
to provide evidence to support their claim that the information is
in fact a trade secret. When trade secret designations are removed
NIOSH will make the information available to the publie.

-Notify companies that have not revealed the composition of their
trade name products to NIOSH that we believe they should take immediate
steps to inform their customers 1f one or more of their products
contains an OSHA-regulated carcinogen and inform us of what action
they are taking.

JOffer to assist workers, employers, or formulators of trade name
products to find out whether or not their products contain an
OSHA-regulated carcinogen. We believe responsible trade
associations and private laboratories can assist in this effort.
-Request that the Environmental Protection Agency take regulatory

action under the Toxic Substance Control Act that will assure

labelling of any trade name product containing an OSHA-regulated

carcinogen.
-Consider similar steps for trade name products containing other

OSHA-regulated chemicals or substances or any chemicals newly




jdentified as posing health hazards. We believe, however, that

it 1s important to deal first with currently regulated carcinogens.
.Continue our efforts to resolve the components in trade

name products collected during our National Occupational Hazard
Survey and develop a mechanism to update that survey.

.Continue to support adoption of a uniform labelling and warning system
such as that rec nded in our 1974 criteria document.

.Propose that a clearinghouse be established, either by the
government or by private industry, to provide information on trade
name products that would protect consumers and workers without
revealing legitimate trade secrets.

Cosmetie Labeling regulations, TCCuﬂély promulgated by the Food
and Drug Administration, which list constituents in order of
diminishing concentration without revealing the precise amount

might serve as a useful beginning.

Medical Follow-up of Workers Exposed to Toxic Substances

NIOSH has been criticized for not informing all workers in our past
study populations that they may have been exposed to hazardous chemical
or physical agents and ensuring that they receive the opportunity for
diagnosis and treatment where indicated. We recognize the need for such
notification and medical follow-up and have been vocal in stating that,
except in certain limited cases, the need is not now being met.
Conducting such a program on our own would be beyond our existing
resources and legislative authority, which are pri 1y directed toward
providing the sclentific basls for standards to prevent future

occupational exposures.




We have already mentioned ways in which we notify workers on the
results of our studies. We discuss the results of our research with
management and labor at plants where the studies were conducted.
Although we do not notify workers individually, unless we have examined
them, we expect that those still employed at the plant would generally
be informed about our study results by their union or by management. We
would not expect that workers in other similar plants would be directly
informed about the resvlts of our studies. An even bigger problem
involves workers who once worked in such plants but no longer do so.
These workers who may have changed jobs or retired are less likely to
know of health risks attributable to past workplace exposures.
Forcertaln specific populations showm to bé at high risk we have worked
with the National Cancer Institute to ensure that medical examinations
are provided to affected workers. Two such examples include former

asbestos workers in Tyler, Texas, and former benzidene workers in

Baltimore. We have also assisted management in providing medical
examinations to former worker of a bis-chloromethyl ether plant. We are
currently providing medical examinations to all interested current and
former employees of the Velsicol Chemical Plant in Bayport, Texas, who

were exposed to the pesticide Phosvel, a neurotoxin.

We are aware that these limited programs do not assure adequate

follow-up of exposed workers. Such a program would require the combined

efforts of all government agencies involved in evaluating or regulating

substances to which workers are exposed. It would also invelve the

1 academic institutions who eonduct

efforts of private in

occupational health s It would certainly involve those
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industries which expese their employees to toxic substances and unions
representing their workers.

The success of such an effort will also depend on the existence of
a supply of occupational safety and health professionals and a health
care system adequate to meet the increased demand for services. As a
physician, I must also point out that although medical surveillance for
early diagnosis and possible treatment of occupational disease can be
helpful, it also has its limitations. There are a number of
occupational illnesses, including certain forms of cancer, which do not
respond well to available medical and surgical treatment. New
diagnostic techniques are being developed that might indicate which
individuals are at greatest risk, but we are not yet sure that widely
applying them would assure diagnosis in time to change the course of the
illness. An example of such a technique is exfoliated cytology, that
is; examining cells from the respiratory tract, the bladder, and other
sites for pre-cancerous changes.

By pointing out the limitations of current medical surveillance
techniques, I do not mean to say that medical surveillance of workers at
risk is not important. Potentially high risk workers should in fact be
provided with the best medical screening and care that current science
and technology allow. At the same time we in the Federal government
should encourage research that will provide more effective methods of
diagnosis and treatment.

There are additional barriers to assuring adequate follow-up of
exposed workers. The Occupational Safety and Health Act of 1970, unlike
section 203 of the Federal Coal Mine Health and Safety Act of 1969, does

not provide for the right of transfer to a less hazardous worksite at

12
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the same rate of pay once a worker shows clinical evidence of
occupational illness. It has been our experience that some workers,
once notified that they may have health problems, refuse to seek further
medical evaluation because they fear loss of their jobs once their
condition becomes known. For example, a lead worker with impaired renal
function may not be able to get a job assignment that does not involve
lead exposure and is very unlikely to get compensation until clinical
disease is further advanced.

Workers' compensation laws do not adequately address occupational
diseases, especially those with long latency periods or those that have
multiple causes. Workers' compensation laws do not generally provide
for payments to a worker that may show evidence of impaired functional
ability but not frank clinical disease. Yet evidence of early disease,
impaired functional ability, or even a previous work history of exposure
to.sgcuts inducing disease with a long latency period may be sufficient
to limit employment opporutnities for workers. This is because the
employer of last record is usually responsible for compensation even
though exposures at previous worksites may be partially or wholly
responsible for late developing illnesses.

The question we must ask is what can each sector of society do now
to notify workers about occupational hazards they encounter and provide
adequate medical care and compensation for those affected. NIOSH
is taking the following steps with regard to worker notification and

follow-up:

.We will seek further assistance from the National Cancer Institute

ensuring that specific worker populations are notified and placed

13




in health care systems.

«We will ask the National Advisory Committee on Occupational Safety
and Health (NACOSH) to advise NIOSH and OSHA on the regulatory social
and health aspects of informing, protecting, and caring for exposed
workers.

.We have drafted regulations that would enable us to require employers
to provide their employees with medical examinations at NIOSH expense
under certain circumstances.

.We will notify all employees whose medical records were submitted
to NIOSH pursuant to provisions in OSHA carcinogen standards of
their potential exposure to a cancer-causing agent. We will
assist these employees in obtaining access to medical care.

«We are accepting applications to fund educational resource centers
to train occupational physicians and nurses, industrial hygienists,
safety engineers, and related professioanls and expect to begin

funding these centers by the end of the fiscal year.

In addition, we would support the following steps to be taken by

others:

.Other government agencies need to examine their provisions for
worker notification and follow-up.

.We are supporting OSHA's efforts to promulgate comprehensive health
standards at a faster rate. Such standards would prescribe medical
examinations required to be made available by the employer to his
employees presently exposed to the hazard. It is doubtful, however,
that former employees could be covered by these provisions.

«Companies and unions must also take responsibility for

14
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determining what hazards are present in the workplace and

notifying potentially exposecd wo

.Companics must provide adequate ilth Insurance, job retention, job

reassipnment, and workers' ec sation policies so that the individual

from the medical and economic

worker is adequately protect

£

conseqi occupati

iTés.,.

The primary purpose of the Occupational Safety and Health Act of

1970 is to establish standards that will reduce workplace exposures to

safety and health hazards so that no worker will suffer d nished

health, functional capacity, or life expectancy as a result of his work

experience, Until adequate star

dards are develor ever, we must
not forget to provide for the workers suffering as a result of existing

workplace conditions.

Mr. Chairman, I will be pleas to answer any questions you or

Members of your Subcommittee may have.
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1. EXECUTIVE SUMMARY AND CAVEATS

SUMMARY :

Implementing Congressional mandates intended to minimize health
and safety risks arising from exposures to hazardous chemical and
physical agents is one of the most difficult long range problems
faced by the Executive Branch.

Large numbers of workers (as well as substantial numbers of the
general population) have already been exposed and are continuing to
be exposed to a wide variety of potentially harmful chemical and
physical agents. Most of these citizens are unaware of such
exposures. This problem exists primarily because the potential
health risks of new technologies and the commercial utilization of
new chemicals has not been carefully considered or has not been well
understood prior to their introduction into commerce. Even whera
health risks were well understood, industry has at times been
reluctant to take steps that adequately protect workers and consumers.

Congressional concern has been expressed about the failure of the
Federal Government to provide timely, adequate information to
individual workers facing an increased risk of developing cancer and
other diseases as a result of workplace exposures, The Senate Human
Resources Committee has brought this issue to the forefront by requesting
an investigation into "the social responsibility of biomedical research
for occupational health and the need for employers with knowledge to take
affirmative action to notify and provide fair health protection from
exposure to health related environmental risks and to assure protection
for workers and their families from work-related environmental health risks."

The National Institute of Occupational Safety and Health conducts a
number of activities which provide information to employers and workers on

workplace hazards and their control. In spite of the efforts of NIOSH, the
need for informing workers is not always fully met. Clearly workers have
the right to know whether or not they are exposed to hazardous chemical and
physical agents regulated by the Federal Government. However, this right is
linked to a complex series of problems which must be faced and resolved 1f
any worker notification effort is to be succesful. A number of these are
summarized below.

Notification. Serious questions can be raised about whether notifica-
tion in and of itself would be helpful to the individual. In some
cases, it could be detrimental without assuring that provision has been
made for counseling and medical follow-up and treatment.




Measurepents. The lack of consistent monitoring of workplace
exposures to hazardous substances makes it difficult to assess
worker exposure to specific agents. This could result in
notification of some workers who are not at risk.

Follow-up. There is a major gap in health and safety legisla-
tion dealing with past exposures to occupational health hazards.
When workers exposed to carcinogens or other agents causing
delayed toxicity leave one job for another or leave the work-
force voluntarily or through retirement, there is currently no
effective mechanism for notification, and for arranging and
paying for medical examination.

Cancer Screening Procedures. The application of cancer
screening procedures to apparently healthy individuals at risk
is very complex. There are few, if any, simple procedures which
can be applied to asymptomatic individuals repeatedly for many
years at some interval which have been scientifically studied in
proper clinical trials,

Transfer Rights. Up to the present time employees covered by the
Occupational Safety and Health Act have not been provided with transfer
and wage-retention rights when their functional capacity has been
impaired or when they are at increased risk because of heavy exposure
to OSHA regulated substances. This is in direct contrast to the Coal
Mine Health and Safety Act which provides such protections. Conse-
quently, unprotected workers may hesitate to seek desirable medical
follow-up because their current employment may be jeopardized or future
job opportunities limited.

Worker's Compensation. State workers' compensation systems do
not adequately identify or equitably deal with occupational
health problems. In general little or no provision is made to
provide for medical examinations of former workers who were
exposed to toxic agents, including carcinmogens, but who are not
clinically 411. Diagnosed occupational diseases generally are
not adequately compensated.

Health Insurance. Most existing health insurance policies do
not provide for diagnostic procedures or follow-up examinations
made necessary by exposure to toxic substances in the workplace
or in the general environment.

Inflationary Impact. Inflationary impact statemen
for occupational safety and health standards co
direct outls by industry. They do not consi
workplace e es including counselling and m
which are dden or being borne by others.
11 also be increased if agencies
coungel all individuals involved in studies 1

research and
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and not involving personal contact. No provision now exists
to pay for any follow-up examinations that may be requested
by persons included in such record studies.

Disclosure. A major stumbling block to identifying exposed

workers is the failure of chemical re-packagers and primary
producers to show the chemical composition of their product.

POTENTIAL CANDIDATES FOR NOTIFICATION

The following are estimates, based on information derived from
current NIOSH studies and surveys of health hazard exposures in the
American workplace:

—=As many as 880,000 American workers, or one percent of the

current labor force of B84 million persons currently face full or

part-time exposure to carcinogens regulated by the Occupational

Safety and Health Act (OSHA).

--One in every four American workers (approximately 21 milliom)

currently may be exposed on either a full or part-time basis to

OSHA-regulated hazardous substances. Upwards of 40 to 50 million

persons or 23 percent of the general population in the United

States may have had exposure to one or more of OSHA-regulated

carcinogens or hazardous substances during their working lifetimes.

