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United States Senate

Dear Mr. Chairman:

Over the past several years, concern over the Department of Energy's
(DoE) dual role of producing nuclear weapons and assessing the potential
health hazards associated with operating its facilities has raised ques-
tions about DOE's ability to effectively manage its health and health
effects (epidemiology) research programs. In March 1990 the Secretary
of Energy anaounced several initiatives to address these concerns.
These initiatives include, among others, the development of an occupa-
tional health and epidemiology program, the transfer of long-term
health effects' studies to the Department of Health and Human Services
(0Hs), the establishment of an advisory committee to oversee DOE's envi-
ronmental, safety, and health activities, and the design of a data base to
store and retrieve health data. Specifically, you asked us to provide you
with (1) a brief description of DOE's initiatives, including their status as
of December 1990 and (2) our general observations on these initiatives.

Results in Brief During the 1980s, several external reviews identified problems with
DOE's management of its health-related programs. Among other things,
these reviews pointed out that DOE had not effectively overseen its
health programs, lacked credibility in its health effects research activi-
ties because it restricted public involvement and independent assess-
ment of its research data, and did not standardize the collection of
pertinent data on the health of its workers. Since March 1990 DOE has
implemented the following initiatives, among others, to address these
problems.

DOE has consolidated its health programs to establish an Office of Health
within its Office of Environment, Safety, and Health. This office will be
responsible for providing, among other things, internal oversight of
DOE's facilities to ensure adequate health protection of DOE'S workers
and residents of nearby communities. DOE plans to increase this office's
staff from 26 to 86 personnel by fiscal year 1992. However, the current
shortage of qualified staff may hinder DOE's ability to attract the staff
required to perform all of this office's stated functions.
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"* DOE is establishing an advisory committee in early 1991, composed of
non-DOE members, to oversee DOE's environmental, safety, and health
activities. As planned, this committee will serve in an advisory capacity
without any formal authority to enforce its findings or
recommendations.

"* DOE has begun developing a comprehensive data base to consolidate pre-
viously collected worker health date. and provide a repository for future
data. And, for the first time, DOE plans to provide independent
researchers access to this data so they can assess the validity of DOE's

studies. This data base is expected to be operational by the end of fiscal
year 1992.

"* DOE has signed an agreement with 11HS to transfer the management of
DOE's long-term health effects research to ilS. A committee will be
formed to oversee the implementation of this agreement.

DOE's recent initiatives are a positive step towards addressing the
problems within its health and epidemiology programs. However, the
success of these initiatives will likely depend on such things as DOE's

ability to obtain the necessary resources and follow through on its com-
mitment to allow the independent assessment of its activities.

B-ackground DOE's production of nuclear materials and weapons involves activities
that pose potential health hazards. Some hazards are similar to those

encountered in any other industrial setting. Others, such as exposure to
radiation, are unique to the nuclear industry and can potentially affect
the health of workers and the public. For instance, when radiation
encounters human tissue it can damage the cell structure causing condi-
tions such as burns, cancer, and various other illnesses.

DOE supports research for understanding the health effects associated
with working at or living near its facilities. Historically, DOE has
assessed the risks of exposure to potentially harmful materials partly
through the conduct of epidemiologic studies.' ,OE'S epidemiology
research program has primarily focused on the health effects of expo-
sure to radiation on atomic bomb survivors and DOE nuclear workers.
The results of DOE'S worker studies have not conclusively shown
whether there are detectable adverse effects from the exposure to low-
levels of radiation,

iEpidemiologiy is # -e scientific study of disease among human populations, DOE's epidemlologic
studies on its we ers have used rccords--such as health, employment, and personnel records-to
statistically analyze the risk factors for diseases in human populations,
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Over the years, the management of DOE'S epidemiology activities has
been dispersed throughout the Department. However, the management
of DOE's main epidemiologic activities during the past 8 years has been
located largely within its headquarters Office of Energy Research under
the direction of one epidemiologist. DoE's epidemiologic research activi-
ties have led to the publication of 340 articles in scientific journals. In
addition to conducting epidemiology research on health effects, DOE has
conducted occupational health-related programs within its Office of
Environment, Safety, and Health. Specifically, DoE's health physics,
industrial hygiene, and occupational medicine programs have been con-
ducted to help detect, prevent, and treat illnesses and injury from occu-
pational exposures and hazards.

