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EPA NOTICE

This report has been written as a part of the activities of
the Agency's Science Advisory Board, a public advisory group
providing extramural scientific information to the Admin- -
istrator and other officials of the Environmental Protection
Agency. The Board is structured to provide a balanced expert
assessment of scientific matters related to problems facing the
Agency. This report has not been reviewed for approval by the
Agency, and hence its contents do not necessarily represent the
views and policies of the Environmental Protection Agency.
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I. INTRODUCTION

The Congress required an evaluation of the health effects
research efforts of the U.S. Environmental Protection Agency in
section 8(d) of Public Law 95-155, enacted November 8, 1977.%

Subsequent to the passage of the Act, EPA's Science
Advisory Board formed a special committee to perform the
mandated evaluation. This Committee, named the Health Effects
Research Review Group (HERRG) and composed of experienced
scientists and research managers, began their task in May 1978.

The Act stated that the evaluation incTude the fo]]owing:'

1) The health effects research authorized by this
Act and other laws;

2) The procedures generally used in the conduct of
such research;

3) The internal and external reporting of the results

: of such research;

4) The review procedures for such research and
results;

5) The procedures by which such results are used in
internal and external recommendations on policy,
regulations, and legislation; and

6) The findings and recommendations of the report to
the House Committee on Science and Technology
entitled "The Environmental Protection Agency's
Research Program with Primary Emphasis on the
Community Health and Environmental Surveillance
System (CHESS): An Investigative Report.”

The Act further stated that

"the review shall focus special attention on the
procedural safegards required to preserve the scien-
tific integrity of such research and to insure
reporting and use of the results of such research

in subsequent recommendations., The report shall
include specific recommendations on the results of the
review to ensure scientific integrity throughout the
Agency's health effects research, review, reporting,
and recommendation process."

The word "research" takes on a broad meaning in a regula-
tory agency. For the purpose of this evaluation, health
effects research will be defined as requested by Mr. Costle in
his letter of June 17, 1978, to the Chairman of the Science
Advisory Board. A quotation from that letter follows.

*Section 8(d) of this Act requires that a special evaluation
of EPA's health effects research be prepared by the Science
Advisory Board “(SAB) and the report be submitted to the
Administrator, the President and the Congress.
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"To delineate the Congress' charge more sharply, I
urge the Study Group to define health effects research
to include all planned activities, collection and
analyses of data done within the Agency for the purpose
of adding to the scientific basis for understanding
the effects of environmental factors on human health.
This definition would include those activities within
the Agency which may be used to assess human risk, and
which support standard setting and regulatory deci-
sion and any activity which gathers new knowledge
about human health, or improves our understanding of
human health either directly or which can be used to
extrapolate to human health impacts.”

In view of the limited time available to the Committee,
this study focused on the collection and analysis of data
primarily to add new knowledge. The analysis of existing
information and data, which already satisfies generally ‘
acceptable criteria for scientific adequacy, was hot considered
to be within the scope of the charge to the Committee. Some
requested data were unavailable or not provided to the
Committee, therefore,the evaluation is not as complete as
initially anticipated or desired.




II. SUMMARY AND RECOMMENDATIONS

A. Summary

The purpose of this report is to summarize the nature of
health effects research in a regulatory agency, to describe the
current status of that function in EPA, and to present conclu-
sions and recommendations. Supporting data and reports
relating to individual ORD facilities are available but are not
included.

~ The Committee visited (either as a full or partial
committee) all EPA laboratories performing health effects
research., Interviews were conducted with senior laboratory
staff, managers, and bench scientists as well as with senior
managers in the Office of Research and Development (ORD) and in
the Program Offices. For the purposes of this report, a
"Program Office" refers mainly to the Offices of Water and
Waste Management; Air, Noise, and Radiation; and Toxic
Substances, as these are the offices responsible for developing
regulations and setting standards or tolerances in response 1o
specific legislative acts. A list of the facilities visited,
Committee members visiting each facility, and those EPA
employees interviewed or providing information can be found in
Appendices C and D,

The Committee also utilized the services of SAB members,
other scientists, and research managers on an ad hoc basis
{Appendix B).

Programs and facilities were evaluated using a number of.
criteria relating to the objectives of the research and the
quality of facilities, staff and results. Among these criteria
were responsiveness of the research function, research
influence in the decision making process, coherence of planning
and goal-setting between ORD and the Program Offices, and
quality assurance through peer review and publications.

The Committee interviewed many competent and dedicated
people with a real desire to work in a more effective,
efficient and involved way.

Research and development in a regulatory agency 15 a
complex task, one requiring research targeted to regulatory
requirements usually having short (six month to two year) time
frames. Research and development must be related to specific
regulatory needs., Identification of gaps in data and needed
research effort necessitates cooperative planning between
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program managers*, often unfamiliar with research, and research
managers, who are often insensitive to regulatory pressures and
requirements. Researchers, as professionals, may have
difficulty in identifying results which will satisfy reqgulatory
needs when these results are not in their scientific
specialties. Constantly altering budgetary allocations to adapt
to rapidly changing regulatory needs aggravates research-
program staff relations. For these and other reasons, ORD has
frequently been viewed as unresponsive by many program
managers, who do not, in general, depend upon ORD to support
their regulatory efforts. The Committee concluded that it
would require far greater joint planning and coordination of
ORD and Program Office staffs if ORD outputs, useful to
requliation, were to be commensurate with the funds allocated.
At present, it is not an effective or an efficient system. The
dilTemma of research in a regulatory agency is further treated
in Chapter IV.

The most successful and useful research programs were
found where there was a close working relationship and
understanding between scientists in the laboratories and their
counterparts in the Program Qffices. Such communications are
essential to an understanding of pricorities, quality demands,
timing and what was truly needed to back up the regulatory
process in the short and Tong terms. Poor results were seen
all too often, however, because close relationships did not
exist. ‘

Pilot research committees have helped to establish
essential communications between those who have direct and
indirect responsibitities. Where successful, the resulting
agreements, e.q., Drinking Water and Pesticides, have helped to
make research more responsive and have cut across jurise '
dictional barriers to establish objectives, goals and plans,
The pilot research committees are cone means to an end, but
shorter and more direct communications lines are needed between
data generators and data users.

Beyond a committee approach, there seemed to be little
consideration of organizational structures designed to
streamline decision making. Hopelessness was expressed many
times by those concerned when faced with the seemingly obdurate
character of the civil service system and the highly placed,
inflexible, and sometimes less than adequate individuals who
occupy unessential positions. Inflexibility makes it difficult,
indeed, to place people properly and to transfer or get rid of
people not performing up to expectations in their jobs.

*A program manager is defined as that person in the
Program Office who is responsible for developing the regulatory
or standard-setting activity for a specific program as mandated
by legislation. A research manager is that person in ORD who
is responsible for formulating, planning, and executing specific
research programs. ;



Recent changes in the civil service laws were not seen as
adequate to effect much improvement. Desirable changes can
occur, but they will require enormous effort, training in, and
application of the principles of management by objective and
job performance evaluation to establish a clear understanding
of what is expected of each employee.

B. Recommendations

The Committee recommends that:

(1) ORD and Program Office
leadership take immediate steps to
coordinate all research planning and
activities in the Agency. Joint
planning to identify information needs
must begin as soon as a decision is
reached to prepare a regulatory
proposal.

Immediately following a program decision te develop a
regqulatory proposal, Program Office and ORD staff should be
assigned to review existing information needs. This group
should be given authority to organize Program Office-0ORD staff
to identify regulatory needs for specific proposals and outline
the required research to fill the gaps.

(2) ORD continue to use
appropriate research committees, but
they should not be ORD's exclusive
planning mechanism.

Research committees, initiated on a pilot scale in 1978 to
help ORD plan and coordinate its research activities with the
Program Offices, should be used sparingly. These research
committees, really task forces, will be most useful when
research needs .relate to multiple Program Offices and
laboratories. :

The research committees should be used for identification
and prioritization of needs. These committees should not be
involved with research implementation.