COSTS

--The aggregate annual costs of physical examinations for workers
currently exposed to carcinogens on either a full or part-time
basis are estimated to be sbout $230 million. The actual amount
would depend on particular examination costs and the degree or
worker participation.

==The annual costs to society of monitoring workers with either
full or part-time exposures to all OSHA-regulated hazardous
substances including carcinogens could range between $675 million
and $2 billion,

POLICY IMPLICATIONS

Based on the results of this preliminary assessment of the magni-
tude and impact of the workers' right to know under OSHA, the following
are principle policy implications for investigation and consideration
by DHEW, DOL, Interior, ERDA, EPA, DOD, and other involved Federal
agencies and the Congress.

-=requirement of employers to notify all workers both past and

present about exposures to Federally regulated toxic substances;

—transfer and wage retention rights for exposed and disabled

workers beyond those currently in force under existing law or

major industrial union collective bargaining agreements. This in
turn has very strong implications in possible future disability
claims.
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--mandatory disclosure of trade product chemical contents
through amendment of the Toxic Substances Control Act and
enforcement by the EPA and OSHA;

--financial incentives to facilitate the development and
introduction of industrial products with fewer possible
carcinogenic properties or hazardous exposures, This would
avoid the extensive social costs of monitoring and compen-
sating current exposures with their untoward results on both
workers and the general community.

CAVEATS :

The rough estimates provided in this report should be viewed as a
first, but hopefully useful, approximation of the problems and issues
which flow from the right to kmow. A great deal of further discussion
and refinement will be necessary. Throughout the report the authors
have emphasized the uncertainties inherent in preparing this first
approximation. A number of these caveats should be re-emphasized.

~-There may well be conscientious responsible persons who

disagree with the basic assumption that workers and the general
public have a right to be informed about current and past
exposures to toxic substances that pose actual or potential
health risks.

--Serious questions can be raised about whether or not it is

necessary to notify individuals directly even though very few

would deny the need to better inform employers and employees
about workplace exposures through more general educational
measures,

—Estimates of the numbers of workers exposed to various

chemicals are not nearly as precise or as current as one would

like. These estimates will be improved as the National

Occupational Hazards data base becomes more easily accessible

and is updated.

——The duration and intensity of exposure to hazardous

substances currently regulated by the Occupational Safety and

Health Administration are not well quantified. Better defini-

tion of the extent of exposure is important if one is to deal

effectively with the "right to know" problem because the best
known determinant of health risk is the extent of exposure.

Exposures below the "action level,” usually set at one-half of

the recc ded envir tal limit, would not generally

require medical follow-up.

——With better definition of the scope and frequency of the

medical examinations required and more experience in demon-

stration projects, cost estimates might change appreciably.

=1t is likely that research will uncover new workplace hazards

and reveal that exposures to some agents previously considered

to be relatively innocuous do in fact pose significant health
risks,
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II. INTRODUCTION

Implementing Congressional mandates intended to minimize health
and safety risks arising from exposures to hazardous chemical and
physical agents is one of the most difficult long range problems
faced by the Executive Branch, Current public policy recognizes the
right of citizens to be informed about known hazards and to parti-
cipate in the regulatory process. Congress has also enacted the
Toxic Substances Control Act which among other things can require
the labelling of existing chemical mixtures and is intended to pre-
vent the introduction or restrict the commercial use of new
chemicals and substances which may pose an unreasonable risk to
health or to the environment.

As part of the overall effort, the Public Health Service as
well as other Federal Departments and Agencies have accelerated
their research to identify new environmental contaminants and work-
place hazards and to define more adequately the scope of hazards
that were already suspected or clearly recognized.

Large numbers of workers and substantial numbers of the general
population have already been exposed and are continuing to be
exposed to a wide variety of potentially harmful chemical and
physical agents. Most of these citizens are unaware of such
exposures. This problem arose because the potential health risks of
new technologies and the commercial utilization of new chemicals
were not carefully considered or were not well understood. Even
where health risks were well understood, industry has at times been
reluctant to take steps that adequately protect workers and consu-
mers. Control of workplace exposures and prevention of chemical
contamination of communities continue to be vexing problems for the
Federal Government.

At a minimum, workers and members of communities exposed to
substances or physical agents that are clearly hazardous have a
right to know that such exposures have occurred. Notification of
workers and communities does not, however, complete the process.
Once notified, workers and exposed members of the general community
require counselling and may need or demand medical examinatiom.
Mechanisms exist to handle accidents and the immedfate acute effects
of accidental chemical contamination, but mechanisms are generally
not in place to provide for counselling and medical examination when
the health effects of workplace exposures or environmental contami-
nations are delayed, In the case of carcinogens, a latency period
up to several decades may elapse between workplace exposures and the
appearance of a clinically recognizable cancer. Delayed effects
other than carcinogenesis are also being recognized with increasing
frequency. The signs and symptoms of delayed toxicities may be
rather non-specific and involve a number of organ systems or may be
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recognized as distinct clinical diseases such as the pneumoconioses.

As additional recommended health standards for the workplace are
promulgated under the Occupational Safety and Health Act, emplovers
will continue to be required to notify, counsel and provide preven-
tive medical services for employees exposed to many of the more
hazardous agents. The Federal Coal Mine Health and Safety Act also
provides a mechanism to deal with these issues. Relatively few
employers provide these services when Federal laws or regulations do
not require them. There is, however, a major gap in health and
safety legislation dealing with occupational health hazards. When
workers exposed to carcinogens or other agents causing delayed
toxicity leave one job for another or leave the workforce voluntarily
or through retirement, there is no mechanism to provide or pay for
notification, counselling and medical examination.

The practical problems and policy issues flowing from the
principle that workers and the public have a right to know can be
better understood by considering the answers to the following ten
questions:

——Why aren't employers and employees already informed about
current and past exposures?

=-What steps have Federal Agencies taken to inform workers and
control exposures?

--How many workers are exposed to hazardous or toxic substances
currently regulated by the Occupational Safety and Health
Administration (0SHA)?

--How can individual workers be notified?

--What counselling might be necessary?

=-What kinds of medical examination might be required?

--What are the estimated costs of notification, counselling and
medical examination?

--What steps can NIOSH take to provide notification and medica
follow-up for exposed workers? Y

--What policy issues should be considered?

--What important caveats must be kept in mind?




50

III. WHY AREN'T EMPLOYERS AND WORKERS ALREADY
INFORMED ABOUT CURRENT AND PAST EXPOSURES?

Employers and employees are still not generally well informed
about occupational health hazards. Betweem 1972 and 1974 the
National Institute for Occupational Safety and Health (NIOSH) com-
ducted the National Occupational Hazard Survey (NOHS) to determine
the extent of worker exposure to chemical substances and physical
agents. Visits were made to 4,636 workplaces selected to provide
a cross-section of industry by type and size. The NIOSH teams
collected general information about each plant such as its major
product or service, the number of employees, available illness and
injury statistics, the availability and kind of medical care.

They also recorded the number of workers in each job category
potentially exposed to chemical and physical agents.

Although we have had access to certain aspects of the survey
in making rough estimates of specific worker exposures, we are
just now beginning to be able to use the data in establishing
priorities and projecting worker exposure to a large number of
hazards. We have found that an individual employee is often
exposed to more than one substance regulated by the Occupational
Safety and Health Administration (0SHA). A major problem in
completing the study is that employers were often not aware of the
chemical composition of the substances used in their plants. Over
70 percent of the exposures identified were recorded as trade name
products for which the chemical composition was not knmown to the
company. We have contacted more than 10,000 manufacturers to
identify precisely what chemicals were contained in these trade
name products. To date, we have determined the chemical composi-
tion of only slightly more than half of those trade name products.
Some of the manufacturers who responded stated that their trade
product contained trade secrets. Of those trade products which
contained OSHA regulated substances, 32.5 percent were designated
as trade secrets by the manufacturer and & portion of these were
OSHA regulated carcinogens.

The National Occupational Hazard Survey shows that the wide-
spread use of trade name products and lack of a uniform system
for labelling hazardous materials makes it difficult for workers
to know the nature of substances they are exposed to. This
problem is compounded by the frequent claim that product ingre-
dients are trade secrets, even though ingredients may be known to
be toxic or even cause cancer. Furthermore, interactive effects
of certain mixtures can be more toxic than any of the separate
components. For example, rust perservatives (nitrites) and
emulsifiers (amines) used in some cutting and hydraulic fluids




have the potential to combine to form nitrosamines, a potent class
of carcinogens.

There are a number of other factors that also contribute to
the problem. Educational programs for workers and employers are
not as well developed in the United States as in a number of other
countries. Plant health and safety committees are an exceptional
rather than a common finding in the United States. Industrial
hygiene and occupational health services are not available or not
utilized by most businesses. Trained occupational health pro-
fessionals are in short supply and most of the nurses and physi-
cians working in the field are treatment oriented and have received
little formal training in toxicology, ergonomics or industrial hygiene.
Occupational health persommel are not generally responsible for and
usually have only limited involvement in care and rehabilitation of
workers who become 111 or who are injured. This discontinuity in the
health care system contributes to several problems. Physicians caring
for 111 or injured workers often do not elicit detailed work histories
and occupational health personnel often don't have available to them
knowledgeable medical specialists with a variety of clinical skills.
There are also other social and educational factors that tend to limit
the interest of health professionals in workplace problems.
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IV. WHAT STEPS HAS NIOSH TAKEN TO INFORM
WORKERS AND CONTROL WORKPLACE HAZARDS?

A vital part of any research program is getting information to
those who can put it to good use, in this case unions, employers,
occupational safety and health professionals, other government
agencies, and other researchers. Toward this end NIOSH has deve-
loped a program of information dissemination. This year we will
issue over 100 different NIOSH publications and many additional
articles will appear in scientific journals. We will distribute
about one and one half million copies of our publicatioms.
Additional copies will be available from the Government Printing
0ffice and the National Technical Information Service of the Depart-
ment of Commerce.

One of these documents, used primarily by health professionals,
is the annual Registry of Toxic Effects of Chemical Substances,
which in 1976 listed over 25,000 different chemicals. A sub-file of
suspected carcinogens from that list contained nearly 2,000 sub-
stances and another sub-file is being developed on pesticides and
agricultural chemicals. NIOSH also sponsors conferences and pub~
lishes their scientific proceedings. In addition to publishing
scientific proceedings of a conference on occupational carcinmo-
genesis, which we co-sponsored, we are publishing another version
written in non-technical language to be used by workers and other
laymen.

We have developed a series of health and safety guides speci-
fically targeted on small businesses. These guldes, covering such
diverse establishments as auto repair and body shops, foundries,
and sporting goods stores, give general health and safety guidelines
and provide a checklist of OSHA regulations applicable to that
particular establishment. We also have a series of good work prac-
tices manuals for workers in different occupations.

A criteria document, "An Identification System for Occupa-
tionally Hazardous Materials," which was transmitted to the Depart-
ment of Labor in 1974, presents a uniform identification system that
would alert employers and employees to hazardous chemicals through
placards, labels, and material safety data sheets. This system
would provide for the identification of hazardous materials,
indicate the degree and type of hazard, describe symptoms of over-
exposure, and prescribe safe handling procedures, emergency care,
and disposal methods. Adherence to such a system would substan-

tially improve the information available on chemical exposures in the
workplace.
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One of NIOSH's most important responsibilities under the Act is
to transmit recommended standards to the Occupational Safety and
Health Administration (0SHA) in the Department of Labor. The NIOSH
recomendations are intended to assist OSHA in developing new
standards and in revising and completing the approximately 400
consensus health standards which consist only of envirommental
limics that were promulgated when the Act was passed.

NIOSH has transmitted more than 60 criteria documents recom—
mending new health standards to the Department of Labor. These
criteria documents include an envirommental limit for workplace
exposure, recommendations on the use of labels and other forms of
warning, type and frequency of medical examinations to be provided
by the employer, sampling and analytical methods, procedures for
technological control of hazards, and suitable personal protective
equipment. Criteria documents serve a useful purpose even before
being promulgated as enforceable standards. They are widely dis-
tributed and many companies and unions use them as a basis to con-
trol hazards even though the documents do not have the force of law.
They also provide an up-to-date review of the existing literature
and state of knowledge on a hazard and serve as an impetus for
further research by NIOSH and others.