Past Problems of DOE Since the early 1980s, our work in this area, as well as other indepen-
dent reviews, has Identified problems with DOE's management of its epi-

Health-Related demiology research and health programs. These problem~ns include DOE's
Programs reluctance to (I) adequately fund the epidemiology program, (2) effec-

tively oversee its health programs, (3) standardize the data collected at
the various rDOE facilities, (4) coordinate and communicate among the
various health programs, (5) correct deficiencies in its radiological pro-
tection programs, and (6) establish credibility since it restricted public
involvement and independent assessment of its health research data.
DOs did little to formally address these problems; however, during 1989
congressional testimony, the Secretary of Energy acknowledged that
DOE's epidemiology program was flawed because it was understaffed,
lacked sufficient funding, and was buried deep within the departmental
bureaucracy.

In 1989 the Secretary of Energy established a panel of experts, com-
monly referred to as the Secretarial Panel for the Evaluation of Epide-
miologic Research Activities, to evaluate, among other things, the
effectiveness of DOs's epidemiology research activities. This panel issued
a report, in March 1990, that identified problems similar to those found
by the previous reviewers. Moreover, the report contained over 50 rec-
ommendations for Dos to improve its occupational health and epidemi-
ology program, including the transfer of DOE's management of its long-
term studies to mlis. (See app. I.)
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DOE's Initiatives to In response to recommendations made by the expert panel in its 1990
report, the Secretary of Energy announced his intentions to consolidate

Restructure Its Health and strengthen the various departmental health and epidemiology activ-

Programs ities. At that time, he (1) established an Office of Health to conducL a
comprehensive DOE occupational health and epidemiology program, (2)
directed the establishment of an advisory committee to provide external
advice, and (3) established policies to better ensure access to DOE'S epi-
demiology data by independent researchers. Furthermore, he directed
the development of a memorandum of understanding between DOE and
iHs to transfer the management of DOE's long-term health effects
research from DOE to iHiS. (See app. II.)

Office of Health On March 27, 1990, the Office of Health was established to consolidate
and strengthen the Department's health activities. This office, at the
deputy assistant secretary level within the Office of Environment,
Safety, and Health, consolidates health physics, industrial hygiene,
occupational medicine, and descriptive epidemiology studies to create an
overall occupational health program., The office also develops the
respective standards and policies as well as provides internal oversight
of DOE's operations of the facilities. By consolidating these offices, DOE

intends to facilitate communication among the various health-related
offices, elevate the importance of health programs within DOE, and mini-
mize duplication of efforts while standardizing the collection of health
data.

The office also plans to develop an occupational health surveillance
system at all DOE sites, The principal component of this surveillance
system will be the collection of health-related data on current DOE,
workers. The data can then be used to help ensure the prompt detection
of hazards to human health. The design of the occupational health sur-
veillance system is projected to be completed by the end of fiscal year
1992.

The Office of Health will require additional staff to carry out these
functions. DoE plans to increase this office's professional staff from 26
to 86 personnel by fiscal year 1992. 1lowever, according to DOE officials,
the competing demands from industry and other federal agencies for the

2 Dkescriptive epideniology studies analyze hea',"I data to "quickly" identify, through the surveillance
of illness and exposure patterns, adverse trends (hxypotheses) in the health of workers, These trends
will then be studied in more depth during Icng-ternm epideiiolol'y studies.
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same type of qualified staff may hinder DOE's efforts in attracting quali-
fied staff. Consequently, if DOE does not obtain such staff, it may not be
able to perform all of its stated functions.

Advisory Committee DOE is establishing an advisory committee to oversee its environmental,
safety, and health activities. The committee, termed the Environment,
Safety, and Health Advisory Committee, is intended to provide DOE with
a broad representation of non-DOE participants, including public health
officials and workers, to (1) obtain public comment on its activities; (2)
lend credibility to its actions; and (3) provide a balanced and unbiased
assessment of the mission and direction of the Office of Environment,
Safety, and Health,

As planned, the Environment, Safety, and Health Advisory Committee
wiil serve in an advisory capacity without any formal ability to enforce
its findings or recommendations. Specific details concerning the activi-
ties of the advisory committee are still being developed; however, the
committee's activities are intended to be conducted in accordance with
the Federal Advisory Committee Act which provides for public attend-
ance at its meetings.

DOE's Actions to During the past 45 years, various DOE facilities have been collecting

Consolidate and Release employee health-related data that are useful for epidemiology studies .,I

Data to Outside their workers. These records were not collected in a standardized
manner nor centralized so comprehensive assessments could be made.