Key managefs within ORD should devise mechanisms to
develop well understood objectives, goals, plans and measures of
performance for how research should be conducted.

The Committee does not believe that it will be possible for
ORD to fulfill its function without extensive agreement by key
personnel on objectives, goals, plans, and measures of
performance. It might be helpful for ORD to hire experienced
management specialists, as consultants, to help address some of
the difficult managerial problems which currently exist.
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ORD Teadership must take steps as soon as possible to work
out an understanding with Assistant Administrators in the
Program Offices to simplify and shorten lines of communication
and to cut to a minimum the reprocessing of decisions by the
Washington ORD staff.

(3) The scientific staff of ORD
identify subject areas and establish
active investigatory groups to pursue
long term research essential to
regulatory needs. (Implementation of
recommendation 1 will ensure that long
term research efforts remain '
relevant.)

There should be a long-term ORD dinvestment in researchers
and facilities to develop highly active and productive groups
in those research areas which are central to Targe segments of
the Agency's regulatory activity. Allocation of a specific
percentage, at least 10%, of the ORD budget for relevant
research in case subject areas seems to be reasonable,

{(4) The incorporation of ORD
research results into criteria,
standards, and regulations be
strengthened,

ORD must stress, at all levels, the importance of producing
results and assisting with their incorporation into regulations
and standards, ORD has neither fully recognized or accepted this
criterion for judging its efficiency, nor developed mechanisms
for efficient utilization of research results by Program.. . .
Offices. ORD does not maintain records of results which have
been incorporated into regulations,

The formation of the Environmental Assessment Groups is a
step in the right direction, Part of the responsibility of
these groups should be the documenting of whith research results
have been utilized, the continuing audit of the usefulness of
ORD results to reqgulations and standard setting, and getting
feedback from the Program (Offices about the research and
research planning activities. The Committee found the model,
outlined on page 9 of Volume III of “"Research and Development in
the Environmental Protection Agency," to be still relevant for
Agency use,

{5) Responsibility and
authority for implementation of
research and reporting of research
be vested in the Taboratory
directors and the staff scientists,
after agreement on research plans.



The Committee feels that too many specific directions
regarding research impiementation come from headquarters. This
prevents the scientists from using their talents and diminishes
the scientific climate for innovative research.

(6) After agreement on
responsibilities for research
implementation, Taboratory
directors and their scientific
staff be permitted to performed
their assigned tasks. (See
recommendation 5,)

Laboratory staff need protection against unwarranted
mandates, incursions into allotted time for research, and
reorganizations and spurious changes in policies that occur with
the all-too-frequent changes in leadership. The scientists also
need a sense of the Agency's long range commitment to its stated
goals.

(7) An expansion of the
Interagency Regulatory Group (IRLG)
activities be carried out. The
excellent planning initiatives of
IRLG should be extended to include
environmental health research.

The IRLG is seen as an excellent beginning with the
potential of reducing duplication and confusion among agencies.
This effort should be extended to strengthen coordinatiom of
research planning by all agencies conducting env1ronmenta]
health research.

(8) A simple, easily under-
stood accounting system be
established for planning, assigning
and monitoring use of funds and
personnel relative to ORD's
intramural and extramural programs.

Effective use of limited funds and personnel requires that
they be carefully managed. The accounting systems now in use
are inadequate. At the present time, analyses are not performed .
to place in perspective salaries, equipment costs, services, "
et¢. Those cost breakdowns are necessary to give ORD
information about responsive and nonresponsive work at the
different laboratories performing health effects research.

(9) Standard procedures for
awarding contracts, grants, and
cooperative agreements, and
monitoring extramural research be
simplified and enforced. :
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Current eltaborate rules for contract and grant awards
should be reviewed and revised to promote efficiency and
timeliness of extramural awards. All personnel must adhere to
these new procedures. This would end the current abuses of the
extramural award system. Procedures should be adopted to ensure
adherence to the new requirements after revisions are made.

The monitoring procedures should indicate methods for
evaluating the performance of contractors and grantees during
and after completion of their work. Furthermore, the extramural
research results should be published in peer reviewed scientific
journals. EPA-published reports are no substitute for open
literature publications.

Adequate travel funds should be-allocated for proper site
visits and for monitoring of extramural work. Presently, there
is no routine, operational audit of the quality of extramural
research.

Responsibility for extramural research (planning, awards,
and monitoring) should be made according to the staff's
capabilities to effectively plan and monitor such research. This
should take into account the amount of independent in-house
research expected from the staff scientists. Extramural
monitoring assignments should only be made to scientists who
have demonstrated professional competence and are thoroughty
familiar with how research is conducted in the field being
monitored.

(10) Scientific peer review of
proposals, programs, and intramural and
extramural research be greatly
intensified.

Scientific credibility and defensibility of research done
in support of regulations are key elements of the success and
acceptance of the Agency's role by the public. The Committee
feels that, to the maximum extent practical, scientific peer
review mechanisms should be utilized to improve the quality of
final research results,.

A1l programs and organizational units should be
periodically subjected to peer review by qualified scientists
from outside the Agency. A1l proposals and completed research
should be reviewed by peer scientists within the Agency, and
representative items should be reviewed by scientists outside
the Agency. '

The quality of research in EPA is important not only
because any research should meet standards acceptable to the
scientific community but also for reasons derived from the
regulatory nature of the Agency.
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To ensure acceptability of research results, the studies
must be reviewed by one's scientific peers and published in
reputable scientific journals. Failure to so treat results of
research investigations involves the risk that review will occur
at a later date, in a adversary situation, with possible
refutation of results and embarrassment to the Agency.

(11) A dual-ladder promotional
system be implemented for quaiified
scientists to advance in grade and
salary without having to undertake
supervisory or managerial
responsibilities.’

Presently EPA has a promotion ladder inadequate to allow
scientists to remain in the laboratory and be promoted strictly
on the basis of their scientific excellence. EPA suffers from a
poor reputation as far as the scientific quality of its health
effects research is concerned. This reputation is not totally
deserved. There does need to be a system whereby both qualified
scientists and qualified managers can each advance and be
rewarded in their own fields.

Well qualified personnel are the key ingredient to the
conduct of a scientifically sound research program. At the
present time, there are both formal and informal procedures that
encourage scientists seeking promotions to accept supervisory
and administrative responsibilities, thereby reducing the amount
of time they have to spend on laboratory research.

When personnel are assigned to senjor management positions,
primary consideration should be given to individuals who have
demonstrated scientific and managerial capabilities; an -
understanding of how research is planned, conducted and
reported; and the ability to communicate research information
and needs to both scientists and non-scientists.

(12) Research management give
immediate attention to instituting,
in the laboratories, a variety of
procedures to create an atmosphere
conducive to scientific excellence.

Even though the laboratories are located on or near
university campuses or other research institutions, EPA
scientists were somewhat outside the mainstream of scientific
events. The Committee, therefore, urges management to regularly
schedule seminars in which both outside scientists and Agency
scientists participate, invite outside scientists to spend time
in EPA laboratories (in addition to use of the Interagency
Personnel Agreement--IPAs), encourage EPA scientists to spend
time in outside laboratories (an exchange program), sponsor
workshops and symposia, and generally institute a closer
interaction with geographically close institutions.

12



(13) ORD and senior Program Office staff
rotate assignments, preferably on the basis of
those ORD and Progam organizational units
which consistently interact.

It is essential for effective performance that Program
Office and ORD managers understand the problems and capabilities
in each organization. Program managers are often unfamiliar with
research planning, laboratory work and the inherent time
consiraints, Likewise, research managers are often unaware and
insensitive to regulatory pressures and requirements and with
the dilemma of how fto present data in a form useful to the
Programs.