In addition to criteria documents, under a joint Standards
Completion Program with OSHA we have developed draft technical stan-
dards for most of the consensus health standards. These standards
supplement the existing environmental limits with procedures for
informing employees of hazards, monitoring techniques, engineering
and control mechanisms, and medical surveillance programs. Once
these recommendations have been promulgated as standards and these
standards are enforced, workers should be protected from many of the
most serious occupational exposures. Late this year NIOSH will
publish five documents summarzing in non-technical language the
supplemental information developed on the consensus health standards
promulgated by OSHA. One document will be a general guide, one will
be a pocket handbook, and the remaining documents will cover respi-
rators, personal protective equipment and medical monitoring.

We also issue current intelligence bulletins when we receive
new information on potentially dangerous chemical substances. In
two to four weeks we can provide background information on the
chemical substance, including its known toxicity to man and animals,
known producers and users, estimated extent of occupational expo-
sure, and further NIOSH action planned. These bulletins are now
distributed to 1,200 representatives from the occupational safety
and health community, other government agencies, management, labor
and public interest groups.
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NIOSH has promulgated regulations governing field investiga-
tions (42 CFR Part 85a). Under these regulations, it is our
practice to meet with company management and with employee repre-
sentatives before initiating a study to explain its purpose and
scope. Before conducting medical examinations, investigators must
receive specific approval from the NIOSH Human Subjects Review
Board and the informed consent of each employee examined. All
employees we examine and their designated physicians are notified
of the results of these medical examinations. Before releasing
final reports on group data (with individual identifiers removed)
we provide draft copies to employers and employee representatives
for their comments on technical accuracy. The results of our
epidemiologic studies are presented in NIOSH criteria documents
and technical reports, in scientific journals, at scientific
meetings, and at OSHA hearings on workplace standards.

The two most common types of epidemiologic studies we conduct
involving workers are retrospective cohort studies and cross-
sectional medical studies. In cross-sectional medical studies we
elicit a personal history and physically examine workers who have
had exposures to agents under investigation as determined by
industrial hygiene sampling., The results of these medical exami-
nations are compared with accepted medical norms or similar test
results from another population not exposed to the agent in ques-
tion. Examined workers are notified of the results.

In cohort studies we obtain employment records from unions,
professional societies, and companies for purposes of classifying
workers according to departments where they worked, their job
categories, and the duration of their employment. Personal
identifiers, including name and Social Security Numbers, obtained
during this process are used to determine the vital status and current
address of the individuals through records kept by other Federal
agencies, such as the Social Security Administration, and, until
recently, the Internal Revenue Service. When we learn that an
individual is deceased, we attempt to obtain a copy of the death
certificate from the State in which the death occurred. Using the
death records, we contrast the observed risk of dying from specific
diseases among our study population with the risk expected in the
general population or other groups not exposed to the substance of
hazard.

At plants where the studies are conducted, we discuss the
results of our research with management and labor. Although we do
not notify workers individually unless we have examined them, we
expect that those employed at the plant will be informed asbout our
study results by their union or by management. We would not expect
that workers in other similar plants would be directly informed
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about the results of our studies. An even bigger problem involves
workers who once worked in such plants but no longer do so. These
workers, who may have changed jobs or retired, are less likely to
know of health risks attributable to past workplace exposures.

Workplace investigations are also conducted in our health
hazard evaluation, safety, and technical assistance programs.
Under these programs we respond to requests from employers and
employee representatives to investigate a workplace, collect
environmental samples, make toxicity determinations, and provide
medical examinations for workers. The results of these investiga-
tions, including recommendations for work practices, personal
protective equipment, and engineering controls, are reported back
to plant management, employee representatives, and OSHA. Also,
the results of the health hazard evaluations are required to be
posted for thirty days in the area of the investigated plant.




V. HOW MANY WORKERS ARE EXFOSED
TO OSHA REGULATED SUBSTANCES?

Although it is known that hundreds and perhaps thousands of
chemical substances have the potential to induce cancer or to in-
crease the risk of cancer, it is obvious that exposure to these
chemicals does not always result in disease. This is one of the

factors which could unduly arouse anxiety in the notification of
workers.

For purposes of this paper estimates were based only on exposure
to OS5HA regulated substances because at this point in time they

appear to represent the greatest risk to the overt development of
disease.

NIOSH has conducted thirty-five cohort or record studies
directed toward over twenty-five different regulated substances
including five of the sixteen carcinogens already regulated by
OSHA and four other carcinogens where stringent regulations have
been recommended (see Appendix A). This list was compiled with
the help of epidemiologists in the Cincinnati and Morgantown
laboratories. Some were conducted as far back as 1967, and some
of the project officers are no longer with NIOSH. The number of
workers involved in each study represents the best available
information at this time. It is possible that these numbers may
change when the individual study records are reviewed. These
thirty-five studies dating back to 1967 involve over 100,000
workers. Other Federal research programs, have lists of tens of
thousands of persons who may also require examinations.

The first step in determining the costs associated with notifying
workers of the potential toxic exposures at their worksite consists
of roughly estimating the number of workers involved. Recognizing

that at best it will be necessary to establish a priority for the
order in which workers are notified and at worst the costs and other
problems of notifying all workers would be prohibitive, a variety of
estimates are provided. These estimates are differentiated by the
nature of substances included and by whether the potential exposure is
full time.

The major source of information on broad ranges of potential
exposures to OSHA regulated substances is that contained in the
National Occupational Hazard Survey (NOHS). Between 1972 and
1974 the National Institute for Occupational Safety and Health
(NIOSH) conducted this survey to determine the prevalence of
worker exposure to chemical substances and physical agents.
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In the National Occupational Hazard Survey, no attempt could
be made to determine the actual exposure of individual workers.
Rather, potential exposure was determined by the presence of -
substance at the worksite. If, however, the substance was present
only in a closed system from which no exposure could occur, no
potential exposure was recorded. Potential exposures were divided
into two categories: (1) Part time, defined as a potential
exposure of at least 30 minutes per week and not more than 4 hours
per day; (2) Full time, defined as a potential exposure of 4 hours
or more per day. Since the occurrence of toxic effects depends on
the intensity, duration and frequency of exposure, and since
simultaneous or sequential exposures to a number of different
substances may also alter toxicity, we cannot easily assess what
health risks are faced by individual workers,

At this time only preliminary results are available from the
NOHS survey. Facts relevant to this paper can be summarized as
follows:

——Approximately 7.5 million persons in the work force were
exposed to one or more trade name substances discovered to
date to contain an OSHA regulated substance.
——Approximately 310,000 persons in the work force were
exposed to one or more trade name substances discovered to
date to contain a carcinogen.

——Approximately 5 percent of persons exposed to one or more
trade name substances discovered to date to contain an OSHA
regulated substance or a carcinogen have been exposed for
more than four hours per working day (full time).
——HNinety-five percent of persons exposed were exposed at
least 30 minutes per week and not more than four hours per
day (part time).

Approximately 70 percent of exposures, hazardous or other-
wise, arise from trade name substances. Approximately 50 percent
of the trade name substances have been identified as to content.

Since the NOHS survey results do not presently provide
estimates of the total number of persons exposed to all products
containing OSEA regulated substances or specified carcinogens,
approximations have been developed based on NOHS estimates of
total workers exposed to trade name products which have been
analyzed for content to date.

To estimate the numbers of exposed workers, three assumptions
are necessary. These assumptions may be disproven at some future
time when more complete processing of NOHS data is possible. How-
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ever, they are necessitated now by the limitations of the existing
data. The assumptions are:

1. Toxic substances occur in the remaining 50 percent of

trade name exposures in approximately the same percentages

as in those which have been translated into their chemical
composition.

The proportion of toxic potential exposures among non—

trade name substances is approximately identical to that

among the trade name substances.

3. Trade name substances not analyzed for content to date and
non-trade name exposures affect a completely different
group of workers than trade name substances already ana-
lyzed for content.

(X




Based on these assumptions and the above facts from the NOH
Survey, the total number of workers currently exposed to all OSHA
regulated carcinogens and to all OSHA regulated substances either
used in trade name products or in generic form are projected as
shown in Table 1.

Violations of these assumptions may lead to biases in the
estimates. The dependence of the estimates on trade name data
(necessitated by the existing time constraints of the study)
probably underestimates exposures to basic materials such as
asbestos and lead which would seldom be hidden by trade names.
Although the third assumption may lead to overestimation of the
number of workers, this effect would not be sufficient to offset
the underestimation caused by the reliance on trade name data. For
example others have suggested that as many as one million workers
may be exposed to asbestos, an OSHA regulated carcinogen. This
estimate clearly exceeds our estimate of 880,000 workers exposed
part-time or full time to OSHA regulated carcinogens.

The potential magnitude of the problem of workers exposed to
OSHA regulated carcinogens and OSHA regulated substances can be
seen in Table 2. Although the full-time exposure to carcinogens of
up to 44,000 workers may be considered more significant, it is
important to recognize that the part-time exposure to carcinogens
may involve repeated peak exposures and thus be equally dangerous.

When the broader range of OSHA regulated substances is con-
sidered, the number of exposed workers increases dramatically. The
full-time exposure to these substances is estimated to be as high
as 1,050,000 workers and the full and part-time exposures are
estimated as high as 21,000,000.
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Estimates of workers currently exposed represent only part of the
problem. The NOHS data were based on a cross-sectional survey of exposure
to hazardous substances. Thus, estimates of total persons at risk due to
exposure must consider workers who have been exposed at some prior time
over their total working life.

The current labor force is approximately 84 million. There are approx-
imately 22 million persons over the age of 65. Using a typical participa-
tion rate of 60 percent of the general population, over 13 million of these
would be retired from long-term working status. Thus, approximately 100
million persons in the current general population have been in the labor
force for significant periods of time during their life time.

Approximately eight to nine percent of workers change occupations in
a given year. Numerous studies of occupational mobility indicate that
(1) movement is most likely to occur between ocupations that are closely
related in work requirements, (2) occupational mobility patterns have been
stable over time, (3) mobility rates are highest for occupations with
limited training requirements, and (4) mobility shows a strong negative
correlation with age.

However, none of the mobility studies nor the NOH Survey provides
adequate data to determine movement into and out of industries in which
exposure to hazardous substances may be prevalent. Given the high mobility
rates one could reasonably assume that the number of persons in the general
population who have been exposed for some substantial period of time to
OSHA regulated substances and carcinogens is at a minimum two to three
times greater than for a given point in time represented by data in the NOH
Survey. Thus, the backlog of workers exposed to OSHA regulated substances
could be as many as 40 to 50 million persons in the general population.
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VI. HOW CAN INDIVIDUAL WORKERS BE NOTIFIED?

Federal agencies conducting cohort studies would need to trace each
individual whose records were included in a previous study and to write,
telephone or otherwise contact such individuals. Because records of such
studies are covered by the Privacy Act and because the fact of prior expo-
sure might compromise the employment opportunities of an individual worker,
it would not seem appropriate to involve employers unless the worker were
still employed at the plant where exposures took place. Unions, however,
might be able to play an active role in the process.

On the other hand, it would seem equitable that employers undertake
the responsibility of informing all current and former workers about
exposures to OSHA-regulated substances. In practice, this may not be
possible since employment records may have been discarded and since ex-
posures will often not be known. During the years since past exposures
occurred, mergers and changes in products and processes could further
complicate the task.

A reasonable question to ask is which workers could most benefit
from notification. Workers exposed to substances which cause delayed
toxicity or which cause permanent impairment of functional capacity would
seemingly benefit most. For these workers to benefit, adequate provision
for compensation and health care are necessary.

A related question is when to notify a worker who has been exposed
to a non-regulated, but potentially hazardous, material or substance.
Notification before the findings of research are generally accepted by
the scilentific community could add to confusion on the part of the worker
and rejection of corrective action on the part of management. On the
other hand, delay until an agent falls under regulation may lead to undue
exposure and risk.

A variety of record systems might be used to trace individuals. The
most cost effective systems are those of the Internal Revenue Service and
the Social Security Administration. There are legal and administrative
barriers to the utilization of these systems by Federal research groups.
Unless these barriers are removed, more expensive tracing mechanisms such
as credit bureaus would be needed. Employers would have no difficulty in
notifying currently employed workers or workers covered by their retire-
ment plans. Employers would be forced to utilize commercial tracing
sources, such as credit bureaus, to find many former employees, however.