Researchers However, since 1989 DOE has been developing a data base to put into one
place the various types of collected data on human health. This data
base system, termed the Comprehensive Epidemiologic Data Resource, is
being designed, in part, to provide independent researchers access to the
collected data so they can assess the validity of DOE'S studies. The data
base will include data collected during previous and ongoing studies,
related death data from the state(s), and future data collected for epide-
.miologic research studies.3

Originally, DOE was planning to survey its facilities to determine the
availability of data that would be useful for epidemiologic research.
However, DoE officials now contend that it would be more appropriate

3In collecting and storing this data, DOE recognizes the need to prevent the improper disclosure of the
identity of the individual workers to the users of this data base. Therefore, DOE has identified
various options to limit the ability of the user to ascertain the identity of the individual.

Page 5 GAO/RCEI)-91-57 Nuclear Health and Safety



B242293.1

for the researchers managing the studies to collect the pertinent data
since they will determine the scope of the research. Once this informa-
tion is collected by the researchers, it will then be stored in DOE's com-
prehensive data base.

Funding to support the development of this comprehensive data base
has been fragmented. For example, during fiscal year 1990, funding
from various DOE programs were used to support the comprehensive
data base program. Moreover, DOE'S fiscal year 1991 budget request does
not specifically designate funding for this project but rather includes it
as part of another program activity. According to DOE officials, this pro-
grain should be operational by the end of fiscal year 1992 at an esti-
mated developmental cost of about $3 million.

HHS Role in Conducting As reported by DOE's panel of experts, DOE lacked credibility in its epide-
DOE Studies miology activities, in part, because it restricted public involvement and

independent assessment of its research data. To restore public trust, DOF,
has entered into, as recommended by the panel, a memorandum of
understanding with rios to manage and conduct DOE's analytical epidemi-
ology research.4 Under this agreement, HHS will be responsible for con-
ducting analytical studies of (1) workers at DOE facilities, (2) residents of
communities in the vicinity of DOE facilities, (3) other persons poten-
tially exposed to radiation, and (4) persons exposed to potential hazards
resulting from non-nuclear energy production. The health research pro-
gram to be managed by His will also include DoE's ongoing analytical
studies (the majority of DoE's currept. health effects research) and future
epidemiology health studies.' DOE at; d BUS plan to form a committee for a
year to oversee the implernentatioik of this agreement.

mIis plans to establish a new advisory committee to recommend the type
of research that should be undertaken. Under current plans, DOE will
have a non-voting representative(s) on this ims committee. DOE'S Envi-
ronment, Safety, and Health Advisory Committee will also be able to
communicate and propose analytical epidemiology studies to the irs

"Analytical epidemiology studies are designed to test whether the trends (hypotheses), identified by
DOEVs occupational health surveillance program and other non-occupational studies, are valid. Ana-
lytical epidemiology studies are often long-term in nature,

r'llllS has agrseed to initially continue existing DOE grants and contracts; however, II1S plats to
review all existing grants and contracts to determine whether each project should continue or
whether the scope should be changed.
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committee, The HHS committee will then assess these proposals for inclu-
sion in its recommendation for the research agenda, mis will make the
final determination on which analytical studies will be conducted,

DOE plans to provide HHS with funds to manage the analytical epidemi-
ology research, Under this agreement, DOE will transfer approximately
$17 million to HHS ill fiscal year 1991 for the management of the ongoing
studies as well as for new research.

Observations on DOE's We believe that DOE's consolidation of its health programs and the
transfer of its studies to HHS, in conco•pt, provide a credible framework

Initiatives for overseeing the health of its workers and nearby communities,
Because of the lack of outside involvement in DOs's past operations, it is
encouraging to see that the current initiatives involve public oversight
and independent assessment. Moreover, we believe that the consolida-
tion of DOE's health programs into one central office should strengthen
DOE's efforts in overseeing how line management is carrying out its
health responsibilities. However, results from our previous work and
those from other independent reviews in the environmental, safety, and
health area lead us to make several observations concerning issues that
could have an impact on the success of DOE'S current health initiatives,

First, the success of DOE's occupational health and epidemiology pro-
gram will likely depend on the availability of technically qualified staff.
According to the Secretary of Energy, DOE has not been effective in over-
seeing its health and epidemiology research, in part, because of the lack
of adequate staff. According to DOE officials, there has been and con-
tinues to be a shortage of the qualified staff that DOE will need to carry
out the functions of its Office of Health, Furthermore, competing
demands for qualified staff may hinder DOE's efforts in attracting them.
The competition is not just limited to private industry working in these
areas; the coit petition extends to other organizations within the federal
government as well as within DOE. For example, DOE will have to com-
pete with mis for the same type of qualified personnel that mis needs to
carry out DOE's long-term epidemiology studies. Consequently, the posi-
tive concept of the new emphasis on health within DOE cannot, in itself,
ensure the effective management and oversight that is required.