{(14) The research program
using the clinical inhalation
exposure facility at Chapel Hill,
North Carolina, be fully staffed and
a sound research program implemented
as soon as possible,

The ¢linical inhalation facility at Chapel Hill is a unique
facility, engineered to deliver the desired exposure levels;
however, the scientific program, staffing, and plans to utilize
the facility are totally inadequate--a very conspicuous waste,
as it now stands.

ORD should immediately assess the future need for and use
of this facility, establish goals and support for the facility,
and assure that the facility is not wasted--even if EPA has to
make it avaiiable to outside groups. This facility was designed
for lTong range studies to accurately assess and predict the
potential adverse effects of selected environmental chemical
agents.

The inhalation program, once developed, should be
scientifically peer reviewed and approved.

13



[11. COMMITTEE MEMBERSHIP, APPROACHES AND PROCEDURES

A. Committee Membership

The Health Effects Research Review Group (HERRG) consisted
of core members and consultants selected for their scientific
expertise and research management skills. The consultants
supplemented core members and were used to provide specific
expertise for the evaluation of individual laboratory programs
or special topics of research. A 1ist of Committee members and
consultants is Appendix B.

B. Appgoach to the Assessment of R&D and Procedures
Use - .

It was apparent from the outset that the Committee needed a
¢lear understanding of the mission of health effects research as
seen from the viewpoints of the personnel in both the various
Program Offices and ORD. Responsiveness of the research function
to the pressing. (often mandated) needs of the Program Offices
has been inadequate in the past; this probliem has been clearly
described in a report by a committee of the National Academy of
Sciences, Analytical Studies of the U.S. Environmental
Protection Agency, Volume I11: "Research and Development in the
Environmental Protection Agency," 1977.

Of necessity, the Committee had to subdivide much of its
investigation into small study group activities. A common
approach was taken to make it easjer to analyze and assemble” the
findings of the various study groups into an integrated final
report. Thus, the research function of the Agency was to be
analysed in'the context of the regulatory responsibilities of
the Agency, which in turn requires a reliable and defensible
data gase for decision making. The Committee agreed that
research can only be understood if the reciprocal relationship
between the users of the information (the Program Offices) and
the generators of the information (ORD) was examined. The
perceptions of both,the generators and the users were,
therefore, to be probed to determine if there were shared goals
and a shared understanding of what is known, what 1is unknown,
and what needs to be known. It was also necessary to determine
whether there was a shared understanding of the time frame
necessary to generate or assemble the needed data. These
perceptions were to be examined at several hierarchical levels
to determine if the intentions of the supervisors were accepted
in a way that motivated the respective organizational units
regardless of location or attitudinal preferences,

"While conducting interviews and fact-finding sessions,
Committee members tried to use some of the following checkpoints
as they were appropriate for the various situa-tions. These
points were the basis for the formulation of this report.
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d. Checkpoints relating to the mission of health
related research as it supports short-term and lTong=-term

Agency needs:

1.
2,
3.

Responsiveness of the research function (as
defined at the outset)

Sense of urgency and commitment of the
research function

Research influence on Judgments made on the
decision making process (level of influence
and dependence by the program offices)
Coherence of planning and goal setting be-
tween the Program Offices and ORD (Are
budgets really reconciled and supported

by both the Program Offices and ORD?)
Examples of good and poor responses by ORD
How and by whom is the decision made to
initiate and conduct specific research
investigations?

How are information gaps identified? How
are long-term trends with potential
environmental impacts identified? How are
long~term research needs defined and planned
Lo assure budgetary support?

Beyond the Program Offices and the ORD
functional organizations, what other factors
help influence what research is to be done?

b. Checkpoints relating to the quality of health
effects research as it supports short-term and long«term

Agency needs;:

1.

Quality dssurance;

a) Good laboratory practices

b) How is quality assurance implemented to

improve the defensibility of resultg?

c) Evidence of attention to detail] and
carefulness (facilities, work flow,
housekeeping, attitude, safety program)

d) Personal scientific integrity,
inctuding quality of planning and
experimental design, rigor of analysis,
courage to disprove one's hypotheses
{or hypotheses of a superior), and
acceptance of opinions of qualified
peers

e} Can the most qualified people be

‘ quickly identified?

f) Is the civil service system seen as a
positive factor in the encouragement of
a good research program within EPA?

15



2. Publication of results {reporting)

a) In journals requiring scientific peer
review, internal government
publications, journals or meetings not
requiring scientific peer review

b) Methods for approving manuscripts
before release or publication

c) Is publication seen as helpful to
career development?

With these checkpoints in mind, the Committee conducted
its assessment through a series of fact-finding sessions and
public meetings in Washington and in various EPA laboratories
(see Appendix C). The Committee chairman and co-chairman first
discussed the charge and the plans for accomplishing the
evaluation with the appropriate Congressmen and their staffs.
Subsequently, the Committee met with the Administrator, the
Assistant Administrators and other senior EPA policy and
management staff in various Program Offices, and with
representatives from the regions, laboratory directors, senior
science managers, and individual laboratory scientists
{(Appendix D). The Committee members reviewed legislative
mandates, various FPA documents, and other papers and memoranda
relating to the Committee's charge.

16



IV. RESEARCH IN A REGULATORY AGENCY: THE CONFLICT DEFINED

A, Present and Future Agency Needs for Data

Volumes have been written on regulatory agency
research needs in general and on EPA research needs in
particular., Therefore, the Committee approached the subject of
the research and development needs of EPA with trepidation and
elected initially to describe the pressures and constraints
imposed generally upon a research and development group in a
regulatory agency and those imposed upon EPA in particular.

Program administrators in regulatory agencies are captives
of the calendar deadlines imposed for regulation by the specific
statutes they enforce. These agencies routinely deal with
Congress, irate constituents, citizen groups, the media, and
others. The professional skills which contribute to their
success and/or survival are all devoted to integrating immediate
pressures and existing knowledge into a set of regulations
acceptable to all, This is a difficult situation, one requiring
sensitivity to human behavior and appreciation for the relevant
available data base. Regulations are usually compromises, their
political socio-economic impact and whether they can be
enforced. The scientific and technical bases for a regulation
will be put to rigorous test if, and only if, the requlation is
thallenged., Judicial review will incorporate and consider all
relevant data; an administrative "gamble" made in the absence of
sufficient data to support regulation will very likely lead to
remanding the rule to the Agency. Development, promulgation and
enforcement of regulations, particularly in an area as
underdeveloped and evolutionary as environment, is a difficult
gexercise.

The formal challenges to regulation are cyclical. Because
of inflationary pressures on regulatees since 1976, there has
been an increasing trend toward challenging environmental
regulatory promulgations. The courts have been sympathetic to
the innovative promulgations of EPA, but the economic impacts of
EPA administrative interpretations of enabling statutes have led
to regulatee demands for more complete substantiating data for
promulgated rules; those demands will increase in the future.
Even those sympathetic to prudent Federal environmental
regulations are demanding higher standards of proof during this
highly inflationary period of increasingly demanding and varied
Federal regulation, Because environmental rules are still
perceived by many as a luxury affordable only by a prosperous
private sector, EPA must anticipate continucous, more
sophisticated private sector challenges because of inflationary
pressures.

17



These challenges will be overcome only by convincing
arguments for regulation, arguments drawing upon defensible
data. These data will have to relate specifically to
improvements in human health if EPA is to fulfill its mandate as
an Agency. In the future EPA will increasingly have to document
health gains anticipated from allocation and expenditure of
large sums of money for regulation and control of environmental
pollution. '

B. Investigatory Time Frames

: Specific statutes include timetables for regulation
assigned by Congress. The Agency has formulated a table of
regulations scheduled or in progress (Appendix E). Program
administrators will formulate these regulations with whatever
data are available prior to and until the scheduled completion
date. In general, schedules for EPA to write regulations are
short; 6-12 months is normal, while 18 months is considered
long. These are short time frames for generation of new
information in the laboratory or in the field. EPA Research and
Development Office (ORD) personnel have had enormous difficulty
responding within the time allotted. It is essential that ORD
and Program O0ffice personnel carefully evaluate information
needs critical to implementation of scheduled regulations. This
must be done-as soon as a statute is assigned to EPA for
enforcement, - In this way, ORD will be able to utilize the
maximum available time to generate needed data for regulation.
We did not perceive that research needs are routinely approached
in this manner.