In either case, health professionals involved in notifying workers
would need to compose a number of different letters addressing different
types of exposures and different health risks. These communications must
be carefully worded and should indicate where the worker can obtain any
necessary additional information.




64

VII. WHAT COUNSELING MIGHT BE NECESSARY?

Workers notified about exposures will probably need further counseling
as will health professionals, worker representatives and legal advisers who
become involved. Federal health agencies have conducted demonstration
projects that identified, notified and provided medical examinations for
workers exposed to asbestos and vinyl chloride monomer, which are carcino-
gens, as well as to workers exposed to leptophos, a pesticide that causes
neurotoxicity. In each of these studies, questions arose about the
relationship of workplace exposures to personal habits and about legal
liability and compensation. Attempts to deal with the delayed effects
attributable to therapeutic use of diethylstilbesterol (DES) have also
demonstrated the need to have counseling services available. Notification
without counseling services can have a number of undesirable results. Some
may react by denying any personal risk, others may be so over-concerned
that their mental well being is impaired. Notification without counseling
and adequate medical examination may prove socially disruptive and lead to
an undermining of confidence in government and perhaps also in private
industry or even labor umnions.

A necessary part of worker notification and counseling is the pro-
vision for a telephone hotline where the workers, their physicians and
others may call for additional information on exposure and follow-up.
Hotline services ocffered by NCI and CDC although not geared specifically
to enviromnmental/occupational cancer problems, provide experience revelant
to the estimation of costs.

It is estimated that 35 to 50X of the private physicians may avail
themselves of such a service based on the premise that non-occupational
health physicians may not be aware of the adverse effects assoclated with
exposure to certain chemicals, and also the fact that there are few
protocols detailing appropriate surveillance procedures for former workers
who were previously exposed to agents which may increase the risk for

cancer or cause other delayed toxicities.
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VIII. WHAT KINDS OF MEDICAL EXAMINATIONS MIGHT BE REQUIRED?

Chemical agents may cause damage to a single target organ or to a
multiplicity of organs, and the associated physiological changes may be
subtle or profound. In addition, certain agents such as carginogens may
not demonstrate an effect until 20 or 30 years after exposure. For this
reason, the advisable follow up medical examinations would vary in
complexity and in frequency of performance, depending on the agent or
agents to which the worker is exposed. The type and frequency of exam-
ination would also depend on whether or not the worker is still exposed
to the agent or agents. For example, a worker continuing to have exposure
to organic dusts from agricultural products should have yearly pulmonary
function tests to see if there is any evidence of pulmonary changes.

A worker needs only a pulmonary function test at termination of employment
to determine if his past exposure has resulted in pulmonary disease.

Workplace exposures frequently involve more than one regulated
substance at a single job station. Over a working lifetime, a single
worker may also be sequentially exposed to a number of toxic substances.
For example, a number of workers involved in saccharin manufacturing were
previously exposed on the job to OSHA-regulated carcinogens that cause
bladder cancer. Such considerations require that medical examinations be
somewhat tailored by the attending physician to fit the needs of the
individual worker-patient.

Despite these complexities, four general categories of medical
examination and follow-up can be identified.

= A single, simple examination required only once for workers
previously exposed to agents not known to cause cancer or other
delayed effects after exposure has been terminated. For example,

an exam for a worker previously exposed to organic agricultural
dust but no longer exposed to an OSHA regulated substance might
involve an interim history, and simple tests of pulmonary function.

= A single complex examination required only once for workers
previously exposed to agents not known to cause cancer or long
delayed toxicities after exposure has terminated. For example,
for a worker exposed to leptophos but no longer exposed to an
OSHA regulated substance, an examination might require an

interim history, physical examination and non-routine diagnostic
tests.

Recurring, but simple examinations required for workers who
continue to be exposed to toxic agents not known to cause cancer.
Workers exposed to organic dust or lead would, for example, fall
into this category.
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- Recurring, complex examinations for workers exposed to carcino-
gens or other agents known to cause delayed effects in the past
or on a continuing basis. Some examples are workers exposed to
asbestos or vinyl chloride monomer or bischloromethyl ether.

The type of follow-up examination required for each type of chemical
exposure was ascertained by consulting the Standard Completion Program
recommendations for medical follow-up.




IX. WHAT ARE THE ESTIMATED COSTS
OF NOTIFICATION COUNSELING AND
MEDICAL EXAMINATIONS?

A number of steps are involved in estimating the cost of meeting the
obligation imposed by the right of workers to know about toxie exposures.
The complexity of the problem is increased greatly when we recognize that
many workers who have been notified of their toxic work exposures will
seek further information regarding the implications of the exposure and
recommended medical care. In many cases, workers will subsequently seek
the recommended medical examinations. The costs of this entire system,
including the process of notification, counseling, and follow-up medical
examinations, are costs which are incremental to society with respect to
fulfillment of the worker's right to know. That is to say, the realiza-
tion of these costs occurs either directly or indirectly because of the
worker becoming aware of his exposure. Because the worker has a right to
know, however, it would be improper to avoid these costs by failure to
inform the worker. In order to properly avoid these costs, the worker
must be made aware of the toxic nature of substances at his work site and
must be protected from possible adverse effects through control and
monitoring of potential hazards. Unfortunately, this latter and correct
method of avoiding these costs to society has not been adequately carried
out in the past. It therefore becomes necessary to determine the
magnitude of this too frequently hidden 1iability.

Each of the costs involved in notification, counseling and medical
follow-up are considered in turn. It should be noted that the direct
bearer of the costs will depend on who performs the particular task.
Insofar as industry can be required to meet their obligations with regard
to the workers's right to know, the costs should not be borne directly by
the government. However, there is no requirement for industry to do so
at the present time. To avoid having the taxpayer shoulder the entire
burden of notification, this omission in the law should be addressed.

The costs and even the feasibility of obtaining names of workers
identified only through a statistical study such as the NOHS are virtually
impossible to obtain. The process first involves determining firms in
Standard Industrial Classification (SIC) categories where exposures are
expected. The Bureau of Labor Statistics (BLS) in the Department of Labor
is able to locate firms associated with SIC codes through the use of
unemployment insurance files. While BLS has reportedly performed this
service for NIOSH in the past at no charge, the magnitude of the problem
at hand suggests that such an informal arrangement could not be used.

Once a plant has been located, it is necessary to obtain the list of
workers from the firm.

For workers currently or recently employed, this may be a fairly
simple task. For many firms, however, it may be virtually impossible to
provide lists of names of workers who are previously employed and worked
in tasks where potential exposures to particular substances are likely
to have occurred. With insufficient {nformation on the likely exposures
of workers, the numbers of names to be searched and notified may increase
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dramatléally from the estimates included here. There is no way to estimate
the extent to which this would occur or the costs involved in obtaining the
names of the individuals from the plants. In the past it has been
necessary for NIOSH to find cooperative employers or unions im order to
obtain the names of the individuals exposed. The right of NIOSH to require
firms to divulge this information is currently being questioned by a large
corporation.

The costs of locating workers varies with the way in which the search
is conducted and with the level of difficulty encountered.* The most
efficient searches are performed through the Internal Revenue Service
(IRS). Costs of obtaining an address through IRS are 30 to 50 cents per
name. Under current law, however, this source is not available to NIOSH.
Furthermore, it must be recognized that the ability of IRS to conduct the
necessary searches may well depend on the bers of names for which
addresses must be obtained. The resources required to obtain a few
thousand names for the purposes of conducting a study may be available in
slack times while those required for obtaining current addresses for
millions of individuals could be another matter.

Information can be obtained from the Social Security Administration
(SSA) for about the same costs as from the IRS. Because there is a delay
when $SA obtains the information from IRS, the information available is
not as current as that available from IRS. The ability of SSA to provide
the resources required for a massive search must be questioned as was that
of the IRS.

If searches cannot be conducted through IRS or SSA, it 1s necessary
to use the services of credit reporting firms. This increases the costs
by orders of magnitude. A simple search by these firms costs about $20.
In past NIOSH experience, more complex searches have cost as much as $50.
The average cost 1s $25 - $50 per name. For purposes of estimating this
cost we will assume that IRS/SSA would be responsible for necessary
searches at a cost of 40 cents per name.

Composition of an appropriately worded letter of notification is not
a trival task. It is necessary to attempt to motivate the worker to seek
appropriate follow-up while not unduly alarming the worker or the worker's
family. Based on NIOSH experience in composing letters to notify industry
of potential hazards, each different type of letter may cost approximately
$400. While a special letter will not be required for each substance, a
range of 10 to 20 essentially different letters is reasonable. For
purposes of estimating this cost we assume 15 different letters at $400
each.

Printing, mailing, addressing and related mechanical costs run
approximately $1 to $2 per notification. Considering the complexity of
ensuring the workers receive appropriate letters with correct indications
of the substances to which they were potentially exposed, the cost could
run as high as $§3 per letter since a significant amount of customizing
may be necessary. It is also virtually certain that a larger number of
letters than shown in the estimates will be used because of an inabilicy
to avold sending multiple letters to individuals who have been employed in
a number of affected worksites. The price of $1.50/worker is used to
estimate this cost.

*These costs do not include the costs of personnel responsible for managing
the search.
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Cost estimates for a hotline counseling service are based on the
experience of the Center for Disease Control (CDC) in operating an
interstate VD hotline service to answer questions from concerned indivi-
duals in any of the states except Hawali and Alaska. CDC pays for
training volunteer operators, rental of the telephone lines, and certain
other public information expenses. CDC does not pay for housing or most
personnel costs. The costs to CDC for this operation is $1 per call. We
have adjusted the cost of the hotline for workers to $3 - $6 to reflect
additional costs of housing, personnel to man the phones, and the more
complex nature of the worker-related phone calls. The figure of $4.50 per
call is used to estimate this cost.

The need for appropriate information to be developed to respond to
the needs of the medical profession is great. In the case of carcinogens,
for example, NCI has stated that they do not have a professional concensus
for most of the protocols needed for the follow-up of non-symptomatic
patients. In order to assemble the best available information regarding
appropriate follow-up procedures, it will be necessary to hold a number
of conferences of experts. The cost per conference will be approximately
$25,000. Considering the various potential cancer sites and the variety
of organs that can be affected by other toxic substances, 15 to 20
conferences would be required for a total cost of $400,000 to $500,000.
For estimates we assume 15 conferences at $25,000 each.

Dissemination of information to physicians can be accomplished By
having the hotline refer such inquiries to appropriate consultants,

The costs of medical surveillance can cover a very wide range. Certain
procedures such as the taking and reading of X-rays are less expensive
wvhen carried out as part of a special program such as the Coal Mine Health
and Safety Act than when they are carried out as part of the ordinary
medical system. Urinalysis, blood counts, routine blood chemistries and
the usual tests of pulmonary function taken individually are basically
simple. When more complex surveillance is required, the costs rise
dramatically. In a recent NIOSH sponsored conference, the consensus was
that the physical exam and laboratory tests frequently suggested in NIOSH
recommendations costs about §$200.

That estimate may be low for many complex exams. In NCI demonstra-
tion programs, follow up for patients and the offspring of patients who
had been administered DES cost $300 - 5400 per person. Examination of
asbestos workers in another demonstration project cost $400 to $500 per
examination. Monitoring of workers exposed to vinyl chloride monomer in
Louisville, Ky., cost $800 - $1,000 per worker. Given this wide range of
possible costs and the fact that for purposes of estimation it is not
possible to be precise regarding the exact procedures required for each
substance, we chose as typical lows and highs $50 and $100 for simple
procedures and $200 and 5500 for complex procedures.

It is estimated that between 60 and BOZ of the workers will partici-
pate in follow up examinations. This estimate is based on the experience
of NCI in demonstration products involving follow up of workers exposed
to asbestos and vinyl chloride (B2 to 97% participation), and the
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experience of NIOSH in the Coal Miners Survey where a high percentage of
the workers participate in examination programs. The high worker partici-
pation in these studies may be attributed to two factors (1) the miners
received job transfer rights or compensatory payments if a work-associated
disability was found and (2) participation in follow-up is higher if
clinical facilities are directly tied inte the surveillance programs.
Since this may or may not be the case here, a more conservative estimate
of worker participation was used.