Second, the development of a comprehensive data base system will
likely ri-quire DOE's commitment to continued funding for this program,
As mentioned earlier, funds from various other DOE programs were used
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to support this program in fiscal year 1990, while no funds were specifi-
cally designated for the program in fiscal year 1991. Consequently,
funding for the program could easily be diverted if DOE'S commitment to
this program is lessened. However, DOE officials stated that they are
committed to providing funds to develop and maintain this system. This
commitment will be an important factor in ensuring that an effective
system is developed and maintained to serve as a national data reposi-
tory for researchers to use when conducting epidemiologic research.

Third, the effectiveness of the Environment, Safety, and Health Advi-
sory Committee, particularly how DOE responds to its recommendations,
could be a key aspect in establishing public trust in DOE's ability to pro-
tect the health of its workers and nearby communities. Historically, DOE
has been remiss in correcting the problems identified during previous
i aviews of its health-related programs. Consequently, its credibility has
suffered. Because the newly established advisory committee will be,
according to its charter, "solely advisory," DOE's commitment to
addressing the advisory committee's recommendations/findings will
directly affect its ability to restore public trust and reestablish
credibility,

Finally, the success in implementing the memorandum of understanding
between DOE and HIoS will likely depend on the level of funding that DOE
provides to HiIs for managing these studies. As pointed out by the Secre-
tarial Panel for the Evaluation of Epidemiologic Research Activities, a
commitment of adequate funding is necessary to achieve a "productive"
analytical research program. Furthermore, since the transfer of the
management of these programs will go through a transitional phase,
close coordination between the two agencies will be an important factor
in helping to minimize inefficiencies, We believe that a continuing com-
mitment and effective dialogue with HHS will provide greater r. Jrance
to DOE's workers and the residents of nearby communities thaL useful
epidemiological studies are being conducted to help determine the risks
associated with DOE's operations.

Scope and To gather information on DOE's Initiatives, we interviewed officials at
DOE and mis headquarters and reviewed pertinent documents, including

Methodology congressional testimony, Secretary of Energy Notices, DOE orders, and
memoranda and correspondence. We also reviewed the transcripts of the
Secretarial Panel for the Evaluation of Epidemiologic Research Activi-
ties hearings and supporting documents as well as interviewed DOE con-
tractor personnel involved with DOE's health research program.
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Furthermore, to develop an overall perspective onl the potential implica-
tions of Don's current initiativrs, we relied on our previous work in the
environmental, safety, and health area as well as other independent
reviews. We conducted our work from July 1990 through November
1990 in accordance with generally accpted government auditing
standards,

We discussed the factual contents of this report with agency officials
and incorporated thei views as appropriate. In general, they agreed
with the factual information presented, As requested, we did not obtain
official agency comments on this report. Unless you publicly announce
its contents earlier, we plan no further distribution of this report for 30
days from the date of this letter. At that time, we will send copies to the
appropriate congressional committees; the Secretary of Energy; the Sec-
retary of Health and Human Services; and the Director, Office of Man-
agement and Budget, We will also make copies available to others upon
request.

If you have any questions, please contact me at (202) 275.1441. Major
contributors to this report are listed in appendix Ill,

Sincerely yours,

Victor S, Rezendes
Director, Energy Issues
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Appendix I

Reviews of DOE's Health Programs

Since the early 1980s, several independent reviews have identified
problems with DOE's management of its epidemiology research and
health programs. A common theme of these reviews revealed DOE's
failure to effectively oversee its health programs, establish credibility in
its research activities, and standardize and coordinate the collection of
pertinent data on the health of its workers. DOE did little to formally
address these problems; however, the Secretary of Energy, during 1989,
acknowledged that the program was flawed because it was under-
staffed, lacked sufficient funding, and was buried deep within the
departmental bureaucracy. In March 1990 he announced several initia-
tives, in response to recommendations made by a DOE-appointed panel of
experts, to restructure and strengthen DoE's health programs,

Program Shortfalls In 1984 reviewers from the DOE Health and Environmental Research
Advisory Committee reported concerns in DOE's epidemiology research

Identified in the Past program.' The committee concluded that the credibility of DOE's epidemi-
ology program suf, ̀ .red because it did not competitively bid its studies,
allow external review of its programs, and allow independent
researchers access to its health-related data. Furthermore, the com-
mittee disclosed that continuous funding needed to be provided to
develop a data base to store all the health data. They also reported that
the working relationships between DOE'S epidemiology program and
various other DOE health programs (e.g., health physics and industrial
hygiene) needed to be strengthened to ensure that their records, which
would become part of the data base, were standardized and designed to
meet the needs for epidemiologic research.