C.‘ Investigator and Program Staff Interactions

The perceived needs of program managers are usually
very specific and often conflict with needs perceived by
researchers., For example, researchers may regard experiments
requiring toxicity data from animal exposure to pollutant agents
at concentrations far in excess of those 1ikely to occur under
normal exposure as of 1ittle relevance to scientific
understanding. Program personnel, however, may regard
demonstrated toxicity data, even at unrealistically high
exposure levels, as a rationale for regulation. Sorting out
these differing perceptions requires personal interchange if ORD
is to respond in a timely and meaningful manner. Too often in
the past the Program Offices have perceived ORD as unresponsive
because results were of a kind different from what had been
anticipated and because research time frames were too long to
allow the Program Offices to use the data produced. Under these
circumstances, program administrators did not look to ORD for
solutions to their problems.
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Principal Program Office and ORD administrators are located
in Washington, D.C. ORD investigators are located in laboratory
facilities throughout the nation. Specific administrative
mechanisms are required to ensure that communications occur
between Program Office administrators and ORD investigators as
research in support of specific requlations progresses., In 1978
five research committees were initiated on a pilot basis to help
ORD plan and coordinate its research activities and become more
responsive to the needs of designated Program Offices. These
pilot research committees have helped to provide an essential
communication function; furthermore, they have helped to
establish understanding and commitment to objectives, goals, and
plans. Carefully selected research committees are seen as a
means to an end, although a cumbersome one, because their
meetings help to educate those who need to know. In the Tong
run, however, the functions served by the pilot research
committees need to be institutionalized so that laboratory
directors are not excluded from key roles in leadership or from
maintaining a high level of competence in their respective
tTaboratories.

Program administrators frequently have their primary
training in the legal or engineering professions; they are often
not familiar with the state-of-the-art of OQRD scientific
research. ORD utilizes scientifically trained personnel at all
levels of the organization, those working at science on a daily
basis. One can draw flow diagrams of the decision making
processes in a regulatory agency, diagrams illustrating ORD and
Program 0ffice personnel interactions. However, in the final
analysis, exchange of information and resolution of issues is
required of persons with essentially different bases of
understanding., There will be a major built-in obstacle to
communications between ORD and Programs (Offices as long as CRD
relies entirely on scientific managers and the Program Offices
on managers who pride themselves on their pragmatic approach,
managers grounded in law and/or engineering sciences. By one
mechanism or another (rotation of assignments, creation of new
positions for complementary professionals in each Program Office
and ORD), there must be promotion of ORD-Program Office
communication by ensuring that senior managers have a common
Tanguage(s).

D, Evaluating the Responsiveness of ORD

The responsiveness of ORD is judged by a variety of groups
and individuals, including EPA program managers, Congress,
citizen groups, and the media, to name a few. The Committee
probed primarily EPA program managers' perceptions of ORD's
responsiveness to their needs. Senior program managers have
indicated that there have been recent improvements, but much
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remains to be done. In the past, many Program Offices did not
participate in ORD planning. Recent joint ORD-Program Office
research planning exercises, such as the pilot research
committees, have caused Program Offices to be more favorably
disposed toward QORD activities. ‘

Ultimately, ORD's response to the Program Offices will be
more stringently judged by how effectively the research results
meet the specifi¢ needs of the regulators in a timely and .
scientifically rigorous fashion. The current auspicious climate
for ORD pilot research committee planning must not be confused
with future ORD outputs necessary to satisfy hard-pressed Agency
program managers. For this reason, the major ingredients of ORD
research that would allow ORD to be considered "responsive" to
regulatory.program needs will be briefly discussed. Following
this discussion will be comments on the current EPA research
process from the planning stages to the final utilization of
results by Agency Program Qffice staffs.

The timinyg of the delivery of research results to a Program
Office is a major factor contributing to the perception of QRD's
responsiveness to Agency needs. Regardless of the quality of
research results, they are viewed as only marginally useful if
available after statutory deadliines have passed. One can argue
that in the long run "late" results will be integrated into
environmental programs, but this does not engender Program Office
staff confidence in or support for ORD.

The scientific and technical soundness of ORD results is
¢rucial if EPA Program Offices are to sustain their requlatory
positions. Transfer of weak results by ORD will lead either to
rejection of these results by administrators or to utilization
with subsequent public embarrassment upon disclosure of a weakly
gupported position and/or reversal of the Agency position by the

ourts.

In addition to being scientifically defensible, research
results must be targeted to meet Program (Office needs. Needs
must be commonly perceived and agreed upon by researchers and
program administrators. Dictation of needs by regulatory staff
to researchers can result in untimely and fruitless
investigations; Tikewise, researchers with inadequate
understanding of program needs may pursue scientifically sound
studies which are irrelevant to the Programs.

The understanding of ORD results by potential users is
probably a major ingredient of the perception of responsiveness.
ORD must not only deliver sound resulits in a timely manner, but
must also translate these results into terms and concepts
understandable to the users, j.e., the Program Offices. ORD has
a responsibility to assist its users in understanding the
strengths, weaknesses and full significance of those research
results transmitted for Agency use.
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The above ingredients of "responsiveness" relate to the
research function as it serves regqulatory needs. Each ingredient
must be carefully developed and nurtured, literally on a project
basis, if expectations of ORD efforts are to be fulfilled.

With this brief introduction to the demands placed upon
ORD, specific aspects of performance of health effects research
and development in the Agency will now be discussed.

E. What is an Investigatory Product in a
Requlatory Agency?

The investigatory product in a regulatory agency is that
body of scientific information and data base which is either
available to or resides with the scientific staff. The product
must be provided to the Program Office in a form that is useful,
understandable, and defensible in setting reasonable standards
and for writing regulations.

This scientific information can be provided to the Program
Offices in many ways. The best way would undoubtedly be to have
the research described and published in professionally peer
reviewed journals, but information can also be provided through
monographs, letters and verbal presentations. The key to the
desired investigatory product is for the Agency to have an in-
house core of capable scientists who understand the regulatory
and standard setting requirements, who can perform the necessary
literature searches, can perform their own research and evaluation,
and can freely attend professional scientific meetings where
discussions and information exchanges occur.
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V. OBSERVATIONS OF CURRENT EPA RESEARCH AND DEVELOPMENT

A. ldentification of Research Needs

_ ORD can be viewed as a large multifunction apparatus
capable of responding in a variety of modes if appropriate
planning of the necessary dynamics and a complete "tune-up"
occur prior to "start-up." The initial step is to identify the
reguired outputs. ORD outputs should be responsive to regulatory
needs, in the short or long term. At present and, indeed, during
the entire history of EPA, short term R&D needs have been
stressed. We do not see any conflict between simultaneously -
sustaining research programs with long (years) and short term
(months to years) goals, provided Program 0ffice~0RD concurrence
15 reached :as to these goals.

Historically, Program O0ffices outlined needs according to
their perceptions of the problem. It was a hierarchical
planning process which gave the scientists at the Taboratory
little understanding of what was needed or why. Laboratory
scientists often communicated with lower level Program Office
staff who did not fully understand the needs and priorities of
their program.

There seems to be no systematic identification of
information gaps (research needs) in the Agency. This
identification should take place as soon as EPA receives
legislation on which it must act; it requires close cooperation
between the appropriate Program Office and ORD scientists,
especially those in the laboratories. These staff members
should carefully analyze the Act to assess what the Agency must
do to gather the needed information and to fulfill the
requirements of the Act. Additional research needs come from the
process of drafting regulations and from writing the criteria
documents when perceived needs for information are recognized.
Better identification of needs takes place when there is a close
association between ORD and the Program Office, but this must be
directed throughout the Agency in a systematic way.