The costs potentially associated with notification of workers depends
upon the nature and cost of medical surveillance required. It is therefore
necessary that the estimates of potential exposures be allocated to cate-
gories of medical follow-up for costing. Furthermore, the required medical
follow-up depends upon whether the worker is currently being exposed or was
exposed some time in the past. The estimates provided result from the
following process.

For each OSHA regulated substance found in the NOHS, a category of
medical surveillance was determined. Using data from the NOHS regarding
the number of workers potentially exposed to each substance, the proportion
of potential exposures in each examination category was determined and
applied to estimates of persons exposed to determine the potential number
of each type of medical follow-up required. This procedure inflates the
number gf inexpensive surveillance procedures required. This bias would
arise when, for example, a worker is exposed to two substances one of which
requires a simple exam, the other a complex exam. In many cases, his
participation in the complex surveillance procedure would obviate the
necessity for the simple ome. The extent of this potential bias cannot be
determined. The results of these estimates are shown in Table 3. The
greatest burden is associated with those workers requiring complex
surveillance for life. Although only 200,000 workers, representing 25X of
the total workers currently exposed full time to OSHA regulated substances
require complex lifetime surveillance, they represent the major portion of
costs because of the costly and recurring nature of the exams.

The estimated surveillance costs for potentially exposed workers who
seek medical follow-up is shown in Table 4. This table assumes a life
extectancy of 37 additional years for the average worker currently
employed. The costs associated with recurring examinations required only
during the time the worker is exposed assume two examinations per worker.
This is based on the "quit rate" for manufacturing as published for BLS.
0f course as new employees are exposed, these costs too would take on a
recurring nature. Costs associated with these "future" exposures are
not included, however.

The sensitivity of surveillance costs to varying levels of partici-
pation and varying levels of medical costs can be seen in Table 4. For
each worker group the highest estimate of surveillance costs is more
than three times the lowest cost. For final cost estimates the mid-point
between the lowest and highest estimates was used.

Table 5 shows total costs for the alternative groups of workers.
Given the high costs involved, these alternatives provide policy makers
with a range of costs which might be undertaken. Approximate average
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annual costs are also shown there. Because of average ages and life
expectancy being used throughout, a more meaningful distribution of costs
over time is not available.

Even when consideration is limited to carcinogens substantial costs
are involved. The total cost associated with workers currently exposed
to OSHA-regulated carcinogens full-time is around $424 million. The cost
for both full and part-time workers is nearly $8.5 billion. We believe
that any worker exposed to a carcinogen for four or more hours a day
should receive follow-up care.

If consideration is extended to workers currently exposed full-time
or part-time to any OSHA regulated substance, total program costs are
estimated to be 554 billion. Most of these would be incurred for workers
requiring lifetime surveillance. Based on an average life expectancy of
37 years, this represents an annual cost of nearly $1.5 billion.

It should be noted that all of the cost estimates ignore possible
additional employer liability or compensation costs resulting from
discovery of compensable physical impairment during examination, entitle-
ments under various federal and state programs, and recovery for damages
under possible third-party legal actions, brought by workers, their
employers or insurance companies.
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X. WHAT STEPS CAN NIOSH TAKE TO PROVIDE NOTIFICATION
AND MEDICAL FOLLOW-UP FOR EXPOSED WORKERS?

The present NIOSH budget does not provide for counseling and
medical follow-up. It is possible for NIOSH to assume responsibility for
the notification of workers in its cohort studies. However, the partici-
pation of the Social Security Administration and/or the IRS is essential
to keep the costs within reason. Notification will require reprograming
monies from the NIOSH carcinogen program to cover the estimated
$309,000 cost of obtaining addresses, composing letters, printing and
mailing and operating a hotline. It will also mean NIOSH persomnnel will
have to be diverted from essential ongoing research projects. For example
a retrospective study of 2,000 - 10,000 workers requires 1 - 3 man-years
of effort. Therefore, attempting to notify at least 100,000 workers
would conservatively take 10 - 30 man-years of effort. In addition, it
should be noted that the above effort would not include notification of
other workers in the same plant who were not included in NIOSH studies.

NIOSH would make available the recommendations from the Standards
Completion Program to those in the medical community who may need
additional information for the follow-up of exposed workers.

NIOSH is willing to work with the Division of Cancer:Control and
Rehabilitation of the National Cancer Institute in their present efforts
to develop medical surveillance protocols for follow-up in people
exposed to chemical carcinogens.

The estimated cost associated with the surveillance of workers is
over three orders of magnitude greater than that of notification. This
could prompt the decision to notify workers without providing for sur-
velllance. Such a decision would reduce the benefits of notifying
workers and would impose the cost of follow-up on other segments of

society.

An important aspect of notification is to permit the worker to seek
appropriate medical care for purposes of prevention and early detection
of disease. If we fail to provide for a system for medical follow-up,
the worker will know he has a problem but may not be able to do anything
about 1it.

If workers seek a private source of care through an insurance group
such as Blue Cross and Blue Shield, then that group will have to absorb
the cost which will ultimately be passed on to other members of the group
through higher payments. Furthermore, these plans seldom provide for
testing of asymptomatic subscribers.

In view of the extremely high costs associated with reducing the
consequences of high exposures to workers in the work place, it would
seem more prudent for industry to institute intensive monitoring procedures
and appropriate engineering controls to ensure low levels of exposure to
physicial and chemical agents and thus avoid a recurrence or further growth
of this problem.
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XI. WHAT POLICY ISSUES SHOULD BE CONSIDERED?

The right of workers to know of past or current exposures to OSHA
regulated substances intertwines with a number of policy issues invol-
ving the conduct of research by Federal agencies, trade secrecy protec-
tion, legislation dealing with health and safety regulation, health care
financing, contamination of the community environment and workmen's com-
pensation. A number of Federal Departments and Agencies conduct studies
on workers where positive findings have resulted and the workers can be
identified. Research groups in NIH (principally NIEHS and KCI), CDC,
FDA, EPA and ERDA are all likely to face problems in dealing with the
right to know. The Social Security Administration, the General Services
Administration, the Internal Revenue Service and the Bureau of Labor
Statistics of DOL would need to be involved in discussions concerning
notification. All of the parties involved in implementing the Toxic
Substances Control Act and the Occupational Safety and Health Act could
contribute to the solution. The Occupational Safety and Health Admini-
stration through a required uniform labeling and warning system for
workplace hazards and through a vigorous program to establish health
standards and assure compliance with those standards can ensure
notification, counseling and medical examination for workers currently
exposed to toxic substances.

~1f research agencies are to notify and counsel all individuals
involved in studies utilizing records and not involving personal
contact, the costs of these studies will be substantially
increased. No provision now exists to pay for any follow-up
examinations that may be requested by persons included in such
record studies.

-A major stumbling block is the failure of chemical repackagers
and primary producers to show the chemical composition of their
products. Steps are being taken to promote voluntary disclosure.
It may be possible for EPA to require that labeling of industrial
chemicals include product composition. MNew legislation may be
required if EPA is forced to go through the hearing process for
each chemical constituent contained in trade name products.

=Since adoption of an effective uniform labeling and warning
system for chemicals found in the workplace might be hindered by
revealing trade name composition, an interim step might be a
requirement that the Materials Safety Data Sheets submitted to
the General Services Administration be improved, collated and
made generally available to employers and employees.

-Inflationary impact statements, required for Occupational Safety
and Health Standards consider only outlays by industry. They do
not consider potential cost savings or increased productivity for
industry nor do they consider that workers have a right to know
about exposures to workplace hazards and that the costs of
counseling and medical follow up are now hidden or being borme by
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others. Changes in the structure of or the requirement for such
statements should be considered.

-Employees covered by the Occupational Safety and Health Act have
not been provided with transfer and wage-retention when their
functional capacity has been impaired or when they are at increased
risk because of heavy exposure to OSHA regulated substances. This
is in direct contrast to the Coal Mine Health and Safety Act which
provides such protections. Consequently, unprotected workers may
hesitate to seek desirable medical follow-up because their current
employment may be jeopardized or future Job opportunities limited.

-Providing transfer and wage rate retention rights for workers
exposed to OSHA-regulated carcinogens having significant fune-
tional impairment as a result of exposures to agents like asbestos,
cotton dust, silica, lead and certain other metals might be dealt
with in regulations or may require new legislation.

~A number of episodes involving contamination of the general
enviromment with toxic substances pose problems much like those
discussed in the workplace., Current problems involving envirommen-
tal contamination with polybrominated byphenyls and quarry dust
pose problems involving notification, counseling, medical follow-up
and compensation. In Japan, environmental contamination episodes
involving cadmium and mercury contamination were followed by enact-
ment of an environmental compensation law. Current Federal legis-
lation in this country can provide for research, notification and
counseling but there is no easy way to pay for diagnostic deter-
mination of adverse effects or any necessary medical follow-up.

~Most existing health insurance policies do not provide for diag-
nostic procedures or follow-up examinations made necessary by
exposure to toxic substances in the workplace or in the general
environment. Workers no longer in the labor force may not be
covered by the Occupational Safety and Health Act. A number of
other groups of workers, such as State and local governmental
employees currently in the workforce may be exposed to toxic
substances including carcinogens but may not be protected by OSHA
standards. These gaps could be closed by legislation dealing with
occupational safety and health, by changes in State compensation
systems or by provisions for such care in proposals for national
health insurance.

~Workmens' compensation systems in the States do not adequately
identify or equitably deal with occupational health problems. In
general little or no provision is made to provide for medical
examinations or former workers who were exposed to toxic agents
including carcinogens but who are not clinically 411. State or
Federal legislation reforming workmens' compensation could deal
systematically with and establish a mechanism for notification,
counseling and any necessary medical follow-up. Clearly the right
of workers and citizens to know whether or not they are exposed to
hazardous chemical and physical agents regulated by the Federal
Government is linked to a complex series of policy issues that need
to be considered together.
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pus juaiand 103 wexa

1U21IN3 Ylo0q 10] wWuxa

JU31IN3 Yl0q 10j wexa

Juasaid yioq 10) swexe

Pug Jjusiand d0] uexa

pue juaaiand 0] WEXa

pasodxa yjoq 10j swwxa

pesodxa yjoq Joj swexe

pus Jus1and 103

19} I0A-X2
xa7dwod Sujaandey

saakordwa-xa puw
xaydwo> Sujiansay

saakorduwa-xa pue
x97dwod Buypiandey

seafordua-xa pue
xaydwod Bujianday

813%10M-X
xa1dwoos Bujaanaay

B13ji10A-Xa
xa7dwod Buyianopy

saafordua-xa pue
Bujaanoea xapdwoy

saakofdua-xa puw
Supiandaa xaydwon

saalordua-xa
xardwod Fujpianday

00z

000'z

00z

Apn3s eysopjolaes/unyyrhiag

suppyzuag
03 pasodxa siajiom jo Lpnig

suazuag
03 pasodxa sisjion jo Lpnig

flaujmexy
PTIIYap 1030 Lasiap may

$3II8NPUT pajelaz
B0189QEP U} SI9YIOA JO AJpnig

JuUET4 sojEaqey sexal
‘1914l uy saajaom jo Lpnig
£pnig asessyq dsay FARUUEIUTD

S1auta pro¥ 3201 pawy jo Lpnig

8133104 djussay jo LApnig

‘PITPNIT 319 @p10Ia1 TENPFATPUT Wya aSuwyd 03 J0afqns eTqel sTuL

uny[ihaiag

suppyzuag

auszuayg

(uoqawdoapdy-apyxovoy uoqae))

IENPYXI ojny

B0 EqEY

soIRaqay

sol18aqay

#0183qRY

djuasay

aa¥Inbay
HYX3 dNM0T1104 40 FdAL

aqarants
SHTNHOM 40 MIEHMN

AGALS 40 THVN

JUNS04X3 40 FdAL

1mm024kmm=m SNOCAVZVH WAHLO ONV SNIDONIDNYD OL G3504Xd SHAMIOA 40 SITANLS DIDOTOINIAILA HSOIN

XIQNZdav




eangodxa jo pamiocjuy usaq sawy Lpnie HSOIN UF B19jioN

saskoTdma-x9 pue Juaiind
yioq l0j wexa xaydwod BFugrinday

spaloydun-xa
103 wexa a73uye ayduys - pasodxa
A13vesaad 103 wexa Bujaanoax ayduysg