Since the early 1980s, we also have reported on DOE's safety and health
programs. In 1981 we reported that DOE's oversight of its radiological
and non-radiological workplace conditions needed to be improved to
ensure that workers at DoE's nuclear plants were provided with better
protection from safety and health hazards.' In 198j, and again in 1988,
we reported on DOE'S safety and health programs at specific DOE facili-
ties. Within these reports, we stated that (1) radiological monitoring

I Review of the Office of Iicalth aid Environmental Research Lrogram EL deriology (,Sept., 1984).
2 lketter Oversight Netedd for Safet•d Ilealth Activities at DOE's Nucle Facilities (GAO/
Pag Io 12 8, Aug, 4,u19e n).
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guides were not always followed, (2) management did not provide ade-
quate attention to safety and health programs, and (3) improvements
were needed in radiological protection programs.3

Despite the findings, DOE did little to formally address these problems
primarily because management did not take the necessary action to cor-
rect them. However, during 1989 congressional testimony, the newly
appointed Secretary of Energy publicly acknowledged that DOE's epide-
miology health effects research program was flawed because it was
understaffed, lacked sufficient funding, and was buried deep within the
departmental bureaucracy. In late 1989 similar problems were reported
by the National Research Council.4 Moreover, the Council reported that
DOE's vagueness and secrecy regarding releases of radioactivity and the
extent of environmental contamination at DOE facilities contributed sig-
nificantly to a public lack of confidence in DOE's concern about risks to
human health.

The Secretary of To correct the problems within DOE's health programs, the Secretary of
Energy in 1989 established a panel of experts, commonly referred to as

Energy Established a the Secretarial Panel for the Evaluation of Epidemiologic Rese,'ech

Panel to Evaluate Activities (SPEERA), to evaluate, among other things, the effectiveness of
DOE's epidemiology research activities. After reviewing documents and.,,rosrami Effectiveness hearing testimony from various interested parties, the panel issued a
final report, in March 1990, that identified problems similar to those
found by the previous independent reviews.' Among other things,
SPEERA reported the following:

DOE's health programs (e.g., health physics, industrial hygiene, and occu-
pational medical programs) lacked leadership. For example, neither the
health-related programs nor the occupational medical program were
linked as part of a coordinated health program. The panel contended
that such disciplines should be consolidated and provided with
authority and visibility in DOE'S organizational structure.

0 Environment, Safett, and Health: Environment and Workers Could Be Better Protected at Ohio
Defense Plants (QAO/RCED-86.61, Dec. 13, 1985) and Nuclear Health and Safty. Summary o
Major Problems at DOE's Rocky Flats Plant (GAO/RCED-89-53B-, Oct, M, D88).

4The Nuclear Weapons Complex: Management for Health, Safety, and the Environment (National
Academy P1ess, Dec. 1989).

5Report to the Secretary: The Secretarial Panel for the Evaluation of Epidemiologic Research Activi-
ties for the U.S, Department of Energy (March 1990).
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DOE'S epidemiology activities lacked credibility. This lack of credibility
was because DOE had not (1) effectively managed its epidemiologic
research, (2) allowed public involvement and independent review of its
research data, and (3) systematically communicated study findings to its
workers or nearby communities, To restore public credibility, the panel
recommended entering into a memorandum of understanding with HHS

to manage DOE's analytical epidemiologic research progrp-,n. The panel
also recommended that DOE establish an advisory committee composed
of outside experts and other interested parties to oversee DOE's health
activities.

* DOE's employee health-related records were maintained differently
throughout the complex and were not collected in a standardized
manner. The panel also reported that it is unknown whether the health
data are of any use for epidemiology research. Therefore, the panel rec-
ommended that a standard set of health records be collected routinely
and stored in a central data base.

* DOE's epidemiology programs were understaffed and lacked adequate
funding. For example, headquarters assigned only one epidemiologist to
manage the program, and low-level funding for this program precluded
the expansion of its research agenda. The panel estimated that the costs
of acquiring additional professional staff and the development of a
health surveillance program, coupled with the broadening of DOE's

health effects research, may require as much as $15 million more than
the proposed fiscal year 1991 DOE budget for epidemiology research.