Long-term (anticipatory) research in subject areas central
to Agency responsibilities should be planned as a natural
gxtension of the identification of gaps in the data base. It
cannot be designed in a vacuum, as an activity to be Initiated
or terminated at will, When effective ¢ooperation occurs
between ORD laboratory and Program Office personnel and when
effort is expended to define common objectives, goals, and
plans, opportunities are likely to arise for defining relevant,
long=term research programs.

The perception of needs for Tonger term research arises
from the interaction of key regulatory people and creative
researchers who are in touch with the issues and the scientific
literature, :People who do research, read scientific literature,
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attend meetings and work cooperatively with the Program Offices
are those with the best resources to define needs., The
Committee believes that the stress on identifying long-term
research needs must come from ORD and that more attention must
be devoted to identifying these needs and pursuing the
associated research studies,

The pilot research committees have helped to identify gaps
deserving further research effort, to date only short term; but
even this has helped to gain better insight into Agency
priorities, Because of the large number of people involved,
these pilot research committees are cumbersome, but they have
forced a meeting of minds among key people in the Program
Of fices and ORD. In fact, the jdentification of research needs
by individuals with diverse backgrounds and responsibilities is
a very strong feature of the pilot research committee effort and
should be retained regardless of the ultimate fate of the
activities of these committees. This should be expanded to
include identification of long term needs.

Several efforts at identifying research gaps and
implementing research should be highlighted., The Drinking Water
Program has been an example of effective cooperation in
identifying and implementing research needs, whereas the Human
Inhalation Exposure program at HERL, RTP (Chapel Hi11) and the
Animal Exposure Program at HERL, Cincinnati are examples of very
poor coordination. In the area of pollutant inhalation studies
on human subjects, the scientists of the Chapel Hill facility
have attempted to implement longer range studies to predict and
assess more accurately the potential adverse health effects of
selected chemical agents. In general, ORD administrators have
been sympathetic to funding short-term inhalation projects, but
have not been supportive of longer term inhalation research
programs. The Inhalation Toxicology (animal model) Program at
HERL, RTP, on the other hand, was enthusiastic about its
relTationship with the Program Office. This group is well
supported, largely as a result of & sustained effort by the
section leader to keep close contact with ORD and Program Office
personnel in Washington. Development of new methodologies was
considered to be a major responsibility of the group working on
animal inhalation toxicology; they expressed the desire to be
involved in toxic substances support as well. This group also
supervised contracts and grants., Management of both grants and
contracts in addition to the "in-house" responsibility was seen
as & desirable component of the total job done by the Inhalation
Toxicology Section. A key element of this program seemed to be
the desire on the parts of the Program Office and the laboratory
to engage in cooperative planning and goal setting. The result
is a very spirited and productive group of researchers.
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Scientists in the Diesel Exhaust Program at Center Hill
(Cincinnati) clearly foresaw the emerging importance of diesel
engines and attempted to start long-range research several years
ago. These projects were turned down by ORD staff members in
Washington, who have recently recognized the need for such
studies. Work is now frantically underway to obtain needed
results to meet the statutory deadline for establishment of
diesel emissions criteria.

B, Planning Research Projects

1. Budget Formulation

. During the period of our Committee review, the Agency was
in the second year of zero based budgeting (ZBB), i.e., fiscal
years 1979 and 1980 budgets were in progress. Funds are
authorized and appropriated directly to ORD in categories
related to enabling legislation or special projects.

Prior to the introduction of the ZBB process, senior ORD
personnel often established project allocations without
communicating with Program Office managers. The zero based
budgeting process has been an exasperating {but probably
desirable) experience for all concerned--Program Offices, ORD,
and laboratories alike. It has forced a certain amount of
communication and has led to some good, though tortured,
outcomes, especially in the pilot research committees. However,
comminications are still occurring only between ORD and Program
Office personnel of relative seniority. We perceive that many
bench scientists in ORD do not understand the relationship of
their work to overall QORD and Agency goals. If communication
- involved the laboratory investigators doing the work, even more
effective decisions could be reached, while simultaneously
gaining the commitment of the researchers to the work.

An additional budgeting problem is the mismatching of
personnel ceilings and funding for specific programs and
laboratories. Numerous examples were found in which program
areas in specific laboratories had very few or no people
assigned and relatively large amounts of funds available. In a
few instances, relatively large numbers of personnel were
assigned with limited funds available. At the headquarters
level, the view was frequently expressed that OMB had minimized
management's latitude for shifting personnel between programs to
better match program needs and fund allocations. Laboratory
persannel expressed a feeling of hopelessness in dealing with
the problem and were, on occasion, forced into the unrealistic
posture of showing, for the record, programs with substantial
funding managed with zero personnel; obviously this doés not
happen. The people who are assigned to manage the program
simply charge their time to some other program that has a more
adequate manpower ceiling, The result is manpower accounting by
progam that is suspect, at best, and probably of limited value.
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Clearly, if laboratory directors are to be effective research
managers, they must be given the Tatitude to utilize assigned
personnel without rigid program area constraints. A change in
approach should allow laboratory directors to place increased
emphasis on developing the appropriate mix of disciplinary
skills of their staffs to better serve current and future
program needs.

Allocation of travel funds is another budget problem. When
travel funds are allocated to the laboratories, consideration
should be given not only to the number of scientists in the
laboratories, the degree of participation in extra laboratory
Washington mandated activities, and the required extramural
program monitoring required, but also to the geographic Tocation
of the laboratories with respect to these activities and to the
location of national scientific meetings. Furthermore,
increased flexibility should be given to the laboratory
directors for control and utilization of travel funds. For
example, the laboratory director at the ERL in Dultuth should be
authorized to approve travel for his staff to go to Canada. One
of the major functions of this laboratory is scientific
cooperation with their counterparts in Canada. Yet this
collaboration is minimal because travel to the Canadian
Taboratory in Thunder Bay is considered foreign travel and must
be approved each time, well in advance, by ORD headquarters in
Washington.

2. Research Program Formulation

The Committee senses that the major contribution of the
pilot research committees in program formulation has been to
overcome previous inadequacies in planning and to initiate
discussions of research by the many individuals with an interest
in the outcome and utilization of the work. The previous "old
system" of hierarchical planning failed to establish
understanding and commitment by those who should have been
involved. The pilot research committee approach to planning has
been warmly endorsed by laboratory staffs because they,
personaltly, provided inputs and gained familiarity with and
perspective of the entire program and an awareness of their
projected contributions to the entire program. This type of
"grass-roots" motivation must be retained, but the leadership
must also be involved in the process. Methods need to be
established to institutionalize the involvement and commitment
of the staff through proper involvement of laboratory directors,
as well., Pilot research committees are a useful means to an
end, but they are no substitute for accountable leadership,
which must be responsible for the integrity and quality of the
final product.

When laboratory personnel did feel that they had an
influence in setting priorities, they became involved with input
to the Program Offices, became involved in the objective
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setting, and became involved in the design of protocols to meet
objectives, The drinking water projects are outstanding
examples and illustrate many of the elements of success that
need to be emulated by others. The reputation of the people,
their professional standing, and the history of performance
stemming from the Cincinnati laboratory and its predecessor, the
Taft Center, are influential factors which command the respect
and attention of the Program Office. A critical factor in
responsive and quality programs is the need to maintain a
continuum of qualified, knowledgeable personnel. Also, it is
important to recognize that, in the drinking water program
office, there are counterparts to ORD staff who understand the
scientific and technical issues.