B3N 10M-XD
103 wexa a18uys eyduys - pesodxe
Arjuesaxd 10j wexa Sujiandaa ayduys

saakordua-xa
103 wexa aydups arduys - pasodxa
AT3uasaad 103 wexa apdups Sujiinday

seafo]dua-xa puw Juaiind
yioq 1oj wexs xajdwod Fujianday

saadoydua-xa
103 wexs xajdwod ayfujs ‘sesfoydus
juasaad 10) swexs xapdwod Hujiandoy

613 I0A-XD pum
JUI1IND 10J wex? xa[dwod Fujiandey

saafoydma 3sed pue Juazind
203 wexa xo7dwod Fujaanoay

saadordus-xa pur Juaiind
10) wexa xajdwod Fujiandey

FUTPFIUIQOIOTYITA
031 pavodxa sisjaon Jo Lpmag

£pn3g sysougpssig

Yoawasay ejsoujesdg

Bujjoae)
YiaoN jo Apnig ejsouyrssig

Lpnag susadozoryn

Apnig apyxoucy
ucqie) d}jFoeg uoyun
sa9jios wnjupe) Jo Apni3g

1ay3e [AyramoloTyoeyyg
zoL 03 pesodxa saejioa jo Lpnig

Apnag
005°T 8, 393108 suueTiyiyduuelag

*§'M #Y3 uyp paanjdeEjnuem laluoy ou 8T 1Iyle mn:uulbucﬁ:Unwc

SUFPpTIUSQOIOTYIFQ

jsng uolljoe)

Ieng wvojlod

180 woj330)

suaadoioTyd

opjXOUCy UOqAE)
anjupe)
1932 nh:uHEOHO_:Uu.n¢

summeTdyiydeurieg

az¥iInbay
RV¥3 dOMOTI04 40 3dAL

aiianis

SHAYHOM 40 WIEWNN AQNiS 30 FHVH

TENS04XA 20 dAdAL

«wmux<hw=:m SNOMEVIVH ¥IHLO ANV SNADONIDHYD OL G3SO4Xd SHINHOM 40 SAIANLS DIDOTOIWAAI4E HSOIN




*suopivuyuexa [eajSoyoanau pwy HSOIN 49 paedo] sawqioa pasodxy

saafordus-xa puw

*S$'N 943 uy paanjdwynuvm ia8uoy ou sY .o:anunoqqc

Juasaad 103 wexa eyduys Sujranooy ZEE'T ApNnis SFSOITIIS wIETIS
sanfoyduwa-xa puw
Jupeeid 103 wexa ardwys Fujaanoay 005'Z Apnig ,819310M 2ITURLH JUOMIIL WIS
soalordwa-xa pue pasodxa
yioq 103 swexa Fujiindaa xaydwo) 000°ST Apnig 1aupy unjuwiq #123y8nep vopwy
saakoydua-xa pur jussoid £13snpu] ®,0F3I8Wg UF PpFIOTY)
yioq 10j suexa xayjdwod Fupianoay 009* L 1Aurak1og o3 pesodxe eiajiop WpFaoTy? TLujalyog
saafopdua-xa puw JuaIIND #1710
yioq aoj wexa xoydead Sujaanday 000's JutiInd 03 pasodxas slsTuUTYOER 82javmoaw paaweonuiiog
gaafordua-xa pue Jusland
Yyioq 1o0j wexa xe[dwod Supiinday 000'€ dpnag sTLuaydyg peisujioryadiyog sjduaydyg pajywujioryadyog
saakofdwa-xa pur Juaiind
yioq 10j wexas xojdwod Hujaanday 000'Z £pn3s suatdylaoioyydaag suathyisoaoyaazag
soodo[dua-xa puw JuaiIns auazuag
yioq aoy wexs xajdwos Supianoay 000"y 819%a0M epeal Jujeg jo Apnag ‘e038aqev Iuoaoriyiydey
saafordua-xa
10) wexd 1dupe xayduwo)y - sadoydum
juasaxd 103 Supiindea xardwo) 00E #371qey pajwo) enqunjo) v Lpmag suoley TLang T4yaey
SEXa]
wexa xayjdwod ayjlujyg 0S€ “310dAeg e saejaoma jJo Apnig voydoada fie
saafoydua.-xa pue pasodxa uswd enoaqy;
Yioq 10j swexad Jujiandaa xaydwo) 000'0T 01 pasodxa 819j10A Jo EITpNIS sse(d enoiqyg
azvinbay aaranis

HVXd 4dNMOT704 40 3dAL

SUINMOM 40 HAEHNN

AONLS 40 FHVN

TENSOIXT 40 FdAL

SFONVLISHNS SNOUHVZVH ¥EHIO (NV SNIDONIDHEVD OL GaSOAXE SHANWOM A0 5314nLls JIH0T0IR3AIda HSOIN




*£197208 ayayy uj siequem jejlorojsaylesur TENPTATPUR Y3 LJFiou pInoys ‘uiny uy ‘oya eIFILFI08 [wuojesajoad

sawjadoaddesyy yaya peavys uaaq sawy Lpnis STyl jo SISy

gaakoTdma-xa puw
JualInd Yjoq l0j wexa xaydwod Sujianday

soalodua-xa puw
JUa1INDd Yioq 10j wexe xafdwod Sujianday

saafoy]dua-xa puw
pesodxa yioq 3oj suwexs Fujpianoaa xardwmo)

saafordua-x2 pue
pesodxa yjoq 103 swexa Jujiandaa xaydwo)

saakodua
-x@ 10j wexa xaydwod ay8uys -seadoyduws
juasaid 1o0) smwexa xaydwod Bujianday

saaflopdmwa-xa puw
U 1IND YI0q 103 wexa xafdwod Fupianday

Apn3e poomlrg pue dynd aadeg
8133104
TeapEay) umol®l30g jo Apnag

Apnig SupyioM TTTH wnjueap

21wl 031 pesodxa siajioy

002 Apnig 9pFxo¥d AnJINS yean

000*9 Apnag suappwing auaidag

*HSOIN £q pajpnas ai1aa sisjRoyojsayisauy p00'0S Jo dnoad [enojijppe uy

ETEOWAYD PAFIFIUIPFUN
zayjo snjd sopajlawd pooy

PPFIOTYD TAUTA

mnuRaf

so3Baqey TRl

APFXO[Q AnJIng

suajpeIng suaifls

aawInbay
HVX3 dMOTIOd 40 FdAL

a31anLs
SHINHOM J0 WATWNN KANLS 40 THVN

TUNSOIX3 40 IdAL

SADONVLSANS SNOMEVZVH MIHIO GNV SNIDONIOHWYD OL GISOdNd S¥ANMOM 40 SIIANLS DIDOTOIHAAILE HSOIN




83

The Cramyax. Our next witness is Dr. Guy R. Newell from the
National Cancer Institute, and two of his associates.
Dr. Newell, we appreciate your appearance this afternoon.

STATEMENT OF GUY R. NEWELL, JR., M.D., ACTING DIRECTOR, NA-
TIONAL CANCER INSTITUTE, ACCOMPANIED BY DIANE J. FINK,
M.D., DIRECTOR, DIVISION OF CANCER CONTROL AND REHABILI-
TATION; AND JAMES A. PETERS, D.V.M., M.P.H, DIRECTOR,
DIVISION OF CANCER CAUSE AND PREVENTION

Dr. Newerr. Mr. Chairman and members of the committee:

It is a pleasure for me to appear before you today to diseuss the
activities of the National Cancer Institute in the area of occupational
carcinogenesis. Accompanying me are Dr. Diane Fink, Director, Divi-
sion of Cancer Control and Rehabilitation, and Dr. James Peters,
Director, Division of Cancer Cause and Prevention.

The primary mission of the NCI is to conduct research aimed at
cancer prevention, detection and diagnosis, and treatment and rehabili-
tation. With the passage of the National Cancer Act of 1871, Congress
established the cancer control program to strengthen our ability to
translate the results of research through the conduct of demonstration
projects and through dissemination of information, both to the lay
public and professionals. The general purpose of cancer control dem-
onstration activities is to bridge the gap between research and applica-
tion in the practice of medicine and public health. The intent. of the
program is to take cancer research and development outputs in pre-
vention, diagnosis and treatment aspects, and evaluate their effective-
ness in controlled community groups by obtaining statist ically sound
data. The findings of successful demonstration programs are communi-
cated to the practitioners of medicine and the public where these find-
ings can be applied.

Your staff, Mr. Chairman, asked that we describe our involvement
in environmental carcinogenesis. NCI’s involvement in environmental
carcinogenesis is a broad one consisting of four major areas of activity :

One, the study of known environmental carcinogens including radi-
ation, tobacco, chemicals—including drugs—and hormones. Control
demonstration programs are appropriate in this area since our major
need is to demonstrate the effectiveness of new discoveries and com-
municate these discoveries to practitioners.

Tywo, screening for new cancer causing agents. This includes use of
long-term animal testing as well as short-term methods. For example,
the action taken by the Consumer Product Safety Commission on the
flame retardant TRIS was based largely on resulis from our screening
system.

Three, efforts to identify patterns of environmental carcinogenesis.
This includes epidemiologic research of persons or groups at high
risk because of geographic location, ethnic background, family his-
tory. occupational exposure, or other factors.

Four, the support and conduct of research into the fundamental
mechanisms of cellular processes of carcinogenesis. This research will
hopefully provide us with the methods for prevention of cancer in
man.
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NCI has a long history of concern about occupational exposure to
carcinogens. Much of what is known about occupational carcinogens
was supported either directly or indirectly by NCI funds. However,
the NCI does not have any authority to inform individual workers of
exposure to known carcinogens. We do, however. widely disseminate
through scientific publications, the press, and professional groups the
fact that specific agents may be carcinogenic.

In most of our epidemiologic studies, the source of worker informa-
tion is existing records, such as, medical records, employment records,
and union rosters, Compiling such information about the workers is
usually followed by tabulation of death certificates. o during the study
we do not have any direct contact with individual workers and would
not know if individuals would be at excess risk until the completion of
the study. In control demonstration programs, our sources of informa-
tion on exposed individuals are similar. If an individual is part of a
cancer control prevention and surveillance demonstration program,
he or she would be so notified through the process of obtamning in-
formed consent to participate. We are following a cohort of former
asbestos workers in Tyler, Tex., and a cohort of individuals exposed
te vinyl chloride in Louisville, Ky.

The purpose of these demonstration programs is to develop proto-
type programs for a limited segment of the population and to test
the feasibility of following individuals in such a group. These pro-
grams are limited in time and scope and are aimed only at testing
technologies, in order to avoid the danger of premature recommenda-

tions and the promotion of inadequately tested new technologies.

Our information dissemination efforfs do not normally focus on
specific worker populations but provide information to practitioners,
institutions, health departments. and the community at large. For
example, we are in the process of surveying carcinogenie agents to
identify those which warrant particular control activity and then to
provide recommendations for practical control and prevention
methods., Knowledgeable experts have selected 96 candidate chemicals
and developed basic information on them. Extensive information is
now being developed on 20 chemicals from this list. Monographs are
being prepared on asbestos, vinyl chloride, and DES. These mono-
graphs will be made available to the public, health practitioners, em-
ployers, and those who regulate occupational safety.

To carry out its function, the NCI works closely with many Federal
agencies—in particular, NTOSH. Through an inferagency agreement,
NCI has transferred over $4 million to NIOSH in support of 25
separate research projects. Regular meetings between NCI and
NIOSH senior staff are held to develop programs of mutual interest.
The Assistant Secretary for Health’s Committee to Coordinate Toxi-
cology and Related Programs serves as a focus for environmental car-
cinogenesis among several Federal agencies within the PHS and in-
cludes representation from NCI. NIEHS, NTOSH. OSHA. EPA,
and CPSC. In cooperation with the Occupational Safety and Health
Administration of the Department of Labor, we are jointly develop-
ing educational material on occupationally related cancers for distri-
bution to more than 100,000 workers.