SPEERA's report contained over 50 recommendations for DOE to improve
its occupational health and epidemiology program, including the
transfer of DOE's management of its long-term studies to Wis. On the
same day that SPEERA issued its report, the Secretary of Energy
announced several directives designed to develop a health program that
is responsible for ensuring that the managers of its facilities are pro-
tecting the health of its workers and residents of nearby communities.
These directives and their related initiatives are discussed in appendix
II.
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DOE's Initiatives to Restructure Its
Health Programs

In response to the recommendations that the SPEERA panel made, the Sec-
retary of Energy (1) established an Office of Health to conduct a com-
prehensive DOE occupational health and epidemiology program, (2)
directed the establishment of an advisory committee to provide external
advice, and (3) established policies that better ensure access to DOE's epi-
demiology data by independent researchers. Furthermore, he directed
the development of a memorandum of understanding Letween DOE and
HHS to transfer management of DoE's long-term health effects research to
HHS. As of December 1990, each of these initiatives was in various stages
of implementation.

DOE's Office of Health On March 27, 1990, DOE established the Office of Health, at the deputy
assistant secretary level within its Office of Environment, Safety, and
Health, to develop an occupational health and epidemiology program.
The establishment of such a program, according to the Secretary of
Energy, will provide ".. . for the first time, a single, definitive entity
that is responsible for ensuring that line management is protecting the
health of our employees and residents of nearby communities." Specifi-
cally, this office has consolidated DOE's health activities (e.g., industrial
hygiene, health physics, occupational medicine, and epidemiology) into
one central office to (1) facilitate communication among these various
health-related offices, (2) elevate the importance of health programs
within the Department, and (3) minimize duplication of efforts while
standardizing the collection of health data.

As depicted in figure 11. 1, the Office of Health is currently comprised of
three suboffices-the Offices of Health Physics and Industrial Hygiene,
Medical Programs, and Epidemiology and Health Surveillance. The
Office of Health Physics and Industrial Hygiene consolidated various
health programs that already existed within the Office of Environment,
Safety, and Health and is responsible for ensuring that managers of the
facilities carry out effective worker radiological and Industrial hygiene
protection programs. Under current plans, the Office of Medical Pro-
grams, formed from an existing office within the Office of Environment,
Safety, and Health, will be given more authority and staff to strengthen
and elevate its importance within DoEl's hierarchy. The Office of Medical
Programs will be responsible for protecting the physical and mental
health of DOE's workers as well as providing internal oversight of the
contractor's occupational medicine programs.
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DOE's Initiatives to Restructure Its
Health Programs

Figure 11.1: Organization of DOE's Health-Related Activities

SecretaryofEeg

of Environment, and1 Health Adioy
Safety, and H~ealth 0 oriitoo

Secretary of

t-:-::flo of Epid ,Iology an I.~eh Physics!
o-llt urIiianc! lga _!1

W. H :Mdia Pr ram

I, *lone

P.(Yision

9sRcently Established

--- Advisory

-Line of Authority

The remaining suboffice, called the Office of Epidemiology and Health
Surveillance, assumed responsibility for the epidemiology research pro-
gram which was dispersed throughout the DepartmenL. Specifically, this
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office, comprised of an Epidemiologic Studies Division and a Health
Communication and Coordination Division, will be responsible for (1)
developing and managing an occupational health surveillance system;'
(2) standardizing health data collection; (3) conducting quick response
epidemiology studies; (4) developing a system to provide independent
access to epidemiology data; and (5) communicating the results of epide-
miology studies to DOE management, workers, operating contractors, and
the public.

A main objective of the Office of Epidemiology and Health Surveillance
will be to develop an occupational health surveillance program at each
of DOE'S sites. To accomplish this task, DOE will request representatives
from organized labor, workers, and the public to actively participate in
the programs' development. The principal components of this health
surveillance system will be the collection of health-related data on cur-
rent DOE workers. The data can then be used to help ensure the prompt
detection of hazards to human health. Under current plans, the health
surveillance program is expected to be fully designed by the end of
fiscal year 1992 since it will take sometime to actually develop and
implement the program to meet the needs of DOE and its workers, To
conduct studies of the communities near DOE facilities, DOE proposes to
establish "Health Agreements" with the state health departments to
undertake these studies using DOE funds, Another element of this office
will be to communicate the results of epidemiology studies to the popu-
lation being studied. In doing so, DOE plans to develop a program
designed to communicate directly to the public through mechanisms
such as newsletters and reports,

The Office of Health will require additional staff to carry out these new
functions. DOE plans to increase this office's professional staff from 26
to 86 personnel by fiscal year 1992. Specifically, the proposed staffing
levels for the Office of Health for fiscal year 1991 through fiscal year
1992 are 69 and 86, respectively. According to DOE, officials, the current
shortage of qualified staff and competing demands for themn from
industry and other federal agencies may hinder DOE's efforts in
attracting qualified staff. For example, DOE will have to compete with
HHS for the same type of qualified personnel that fins needs to manage
DOE's long-term epidemiology studies. Even though the mission and
responsibilities of the office are approved, according to the Acting DOE

Deputy Assistant Secretary for Health, without the necessary staff the

I DOE's epidemiology program assumed the leadership role in developing a health surveillance system
in 1983 for the testing of surveillatnce methods and procedures,
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office will not be able to perform all of the assigned functions. The func-
tions will then have to be phased in as the additional staff is hired and
trained. Consequently, if DOE does not obtain the qualified staff, it may
not be able to perform all of its stated functions.