3. Pre-project Evaluation of Productivity and
Costs

The laboratories in ORD are mostly media oriented, and
scientific program projects and resources are assigned
accordingly without assessment of the cost-effectiveness of
performing research in each specific laboratory. '

ORD, or an outside agency, should perform a yearly
assessment of each laboratory's past performance with respect
to the quality of the research information produced, the
timeliness of delivery of research results, the cost-
effectiveness of the Taboratory, and other factors which deal
with a laboratory's performance and productivity. Only after
such assessment has been performed and deficiences corrected
should the scientific work {decision units) and resources be
assigned to a specific laboratory. '

4. Good and Poor Planning
a. Some examples of good responses by ORD

-The drinking water program at Cincinnati

-The animal _inhalation toxicology program at
RTP .

-The pesticide pilot research program
involving program and laboratory personnel

~-The Wenatchee Laboratory studies of field
exposure of applicator to pesticides
(retevant work goes back in history and
should be better utilized)

These good responses all have a very important commen
element; namely, the participants work at good communication.
Objectives, goals and plans are understood by the affected
parties. Solid scientific approaches are being utilized and
researchers in the laboratory are involved with personnel in
the Program Offices. .

26



Figure
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. b. ~ Some examples of poor responses by ORD

The Human Inhalation Facility at Chapel Hill is an unusual
facility, engineered to deliver the desired exposure levels,
but the scientific program or plan to utilize it is totally
inadequate~-=- a very conspicuous waste.

The Diesel Exhaust Program at Center Hill was prevented
from doing adequate dosage response tests because of directives
from Washington. The Epidemiology Program associated with the
Diesel Emissions Program lacked adequate and mature direction.

C. Performance of Research

EPA's intramural health effects research is conducted in
two major laboratories and in portiens of three other
laboratories, which were established primarily for other
purposes. The major laboratories are Research Triangle Park,
North Carolina, and Cincinnati, Ohio. Small programs are in
effect at the environmental biclogy laboratories at Duluth, Gulf
Breeze, Narragansett, and the Environmental Monitoring and
Support Laboratory, Las Vegas. There are also health-related
field laboratories in. Wenatchee, Washington and W. Kingston,
Rhode Island.

A11 of the laboratories have close relationships with
neighboring universities; in some cases the laboratories are
located on university campuses (the main Cincinnati Laboratory,
the W, Kingston Laboratory, and the Human Inhalation Facility at
the University of North Carolina, Chapel Hill).

1. Adequacy of Facilities for Research

The facilities of the health effects laboratories are
generally excellent. The major exceptions are the RTP
laboratory and the W. Kingston facility, neither of which was
built for biomedical research purposes. Some laboratory
buildings, on the other hand, were constructed for biomedical
research within the past five years (e.g., Cincinnati). In
spite of limitations of physical plant, such as the absence of
modern animal care facilities at Research Triangle Park, EPA
laboratory staff have improvised and created the physical
conditions necessary for good research. The laboratories are,
in general, notably well-equipped for physical and chemical _
analysis and modern biologic research; they also appear to have
adequate library, data processing and statistical services on
the premises or conveniently accessible.

The Committee did not conduct a formal audit of good
laboratory practice at any laboratory visited. However, the
Committee did consider as part of their general review many of
the items that would be considered in such an audit. It was the
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Committee's perception that additional attention is needed in
this area if EPA laboratories are to achieve the same standards
that EPA expects from research conducted outside the Agency and
submitted to the Agency.

Some of the specialized physical facilities are unique
in the cabability of their chambers to provide accurate
concentrations of gasses and aerosols at very Tlow
concentrations for human exposure, The inhalation facilities
at Cincinnati for experimental animal exposures and the
Inhalation Exposure Facility at Chapel Hill for controlled
human exposures are good examples.

Housekeeping and safety programs were generally quite
satisfactory. Animal facilities in only two laboratories were
examined (Cincinnati and RTP). The facilities at Cincinnati
have been approved by a national animal facility accreditation
committee, while no such accreditation has been attempted at RTP
due to its many deficiencies. Our Committee agrees with the
findings of the accreditation committee and suggests that EPA
devote the necessary resources to bring the RTP animal facility
into similar compliance.

2. Staffing for Research

The Committee recognizes the role of history in present
EPA staffing, not only the legacies of personnel from the
predecessor agencies and programs that were coalesced into EPA
in 1970 but also the effects of legislative actions, OMB
decisions, and civil service regulations, The Committee, .
therefore, addressed only limited aspects of the total problem,
including the effects of imbalance between funds available for
extrameral research and professional staff available to monitor
the research, the availability of research staff to make
effective use of special facilities, and the utilization of
ccientists from academic institutions to supplement EPA
research staff.

Over the past three years, there have heen several
increases in research appropriations, without proportional
increases in personnel (Energy-Environment Act, TOSCA, CAA
amendments, etc.). One result is an increase in the burden of
monitoring extramural grants and contracts. We found great
variability from one research program to another in the
distribution and intensity of the monitoring load. There was
also much variability in attitudes toward an extramyral
program, Ideally an extramural project should complement and
enrich the intramural scientific endeavor. The individual
research worker may or may not wish to expand his (her) own
research effort through an extramural grant or two.
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The Committee found that some EPA scientists were
attempting to monitor six or more extramural projects and had
no time for their own research. In one instance, every member
of a laboratory division was fully occupied monitoring grants
or contracts; there was no intramural research. This is an
unsatisfactory method for establishing and maintaining a
program of high quality; it is made even worse when
appropriations are increased without additional staff
increases, as frequently happens.

EPA's special inhalation facilities were costly to build
and are expensive to maintain (over $1 million annually for one
facility). It is important that such facilities be competently
and fully staffed to be effectivly used. In fact, these
facilities are seriously underutilized, due both to lack of
skilled personnel and to lack of funds for research projects.
At the same time multi=billion dollar decisions are being made
which would benefit greatly from the kind of information these
laboratories could provide (for example, the standard setting
for ozone and NO,). .

One practice which increases available manpower and
promotes intellectual quality is the exchange of staff between
universities, industry, and the Agency (Interagency Personnel
Agreement-IPA). The exchange is largely from academic
institution to research laboratory, and we found universal
enthusiasm for this arrangement within the laboratories.
However, there seems to be 1ittle systematic effort to recruit
IPAs; most of the arrangements develop out of personal
acquaintances, While these arrangements are mutually benefical
and should be encouraged, EPA has recently adopted a policy
which will make university recruitment much more difficult--an
academic institution must guarantee a position for a returning’
IPA., This would severely limit opportunities for young
scientists in the early post doctorate period of their careers,

3. Accountability for Expenditures

The Committee did not discover any managerial accounting
and auditing efforts within ORD to (a) analyze'the success or
failure of research projects after their conclusion or (b)
apply accounting methods to individual projects to determine
dollar allocations to equipment, salaries, travel, and
cervices. There is a remarkable and conspicuous lack of
managerial auditing procedures in the ORD operation. After
initial formulation of the decision units and their overall
budgets, the laboratories are assigned the implementation of
projects. In general, it is at the laboratory level that work
unit productivity and costs must be tracked on a continuing
basis and evaluated for effectiveness and adherence to or
departure from categorical costs of ORD operations., The
insensitivity.to project evaluation after completion of effort
was reflected by attitudes of managers and bench scientists.
The unawareness of costs was also widespread.
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D. The Quality of Health Effects Research

The quality of research in EPA is important not only
because any worthwhile research should meet standards acceptable
to the scientific community but also for reasons derived from
the requlatory nature of the Agency. Presumably all research
supported by EPA should be related in the short or long term to
the development of a regulation or standard. 1In this context
scientific information is Jikely to be examined critically in an
adversary relationship. Any sloppiness in conduct or
interpretation of the work is lTikely to weaken or destroy EPA's
position.

Another characteristic of a regulatory agency is the
importance of the credibility of research supported by the
Agency. Just as research supported by industry is often
suspected of bias, whether justified or not, so research
supported by EPA is often alleged to be biased toward the
overzealous protection of public health, This question of
credibility is a difficult one and is never easily solved. For
EPA it implies a great need not only for the highest standards
of gquality in scientific work but also for active and constant
efforts of EPA scientists to participate in and have the support
of the scientific community.