As carcinogens are identified and the possibility for further demon-
stration programs becomes evident, we plan to assess the state of the
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art, to develop proper models or prototypes for the specific carcino-
gen, and to present these to our National Cancer Advisory Board for
their recommendation and approval on a case-by-case basis.

In the broader area of cancer care, the NCI has meticulously
avoided setting up a separate, parallel, or duplicative health care
system for cancer patients. Our efforts are directed toward dissemina-
tion of information to effect the best possible care within the health
care system. In all honesty, it is not clear who should have the respon-
sibility for identifying workers with exposure to carcinogens, fol-
lowing them and providing for early intervention where possible,
such as periodic sereening for early diagnosis or early treatment of
disease after it is detected. It does seem clear that such identification
and follow up entail providing health care for these individuals, and,
as I said earlier, neither the NIH nor the NCI believes that its funds
were appropriated for these activities.

In two instances we are engaging in following populations at high
risk—former workers in Tyler, Tex., exposed to very high levels of
asbestos, and workers in Louisville, Ky., exposed to vinyl chloride.
Both these cases were undertaken as demonstrations to see if they
were feasible, practical, and beneficial. The purpose of following high
risk populations is to change the outcome in those who develop dis-
ease—specifically to reduce the effects of the disease. If available in-
tervention strategies do not do this, then the cost and effort of such
screening will have been useless. Past efforts at screening for early
detection for a variety of diseases have been almost totally
unsuccessful.

In summary, NCI is and should continue to be the agency for
major research and demonstration efforts of the Federal Government
for identifying cancer-causing agents and developing ways of reduc-
ing the effects of known agents through research methodology. To the
extent that worker identification and followup are necessary to per-
form these functions then it is entirely appropriate that we identify
workers and follow them up and also that we work closely with
NTOSH. OSHA and other appropriate Federal agencies, Once new
knowledge has been gained, our responsibility is to disseminate it to
those agencies who have regulatory authority, to the appropriate pro-
fessional and lay groups and to those in the health care system re-
sponsible for delivery of health services.

In conclusion, let me assure you, sir, we are very sensitive and sym-
pathetic about this problem. We believe we can best serve it by con-
tinuing to identify cancer-causing agents and demonstrating what is
feasible to do about them, and by making this information available
to the health care delivery system.

We appreciate the opportunity to be with you this afternoon, and
we will attempt to answer any questions that you or the subcommittee
may have.

The Cramrsax. Thank vou very much, Dr. Newell. I'm encouraged
to hear that you are actively in cooperation. You mentioned both
the Occupational Safety and Health Administration, and NTOSH.
You mentioned the money which was transferred from the Institute.
the National Cancer Institute, to NTOSH,

Dr. Newerr. That is correct.
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The Cramaran. We so frequently hear of interagency cooperation,
but upon examination, it seems more a happy conclusion than a fact
of life.

Let me see. I would like to understand this degree of cooperation a
little better and know a little bit more about that transfer of funds, and
the purpose.

Dr. Newerr. Several years ago, NCI was engaged in more occupa-
tional research than we had been previously. What happened is, Dr.
Walderman, who was sitting here earlier was with the National Can-
cer Institute, and was responsible for most of our occupational studies.
When he left us and moved to NTOSH. he took those studies with him.
and we felt that it was best to do that, because he had initiated the
studies. With his departure, there was sort of a hiatus in our funding
of occupational research, because we felt that we did not want to
duplicate what NTOSH was doing.

Now, during the past year and a half a couple of things have hap-
pened. One, we set up an environmental epidemiology branch, and,
second. we published the Atlas of Cancer Mortality, with which you
may be familiar, the maps which show the pictures of death rates
throughout the country.

When the maps were published, new clues became evident as to ad-
ditional industries which might represent a cancer hazard. We wanted
to follow up on those clues.

That situation then provided stimulus for us fo et back in the
picture, if you will, and increase our efforts to conduct work in this
area. So we increased our own efforts and at the same time NTOSH
had some projects they wanted to do but could not fund. We decided
the most direct way was just to go aliead and fund their projects,

I would be happy to submit a list of those projeets for the record if
you do not have them.

The Caamaran. T understand we do have that. That is encouraging.

It was a gratuitous situation with Dr. Walderman being at the In-
stitute, and then lateralled into NTOSH. At any rate. do vou find this
eases communication of information between vou and NTOSH? TIf
you hayve some information which they shonld have. there’s no doubt
about it getting there, is that correct ? '

Dr. Newerr. That is correct. Since the transfer of funds. we have
been meeting, Dr. Peters and his staff. with Dr. Finklea and some
of his people at least once every 6 weeks. When we transfer funds
from one ageney to another, there is always the problem of who then
is responsible for the conduct of the research. Ts it NCI. since the
funds were given to us, or is it the other agency since they are doing
the work? We try to get around this problem by freauent meetings,
so that we can agree with what they are doing, and they agree with
what we intended to fund. This freauent communication is a con-
venient way of getting around some of the problems.

The Cuamamax. When it comes to notification of risk. environ-
mental risk. the National Cancer Institute will broadly state for public
consumption information about the risk, But the specific incidental
exposure in the workplace comes within the responsibility of NTOSH,
right ?

Dr. Newerr. In mv opinion, correct.

The Cnamyan. You are not charged under any laws with provid-
ing specific notification?




87

Dr, Newerr, That is correct.

The Cramrmax. But you do have broad public notification responsi-
bilities?

Dr, Newerr. No doubt about that, yes.

The Cusmaran. And then other agencies of Government are charged
with the eare of exposed individuals; they do the specific action, FDA
has its specific charge and so on.

Well, I have nothing further. Thank you very much. It is excellent
testimony.

Senator Javits.

Senator Javrrs. I wanted to get a sense of the order of magnitude. I
notice that you gave NIOSH $4 million for a whole list of studies.

Dr. NewerL. My list is a little different. It is essentially the same.

Senator Javrrs. In view of the very long list of agents, vast num-
bers of people involved, and the fact that your agency is so enormously
financed—we fought for you, you are the most financed agency in the
National Institute of Health—do you not think you ought to do more
with NIOSH—as long as they are taking on this job of dealing with so
many hundreds of thousands of people—to compare those at risk with
cancer who are involved in these industrial hazards, and the aggregate
number of people in the country who are at risk of cancer? Doesn’t
this require a greater utilization of the resources of your particular
institute ?

Dr. Newert. If the opportunities were there, we could do more with
them. I think that we are for the most part fulfilling our obligations
in working with them. I do not know of any other opportunity avail-
able that we are not trying to work with them on. Of course, $4 million
is not. at all the total amount we spend on environmental carcino-
genesis, That is a much broader area as you know.

Senator Javirs. This was essentially for asbestos study and vinyl
chloride study: is that right? Now there are a whole list of studies.

Dr, Neweirr. There are about 25. but the $4 million provided to
NTOSH was not used for the ashestos and vinyl chloride studies.

Senator Javirs. A whole list of miscellaneous studies, T think what
we will have to develop is, as you say. whether or not the opportunity
is there, and what it will take to exploit that opportunity and then
we can determine whether or not the National Cancer Institute is doing
all it can and should.

One other thing about your testimony disturbs me. I do not say
that invidiously, just a worrisome finding. Look at page 8. You will
see relating to the Tyler and Louisville study respecting asbestos and
vinyl chloride, you go on to say. “if available intervention strategies
do not do this.” to wit, change the outcome of those who develop
diseases to reduce the effects of the diseases, then I go on to quote you,
“then the cost and effort of such sereening will have been useless. Past
efforts at screening for early detection for a variety of diseases have
been almost totally unsuccessful.

Now explain that last paragraph to me. becaunse that is very
alarming.

Dr, Newert. What T am referring to—you remember several vears
ago there was sort of a vogue or fashion to set up so-called multiphasie
screening clinies. In those, a variety of blood tests, let us say, were
going to be studied. For example, blood tests to screen for abnormal
liver functions as a predictor of early liver disease. Those kinds of
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multiphasic screening programs, in my opinion, really were not very
successful in picking up early disease where intervening in some way
could change the outcomes, The problem was that the blood tests them-
selves were not specific enough, and considering the number of different
areas in which a blood test might pick up a disease, the number of
pick-ups was so small compared to the number of individuals screened
that the final outcome was really not changed in any remarkable kind
of way. It is really that kind of mass screening for relatively rare
events that T was referring to,

Senator Javirs. Yet, doctor, in the case of pap smears there is a
very high degree of success.

Dr. NewELL. You are right. Pap smears are a very specific test going
after a very specific disease, and you know what the disease is that
you are going after, and you can apply the screening in a rather
specific population. Because we know the risk factors that make women
at high risk, the benefit of using the pap test to screen for the disease
is much greater than a broad, more random kind of approach. There
are some very specific things that can be done.

Senator Javits. You say there are some very specific things that can
be done. What can be done ?

Dr. Newerw. T will let my colleague have a crack at it.

Senator Javrrs, Identify yourself.

Dr. Fixg. I am Dr. Diane Fink, Division of Cancer Control and
Rehabilitation, NCI.

Right now, we are in the process of examining those screening strate-
gies which could be applied either to large populations or populations
at high risk. Dr. Newell is quite correct that in most. circumst ances the

standard medical history and physical examination still proves to be
of our major backbones in cancer screening. Pap tests provide a valu-
able screening tool for cervical cancer. In areas of breast cancer screen-
ing, particularly in older women, we have some techniques which have
been proven by scientific, clinical trials. However, when yon get much
beyond that, at least in the National Cancer Institute’s view, in deal-
ing with cancer of the lung. or cancer of the large bowel, and possibly

cancer of the bladder, we are still in the process of conduet ing research
trials to get evidence as to whether these techniques truly alter the
course of the disease, and add to the benefit of those individuals who
micht be at risk.

Let me cite a “for instance.” The National Cancer Institute is spon-
soring at three institutions, including Mayo Clinic, studies to look into
the use of sputum cytology and bronchoscopy in heavy smokers. The
study is still underway, and should be completed within a couple of
years, to determine whether with lung cancer this combination of
screening techniques will alter the survival or effects of the disease,

At the current time we do not have evidence to he able to say that
these are truly beneficial procedures that can be a pplied to a large-seale
population. When you get beyond screening, the question in lung can-
cer is: Are cancer treatment techniaues for lung cancer available to
improve the overall effects of the disease? Other than surgery alone
and possibly radiation most treatment of lung caneer is still in the
exnerimental stage or research stace.

Senator Javirs. You feel. Dr. Newell, the state of the art just does

not allow us to make any broad scale exams in this field of industrial
hazard?
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Dr. NewewL. Let me pat it this way, Senator. I think the state of the
art does not allow us to launch any demonstration programs other than
those we have going on now.

On the other hand, I think as a physician, if I were in practice, and
I'had a patient, and I were taking a history, and I were taking an oc-
cupational history, which all physicians do, it would be ver impor-
tant for me to know that an individual has worked in an in ustry or
in a plant where he has been exposed to some occupational hazard. T
would follow him more closely, first of all, probably more frequently.
I would certainly pay more attention to the history of cancer and
other diseases in his family.

I would follow his family more closely. T would do all of these
things. That would be very positive and could be very beneficial. That
could be done, as you were alluding to earlier, by letting the individual
worker know that he has been in'some kind of unhealthy environment.
That information can be translated, given to his physician. That is
important.

Senator Javits. Who do you think ought to carry that burden of
notice? You do not think it is NIH? Tt is obviously not for you. Now
NTOSH has been trying. Who do you think ought to have this
responsibility ?

Dr. Newerw. In all honesty, T do not know. T think it probably ought
tobe NTOSH or OSHA.

Senator Javirs. OSHA is a much larger agency. NIOSH was in-
tended originally to be an experimental agency.

Dr. NewErL. Tt sounds more like an OSHA problem to me.

Senator Javrrs. Does not what you conclude about sereening also
emphasize not only notice but the need for protective and preventive
techniaues?

Dr. Newrrr. Absolutely.

Senator Javirs. Who should be engaged in those, NTOSH or you?