"DO "Advisoryr DOE is establishing a committee of 12 experts to advise and oversee DOE's

management of its environmental, safety, and health programs. As rec-

Committee and Local ommended by SPEERA, DOE needed to establish an advisory committee to
Participation oversee Its safety and health activities since its credibility has suffered

from its reluctance to allow independent oversight of its operations. DOE
responded to this recommendation by establishing the Environment,
Safety, and Health Advisory Committee to provide DOE with broad rep-
resentation, including public health officials, workers, and a non-voting
mis representative(s) to (1) obtain public comment on its activities; (2)
lend credibility to its actions; and (3) provide a balanced and unbiased
assessment and oversight of the mission and direction of the Office of
Environment, Safety, and Health. The Secretary of Energy will select
the committee members from nominations provided by groups outside of
DOE (e.g., trade unions and public health officials). DOE will also provide
funding and support staff to the committee. The committee is antici-
pated to be operational in early 1991.

The committee, when staffed, will provide oversight and evaluation of
DOE's environmental, safety, and health programs. Specifically, its pri-
mary functions will include recommending and advising DOE on the (1)
need for revised environmental, safety, and health standards; (2) guide-
lines for the release of health surveillance data; (3) research agenda for
the epidemiology program; and (4) appropriate policy for specific pro-
grams. The committee will report to the Assistant Secretary for Envi-
ronment, Safety, and Health. According to DOE officials and the
comrittee's charter, the committee is expected to meet about three
times a year and will serve in an advisory capacity without any formal
ability to enforce its findings and recommendations. Specific details con-
cerning the activtW -s of this advisory committee are still being devel-
oped; however, the committee's activities are intended to be conducted
in accordance with the Federal Advisory Committee Act which provides
for public attendance at and participation in the committees' meetings.

Dn also plans to solicit local participation in its research agenda for
descriptive studies from public groups. Under current planning, commit-
tees will be formed at DOE facilities where studies are being conducted.
These groups will have direct input into the design of these studies.
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Because these committees will represent the public being studied, it will
allow DOE to directly communicate the studies' results to the affected
populations. As yet, only two such local committees, at DOE's Hanford
and Rocky Flats facilities, have been formed.

DOE Program to During the past 45 years, various DOE facilities have been collecting,
through their health programs, health-related data on their employees.

Standardize and These data-health, exposure, environmental monitoring, and personnel

Release Its Data records-are required for researchers to conduct epidemiology studies
on DO•'s workers. The primary purpose for collecting these data was not
for epidemiologic research but for the health and safety of DOE's

employees. However, no uniform method has been developed for col-
lecting or analyzing the data, Only recently has there been an effort to
link together the data files that exist at the various DOE facilities.

Since 1989, DOE has been developing a data base to put into one place the
various types of collected data relating to human health. This data base
system, termed the Comprehensive Epidemiologic Data Resource (CEDR),
is being designed, in part, to provide independent researchers access to
the collected data so they can assess the validity of DoE's past studies
and any future studies that may be undertaken. The data base will
include data collected during previous and ongoing studies, related
death data from the state(s), and future data collected for epidemiologic
research studies. By allowing independent assessment, according to the
Acting Director of the Office of Epidemiology and Health Surveillance,
DOE believes it will enhance the credibility of the research It conducted
in the past as well as for future research.

During late 1989, DOE established the Epidemiology Research Task Force
to oversee, among other things, the development of the CEDR program.,3
The task force, in pursuing its objectives, established a steering group to
coordinate the development of the program and several ad hoc working
groups to carry out specific tasks. These ad hoc groups were to recom-
mend a method for standardizing the collected data and the design of
the supporting computer system. As a first measure to standardize the

21n collecting and storing this data, DOE recognizes the need to prevent the improper disclosure of the
identity of the individual workers to the users of this data base, Therefore, DOE has identified
various options to limit the ability of the user to ascertain the identity of the individual,