[t was our experience in visiting the health effects
research laboratories and Program Offices that EPA has many
scientists who would be welcome in the nation's universities and
private research institutions. Many of the scientists we talked
to were clearly dedicated to the best traditions of public
service in carrying out the missions of EPA, The Committee
found areas of high morale and sense of accomplishment, but was
disturbed to find areas of low morale and frustration from
frequent changes of research direction or even the absence of a
sense of direction, often stemming from frequent changes in
leadership.

In trying to assess quality, the Committee used what it
could of the usual criteria for evaluation. The legal
counsel's interpretation of the Privacy Act did not permit the
Committee to request a curriculum vitae of any scientist, but
many offered them voluntarily. The following information was
usualtly obtained from each research unit: the number of staff
with research doctorates; the scientific publication record of
the unit, in peer reviewed journals and others; the statistical
and computational resources of the unit; the procedures used for
peer review; and a sense of the intellectual climate of the
unit.

The Committee also examined the procedures used in conduct
of "extramural" research through grants and contracts.
Consultants were added as necessary to evaluate specific
programs and special facilities such as animal housing and care.
These and other aspects of quality assurance are described under
the headings that follow.
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1. ' Publication and Reporting of Research
Results

Scientific investigators are part of a tradition
which places great importance on scientific peer review of
results prepared for publication in professional journals. As
with other characteristics, there was high variability of
attitudes and procedures among the different Taboratories and
divisions of laborateories. Some resembled university
laboratories in their emphasis on scientific peer review of
research plans and peer review of manuscripts before submission
to high quatity journals. In these cases publication was seen
as an incentive for promotion and professional advancement.
Publication in peer reviewed journals enhances the probability
that a product of research will "stand up in court." These
research units usually had strong interactions with Tocal
universities and promoted attendance at scientific meetings,
development of symposia and workshops, and participation by
IPAs. .

At the other extreme were units that appeared to put no
emphasis on publication in the scientific literature and who
sensed that there was no incentive in EPA for such publication.
Others recognized the desirability of such publication but felt
so overwhelmed by other responsibilities that they could not
find time to publish. Some felt that internal reports were all
that thé Agency expected.

The policy on review of manuscripts varied from in-house
review only to submission of the document to up to five
external reviewers, Some scientists not only met the formal
“requirements but also sent their manuscripts to one or two
personal acquaintances whose opinions they particularly valued.

To ensure acceptability of research results, the studies
must be reviewed by one's scientific peers and published in a
reputable journal. Failure to so treat results of research
investigations involves the risk_that review will occur at a
later date, with possible refutation of results’ and
embarrassment to the Agency. Specific mechanisms must be
established to require peer review of ORD results and to
encourage prompt publication in peer reviewed journals.

Attendance at professional scientific meetings to present
research results is not consistently encouraged.

It has been argued by some laboratory staff that peer
review and publication are not necessary for mission-oriented
research, the EPA focus. The Committee rejects this viewpoint;
applied research, often with short-term goals, must be reviewed
and published as surely as that related to more fundamental
investigations. Applied research is the final product of years
of basic research and should receive even greater review.
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2. Quatlity Assurance in Grants and Contracts

Examinations of this important component of the
health effects research program revealed serious problems,
which affect in-house performance as well as the quality and
relevance of extramural research, One aspect is wide
variability in funding from year to year and the assignment of
funds without any addition of personnel (this happens with the
Energy-Environment "pass-through" appropriation, for example).
Another serious problem is the uneven distribution of
monitoring responsibility among scientists in a Taboratory
unit; some are overloaded to the extent they cannot possibly do
a satisfactory job.

Both the old and new planning systems give authority to
laboratory directors to obtain extramural services through
award of contract or grant funds. Laboratory directors rely
upon their managers to allocate resources under their juris-
diction to complete work unit tasks. Thus there is local or
section management of contractors performing services for ORD.
In depth examination of several of the Taboratory, sub-unit
extramural program procedures for contractor selection,
monitoring and evaluation revealed good examples of contractor
or grantee selection based on submissions and competitive
selection. There were also examples of selection of weak or
incompetent applicants, failure of laboratory staff to monitor
performance, and almost a total absence of evaluation of the
final submission and its relevance to the ORD program and EPA
in general. )

Some scientists see grants and contracts as a desirable
extention of the scope of their personal efforts and en-
hancement of their contacts with the scientific community.
Indeed, a healthy balance between intramural and extramural
work can benefit both EPA and the universities. These kinds of
relationships do not currently appear to be the norm.

Three kinds of arrangements are used for support of the
extramural research program: centracts, grants, and
cooperative agreements. Increasingly, contracts have also been
used to provide operations and maintenance services directly
supporting in-house efforts. The Committee did not
systematically examine the quality of contract research and did
not look at all of the cooperative agreements, a recent
development which has been little used so far.

EPA has more specific requirements for the award of
contracts than for grants. The Committee was told repeatedly
that grants are being used increasingly, because processing
them is easier and takes less time (three or four months,
instead of six months to a year for a contract).

Examination of selected files indicated that the review
procedures for grants were being abused in at least one
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laboratory. There were examples of critical reviewers recom-
mending that the work not be funded or stating that the
proposed project was only marginally acceptable. Yet the
project officer proceeded to rationalize the reviewer's comments
and indicated alterations in the study protocol of the grant
applicants which would overcome the objections of the reviewers.
Because the proposed project review and the project officer's
revisions were performed near the end of the Federal fiscal
year, the funds were awarded without either further submissions
or a modified submission by the applicant. In one example,
inquiry revealed that one year later the project monitor still
did not know if the grantee had modified the protocol, added
additional personnel, etc., as was recommended by reviewers and
as was rationalized by the project officer in justification of
awarding the-grant.

In other examples the Committee found that external reviews
were not obtained before award of grants. (Some EPA staff
informed the Committee that soliciting external reviews of
contract proposals was illegal, except with permission of the

applicants.)

_ Scientists were encountered who had difficulty keeping
track of the number of awards they were assigned to monitor;
they were not familiar with the details of extramural contract
or grant work as it progressed. The quality of investigatory
work external to EPA laboratories and supported by ORD funds was
highly variable and of great concern, mainly because ORD
oversight was usually Tacking. It requires project monitoring
effort to ensure that contractors or grantees perform responsive
work on a timely basis. There is an efficient "mix" of ope's
own research and that of others that can be effectively
monitored. Conversations with ORD Taboratory staff suggested
that monitoring one or two contracts or grants totalling perhaps
$100-150,000 per year would be a stimulus to a senior ORD
scientist. More extensive monitoring responsibility is a burden
to the ORD scientist and, even more important, he/she cannot
efficiently discharge the monitoring responsibilities. Some
research units are so heavily committed to monitoring grants and
contracts that no scientist in the unit has any time for his/her
own research. The lesson is a clear one; Congress should not
increase R&D funding without concomitantly increasing ORD
staffing or without identifying alternative approaches.

A frequent complaint was that monitoring was handicapped by
the absence of travel funds for the project officer to visit the
institution where the research was being done.

Grant applications are of two types--solicited and
unsolicited. The latter presumably represents the spontaneous
interest of university scientists to do research on
environmental problems in which EPA might be interested. The
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common response to the Committee's inquiry was that unsolicited
grant proposals have almost no chance of being funded, primarily
because they are judged "not relevant." It seems clear that EPA
scientists are using grants in lieu of contracts, that they
monitor them like contracts, and that there is little
opportunity for "investigator initiative."

The mechanisms for soliciting grant proposals vary from one
unit to another. We found 1ittle evidence that EPA has found
effective ways to interest university scientists in its problems
on a sustained basis.