Dr. Newerr. T think we should be engaged in trying to determine
what should be done in terms of prevention or intervention. For ex-
ample, in the Tyler, Tex., study, with former asbestos workers. part
of onr program there is to. for example, educate the smokers to stop
smoking, because if we could get them to stop smoking, then we know
their risk would go down. We are trying to use the latest available
techniques, sputum cytology, for example. We are trying a multibar-
relled approach in a very defined setting.

Now, once we know what works, we give that to OSHA and they
can then implement it on a much larger seale is the way T see it and
the way T see the problem. And we are perfectly happy to accept that
resnongsibility.

Senator Javrrs. Thank you very much.

The Cramsax. Senator Schweiker.

Senator Scrwerker. Thank yvou. Mr. Chairman.

Doctor, a New York Times story in April said that Dr. Finklea
added that this kind of program. that is. a cancer notification. counsel-
ing and medical attention program, had been recommended in a 1973
cancer control planning conference, and that the National Cancer In-
stitute recently had been asked to provide the required funds.

What is the status of that?

Dr. Fivk. The Cancer Control Planning Conference in 1973 that
was referred to suggested that NCT and cancer eontrol program de-
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velop several limited activities in the area to test the feasibility, bene-
fits, et cetera, that Dr. Newell was speaking of. At present, our discus-
sions with NIOSH in the area of bladder cancer will involve develop-
ment of the state of the art and strategies to deal with the bladder
cancer problem and exposed individuals. This assessment will be a
three-way activity between NCI’s cancer control program and na-
tional bladder cancer project working cadre, which is a research ac-
tivity, and NTOSH. Once we develop the strategy and understand
what types of techniques should be used in workers that have been ex-
posed to potential bladder carcinogens, we will be able to determine
whether demonstration programs such as Tyler and Louisville should
be carried on.

Senator Scawerker. You are proceeding, then, with bladder con-
trol projects?

Dr. Newerr. Yes; what we plan to do is to hold a state-of-the-art
workshop. That is where we get experts in and decide what can be
done practically.

Senator Scawerker. Will that differ from your asbestos and vinyl
chloride projects, or is it basically the same pattern?

Dr. NEweLL. Yes.

Senator Scawerker. Yes: it will differ? Or, ves: it is the same ?

Dr. Newerr. Yes; it is basically the same pattern. The asbestos pop-
ulation had already been defined ; the Tyler, Tex.. group is well known.
At the time the cancer control program came along, there had been no
concerted effort to follow these people or to try to do what could be
done for them.

We took that on as one of our early projects to demonstrate what
demonstration is, in a sense. Then the vinyl chloride problem came
later, and now we will take on the bladder problem. What we will do
is, we will provide scientific input, and we will provide that to NIOSH
and OSHA, and we will continue to work with them to follow this
through.

Senator Scuweiker. That is all T have, Mr, Chairman.

The Cuamrman. To follow up, let me understand, those demonstra-
tions, you were part of the notification process, were you not ?

Dr. Newern. In the demonstration projects, all the individuals
know they are in the study. They know the purpose and they know
they are part of the high-risk group. That process is achieved through
our informed consent procedure.

The Cramymax. Doctor, in deseribing the inadequacy of multiphasice
screening in reaching eancer diagnosis, it sounded to me as though you
were discounting multiphasic for all phases of diagnosis. You did not
mean that ?

Dr. Newerr. No.

The Craryan, There are multiples of matters that can be

Dr. NeweLL, Yes.

The Cramyan. Yon were just limiting this.

Dr. Newerr. T might add, to give you a figure for some of the costs
of this, in the Louisville and Tyler projects the cost is about $800 to
$1.000 per individual per year.

Senator Scuwrrker. $800.000 7

Dr. NeweLL. $800 to a $1.000 per individual per year.

The Cramyax. That is followup ?
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Dr. Newerr. That is for following them, but it is not for their
medical treatment.

The Camarax. What is included in that ?

Dr. Fing. Let me go over that. Basieally, Louisville and Tyler rep-
resent a very similar problem. The workers have been identified n
some way. They are notified of their potential risks. Then they are
set up under a medical surveillance program that involves history,
physical and certain laboratory tests, and screens, either on a once-a-
year basis, or a one-every-six-months basis, depending on the level of
exposure. In addition, they get counseling, health education, and we
collect data and statisties.

What that amounts to, as Dr, Newell pointed out, is something in
the range of $800 to $1,000 per worker per year. as you realize, out of
the Tyler program and out of the 800-odd workers exposed in the
Tyler plant, we estimate that about one-third of the workers or a little
over 200 will develop lung cancer.

What we are talking about are programs that in the case of both
Tyler and Louisville will follow up about 1,000 workers, spending
about $1 million per year for each project, and this is the very most
that can be done. Those are the levels of dollars we are talking about.
The cancer pickup rate will be something less than 200 cases in Tyler,
which represents high incidence group, on down to Louisville, where
there will be many fewer cancers.

The Cramryax. Many fewer

Dr. Newern. Like 7 to 8 in Louisville. We are now following in-
dividuals at $1,000 per year, and the expected pickup rate is 7 to 8
cancers. So as I said earlier, if we cannot do anything substantive about
a cancer when it is picked up, then the cost effectiveness of the whole
operation has to be severely looked at.

The Cuamyan. When you say, cannot do anything about it——

Dr. NewerL. If we cannot treat it or deteet it earlier, so that the
treatment is more effective, then the cost-benefit ratio has to be looked
at very carefully.

The Cramrymax. Does this not all get combined with an understand-
ing of exposure and then preventive standards can be applied so that
has to be figured into the cost-benefit, as they say.

Dr. Fixx. One of the things that Dr. Newell is pointing out is that
taking on these worker groups for surveillance programs from a
demonstration point of view, and trying to work out the kind of pro-
grams that might be taken on by other segments of society, for all
asbestos workers is very expensive. But through these kinds of studies,
we may find less expensive and equally effective ways of dealing with
these exposures.

[The prepared statement of Dr. Newell, and the biographical
sketches of Dr. Newell, Dr. Fink, and Dr. Peters, follow :]
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Mr. Chairmar

of the Committee, it is a pleasure to

0 discuss the activities of the National

Cancer Institute ir occupational carcinogenesis. Accompanying me are
Dr. Diane Fink, Director, Division of Cancer Control and Rehabilitation
and Dr. James Peters, Director, Division of Cancer Cause and Prevention.

The primary mission of the NCI is to conduct research aimed at

cancer prevention, detection and diagnosis, and treatment and rehabili-
tation. With the passage of the National Cancer Act of 1971, Congress
established the Cancer Control Program to strengthen our ability to
translate the results of research through the conduct of demonstration
projects and through dissemination of information, both to the lay public
and professionals. The general purpose of cancer control demonstration
activities is to bridge the gap between research and application in the
practice of medicine and public health. The intent of the program is to
take cancer research and development outputs in prevention, diagnostic

and treatment aspects, and evaluate their effectiveness in controlled
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community groups by obtaining statistically sound data. The findings
of successful demonstration programs are communicated to the practitioners
of medicine and the public where these findings can be applied.

Your staff asked that we describe our involvement in environmental
carcinogenesis. NCI's involvement in environmental carcinogenesis is a
broad one consisting of four major areas of activity:

The study of known environmental carcinogens including radiation,
tobacco, chemicals (including drugs) and hormones. Control
demonstration programs are appropriate in this area since our
major need is to demonstrate the effectiveness of new discoveries
and communicate these discoveries to practitioners.

Screening for new cancer causing agents. This includes use of
long-term animal testing as well as short-term methods. For

example, the action taken by the Consumer Product Safety Commission

on the flame retardant TRIS was based on results from our screening

system.
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Efforts to identify patterns of environmental carcinogenesis.

This includes epidemiologic research of persons or groups at

high risk either because of geographic location, ethnic background,

family history, occupational exposure, or other factors.

Support and conduct research into the funda

cellular processes of carcinogenesis. This research will

hopefully provide us with the methods for prevention of

cancer in man.




NCI has a long history of concern about occupational exposure to

carcinogens. Much of what is known about occupational carcinogens was

supported either directly or indirectly by NCI funds. However, the NCI

does not have any authority for informing individual workers of exposure

to known carcinogens. We do, however, widely dissemin through
scientific publications, the press, and professional groups the fact that
agents may be carcinogenic. In most of our epidemiologic studies, the
source of the worker information comes from existing records, such as,
medical records, employment records, and union rosters. This information
about the workers is usually followed by tabulaticn of death certificates
so that during the study we do not have any direct contact with “ndividual
workers and would not know if individuals themselves would be at excess
risk until the completion of the study. In control demonstration programs,
we obtain our sources of information on exposed individuals from similar

sources. If an individual is part of a Cancer Control Prevention and Sur-

veillance Demonstration Program, he or she would be so notified through




informed consent of their risk. We are following a cohort of asbestos

workers in Tyler, Texas, and a cohort of individuals exposed to vinyl
chloride in Louisville, Kentucky. The purpose of these demonstration
programs 1s to develop prototype programs on a limited segment of the
population and to test the feasibility of following such individuals.
These programs are limited in time and scope and aimed only at testing
technologies, in order to avoid the danger of premature recommendations
and promoting inadequately tested new technologies,

Our dissemination efforts do not normally focus on specific worker
populations but do provide this information to practitioners, institutions,
health departments, and the community at large. For example, we are in the
process of surveying carcinogenic agents to identify those which warrant
particular control activity and to provide recommendations for practical
control and prevention methods. Knowledgeable experts have selected 96
candidate chemicals and begun to develop extensive information on them.

Monographs are under development for asbestos, vinyl chloride, and DES.
2 ¥
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These monographs will be made available to the public, health practitioners,

employers, and those who requlate occupational safety.

To carry out its functions, the NCI works closely with many Federal
agencies--in particular, NIOSH. Through an interagency agreement NCI has
transferred over $4 million to NIOSH in support of 21 separate research
projects. Regular meetings between NCI and NIOSH senior staff are held to
develop programs of mutual interest. The Assistant Secretary for Health's
Committee to Coordinate Toxicology and Related Programs serves as a focus
for environmental carcinogenesis among several Federal agencies within the
PHS and includes representation from NIOSH, OSHA, EPA, and CPSC. In
cooperation with the Occupational Safety and Health Administration of the
Department of Labor, we are jointly developing educational material on
occupationally related cancers for distribution to more than 100,000
workers.

As carcinogens are identified and the possibility for further demon-
stration programs becomes evident, we plan to assess the state of the art,

to develop proper models or prototypes for the specific carcinogen, and to
present these to our National Cancer Advisory Board for their recommenda-

tion and approval on a case-by-case basis.




In the broader area of cancer care, the NCI has been meticulous in
avoiding setting up a separate, parallel, or duplicative health care
system for cancer patients. Our efforts are directed toward dissemination
of information to effect the best possible care within the health care
system. It is not clear who should have the responsibility for
identifying workers with exposure to carcinogens, following them and
providing for early intervention where possible, whether it be periodic

screening for early diagnosis or for teeatment of disease after it is

detected. It does seem clear that this is basically providing health

care for these individuals, and, as I said earliel, neither the NIH nor

the NCI believes that its funds were appropriated for these activities.

In two instances we are engaging in following populations at high

risk--workers in Tyler, Texas, exposed to very high levels of asbestos,
and workers in Louisville, Kentucky, exposed to vinyl chloride. In both
these cases this was undertaken as a demonstration project to see if such

were feasible, practicable and beneficial. The purpose of following




high risk populations is to change the outcome in those who develop
disease--specifically to reduce the effects of the disease. If
available intervention strategies do not do this, then the cost and
effort of such screening will have been useless. Past efforts at
screening for early detection of a variety of diseases have been
almost totally unsuccessful.

In summary, NCI is and should continue to be the major research
and demonstration effort of the Federal government for identifying

cancer causing agents and developing ways of reducing known agents

and in identifying carcinogenic hazards through research methodology

To the extent that worker identification and follow-up is necessary

to do these, then it is entirely appropriate that we engage in it, and
that we work closely with NIOSH, OSHA and other appropriate Federal
agencies. Once new knowledge has been gained, our responsibility is to
disseminate it to those agencies who have regulatory authority, to the
appropriate professional and lay groups and to those in the health care

system responsible for delivery of health services.
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The Caamman. Excellent. We thank you.
[Whereupon, at 5:50 p.m., the comniittee was adjourned, subject
to the call of the Chair.]
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