3DOE established the Epidemiology Research Task Force to coordinate the Secretary of Energy's ini-
tiatives to (1) have SPEERA evaluate DOE's epidemiology programs, (2) provide scientific advice of
its programs by the National Academy of Sciences, (3) allow independent access to DOE's epidemi-
ology data, and (4) develop CEDE,
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data, an ad hoc group began to design a survey of DOE facilities to deter-
mine the availability of data that would be useful for epidemiologic
research. Also, other working groups began assessing the types of vari-
ables that are required to conduct epidemiology research. In August
1990 the steering committee and the ad hoc groups were disbanded
except for the information systems working group-charged with rec-
ommending the design of the CEDR computer system--and the dosimetry
working group. According to the Acting Director of Epidemiology and
Health Surveillance, DOE decided to disband the committee and other
working groups because (1) the working groups tasks were completed;
(2) DoE's Office of Health has designated a program manager to develop
this program; and (3) the Environment, Safety, and Health Advisory
Committee and the National Academy of Sciences will provide the
"steering" for developing the CEDR program. Moreover, DoE decided not
to survey its sites because it will not be managing the studies for which
the data will be used. Furthermore, DOE contends that it would be more
appropriate for the HHs researchers managing the studies to collect the
pertinent data since they will determine the scope of the research.

During fiscal year 1990, funding from various other DOE programs was
used to support the CEDR program. Moreover, DOE's fiscal year 1991
budget does not specifically designate funding for this project but rather
includes it as part of another program activity. Consequently, funding
for the program could be easily diverted if DOE's commitment to this pro-
gram lessened. Furthermore, as written by two former DOE contractor
employees involved with this program, "without this financial commit-
ment, contractors cannot hire the staff needed .. arid the project will be
delayed." DOE intends to specifically designate funds for this program in
the fiscal year 1992 budget. 'ccording to DoE officials, this program
should be operational by the end of fiscal year 1992 at an estimated
developmental cost of about $3 million. This amount does not include
the future funding that will be needed to operate and maintain the
system.

HHS to Manage a In recent years, legislative and public concern has centered on DOE'S

objectivity in producing nuclear weapons while assessing the health

Major Portion of risks associated with operating its facilities. Moreover, SPEERA concluded

DOE's Epidemiology that ".,. . to restore public credibility, to assure the highest scientific

Research Activities quality, and to assure the independence of investigators, the Depart-
ment [DOE] needed an independent system for managing its long-term
epidemiologic studies." Therefore, to address SPEERA'S recommendation,
DOE has entered into a memorandum of understanding with HHs to
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manage and conduct analytical epidemiology research for DOE. A task
force, with staff from HHS and DOE, will be appointed for 1 year to
oversee and assist in the implementation of this memorandum of
understanding.

As outlined in the memorandum of understanding, HiS will be respon-
sible for conducting and managing epidemiology studies for DOE, Specifi-
cally, HHS will manage analytical studies of (1) workers at DOE facilities,
(2) residents of communities in the vicinity of DOE facilities, (3) other
persons potentially exposed to radiation, and (4) persons exposed to
potential hazards resulting from non-nuclear energy production, rins's
Centers for Disease Control will be the lead agency in managing this
research. HHS will also manage DOE's ongoing analytical studies (the
majority of DOE's current health effects research) and future epidemi-
ology health studies that may result from DOE's descriptive epidemiology
program.4 HHS has agreed to initially continue existing DOE grants and
contracts; however, mis plans to review all existing grants and contracts
to determine whether each project should continue or whether its scope
should be changed.

HIns plans to establish a new advisory committee and institute a peer
review system to manage these studies, rtis plans to establish a new
advisory committee, composed of non-federal parties including a non-
voting DOE representative(s), to recommend a research agenda on ana-
lytical studies to miS, DOE's Environment, Safety, and Health Advisory
Committee will also be able to propose analytical epidemiology studies
to the Iirs advisory committee to include in its recommendation for the
research agenda. tins will make the final determination on the types of
analytical studies that will be conducted. In awarding grants and con-
tracts for the studies identified in the research agenda, nmis plans to
employ its existing mechanisms such as a competitive system for project
renewals, open competition, peer review, and quality assurance for
research in progress.

DOE plans to transfer resources (funds and full-time equivalent employ-
ment levels) to itlis to manage the analytical epidemiology research pro-
gram. The funds can be used to manage the studies and support staffing
levels. Under the terms of the memorandum of understanding, DOME will
transfer approximately $17 million to mis in fiscal year 1991 for the
management of ongoing studies as well as for new research. Hlowever,

4Programns that 1l11S will minage include, aniong others, the health mid mortality studies and Ilan-
ford's Dose Reconstruction study,
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iHS will not undertake any new studies unless adequate resources are
available. The level of DOE funding for HHS to manage the analytical epi-
demiology program will be determined annually through interagency
agreements.
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