Another practice, employed to extend the time for longer-
term research but with the potential for abuse, is the "front-
end loading" of a newly awarded grant. In this practice the
amount of the award may be as much as twice the amount of the
first year's budget, The investigator can then request an
extension for a second year without additional funds, an action
routinely granted without a critical review of research
progress. The Committee does recognize the need for assured
funding of projects that may require more than one year to
complete., However, if funds required for more than the first
year's operation must be obligated, the project must be
carefully monitored to assure that funds for the second year are
required and appropriately used,

Another shortcoming of the present EPA system is the
absence of a routine operational audit of the quality of
extramural research. Individual scientists and laboratory
directors told us that a contractor or grantee who performed
poorly was not likely to obtain another grant or contract. This
informal and spottily used system is not adequate to assure the
high quality of extramural performance.

ORD's entire program to make extramural awards of funds
under contracts, grants or cooperative agreements requires a
thorough overhauling. Extensive standard operating procedures
for awarding grants and contracts exist in the Agency; they are
voluminous, difficult to comprehend, and are avoided by
laboratory staff. It is necessary to establish simple, explicit
procedures to be followed by laboratory directors and scientists
throughout the 1ife of an extramural award. At present,
lTaboratory directors are expected to satisfactorily complete
work unit tasks; extramural projects are their choice and
responsibility. The Committee recognizes the need for
extramural assistance, particularly if the trend continues to
increase ORD dollars without increasing the number of positions
for investigators, but the procedures for extramural programs
must be placed on a more defensible basis throughout ORD.
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3. Career Opportunities

The ¢ivil service system was examined as an influence on
the quality of research programs and on career opportunities for
EPA scientists. There were several examples of negative effects
of the civil service system; for example, it does not permit the
flexibility to hire new people or to move pecople as program
orientation shifts. Consequently, there are cases in which
excellent scientists are placed on projects where their
expertise is not needed and where they have to be "re-tooled".

Although the Committee talked to people who had been
promoted because of the quality of their research, more
frequently promotion related to the assumption or increase of
administrative responsibility. Many times a good scientist
makes a poor administrator, but the scientist takes the
administrative position for the higher salary, not because he or
she has management skills. Talented researchers must be
encouraged to continue as investigators. Mechanisms must be
instituted to further their professional development and their
allegiance to the Agency.

It appears that the policies and procedures for
advancement do not encourage the emergence of either top
" scientific or-managerial performance. The system does encourage
job-hopping by bright. people, particularly those in Program
Offices. A promotion ladder based on scientific achievement
rather than administrative responsibility would help to solve
this problem. Many industrial research laboratories use dual
ladders for advancement-- administrative and research, Senior
research personnel are rewarded with remuneration and privileges.
comparable to those of a senior manager. ORD is experiencing
difficulty in retaining research physicians, epidemiologists,
and toxicologists, among others. At the time of this writing,
the Human Inhalation Laboratory in Chapel Hill, N.C., a unique
facility, is virtually without physicians to perform the
research vital to scheduled regulations in the air media.

Administrative mechanisms should be developed to offer a
thallenging career ladder to these professionals if first rate
health effects research is to he performed in ORD. The
Committee recognizes that many of the reforms addressed
elsewhere in this report will improve conditions for these
professionals, but an explicit analysis of conditions and
incentives related to a research career in ORD must be performed
and improvements implemented where necessary.

4., Other Components of Quality Assurance
Performance evaluations of individuals and laboratories

are often perfunctory. Many individual scientists were unclear
about the criteria applied to their evaluations and advancement.
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Evaluation of laboratories is not being done in terms of good
laboratory practices, rewards and incentives, budget and
resource allocations, and accountability.

Personal scientific integrity is difficult or impossible to
determine in a study of this kind. To the extent that personal
conversations, attitudes expressed, and measures taken to assure
the quality of research, design, and analysis can be used to
assess scientific integrity, the Committee was favorably
impressed., If there were subtle biases in the interpretation of
research results, they were not detected in this study.

There are periodic "program reviews" in which head-
quarters' staff members visit the laboratories. These are
described by the laboratory scientists as superficial "show and
tell" sessions. There is limited scientific feedback from
headquarters' staff, and the only benefit to the Taboratory is
the stimulus to prepare material for presentation.

By contrast, it was noted that when NIK is involved in a
jointly sponsored project, there is a visit by NIH staff
members, who conduct an intensive critical analysis of the
proposed research project. EPA staff who have thus been "nailed
to the wall" to defend their projects say they would welcome
this kind of evaluation of EPA projects.

There appears to be a general lack of understanding of the
Science Advisory Board and its constituent committees by
laboratory staff. In view of this, it was not surprising that
the Science Advisory Board was criticized for its lack of
scientific interaction, failures in communication, and lack of
subsequent feedback.

5. Interagency Agreements

The Interagency Regulatory Liaison Group (IRLG) is a
new activity which seems to be off to a promising start. Since
it is a developing program, no attempt was made to evaluate it.

Qther programs involving interagency agreements have had
mixed success, at best. EPA has substantially supported the
National Center for Toxicologic Research since its inception,
with 1ittle evidence of any product benefiting EPA. Disap-
pointment was also expressed about interagency agreements with
Los Alamos and Oak Ridge National Laboratories and three of the
National Institutes of Health.

A significant portion of EPA’s health effects research is
supported by interagency agreement for the special Energy-
Environment appropriation. No attempt was made to examine this
program in detail.
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E. Other Relevant Topicé
1. tong Range, or Core, Program Research

There are subjects for research which are important
to several of the media programs. Examples are the properties
of particle dispersions, be they in air or water, because of
their relevance to ¢ollection of the disperse phase prior to
effluent discharge, to particle deposition in the human
respiratory tract and to particle retention or solubilization
in the human gastrointestinal tract; epidemiological
methodology because it is a major tool for relating exposures
to pollutants to potential effects in the exposed population;
and techniques of risk assessment and presentation of the
implications prior to judging acceptability of risk. There
should be a long term ORD investment in researchers and
facilities to develop highly active and productive groups in
those areas of research which are central to large segments of
Agency regulatory activity. This investment is currently being
augmented by initiation of extramural university centers. It is
planned to shuttle ORD staff between their resident :
laboratories and the centers for "leaves of absence™ during
which they can pursue studies in core areas while upgrading
their capabilities on a university campus. We applaud this
plan, but also see the need for small, active core research
groups in. ORD laboratories. Allocation of a specific
percentage, at least 10%, of the ORD budget for relevant
research in core subject areas, but not on projects
specifically traceable to immediate program needs (6 months-2-
years), is a reasonable assignment of funds. There is no
obstacle to this programming of funds under the present
procedures for funds authorization. They are part of the funds
assigned to research for the specific statutes, because results
will be applicable to those statutes, as well as to others. '

2. ORD/Cangressional Staff Information Transfer

The relatijonship and relevance of ORD projects to
regulatory needs is not always obvious, particularly to non-
scientists. It is essential that members of Congress and their
staffs understand the efforts of ORD. Such understanding does
not develop. accidentally. ORD should develop a plan to
regularly inform interested members of Congress and their
staffs of the results of ORD efforts and the manner in which
they further the goals of statutes administered by the Agency.
ORD's investment in what is essentially an educational program
for legislators should involve ORD's most senior scientific
staff. It is critical that this communication effort include
laboratory personnel who are directly involved in the conduct
of research., We note the 1978 and 1979 Research Qutlook efforts
by ORD, but believe efforts must go far beyond this and must
incorporate personal communications, as well as transfer of
printed information. The concepts of chronic disease, multiple
etiologies of disease, host factors, and cumulative effects, to
name only a few, are complex and ¢rucial to understanding the
underlying approaches to research in ORD.
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Vi. UTILIZATION OF ORD RESULTS

Different Program Offices utilize ORD research results to
different extents. Senior program managers indicated that they
did not look to ORD for results; rather, they sought capable
laboratories and investigators related to their needs, be they
within or outside the Agency. A Radiation Program manager
indicated that ORD has little capability to assist them; ORD
has no capabilities in the area of biological effacts of noise.
ORD appears to have little involvement with the Toxic Substances
Office. The Water Program draws heavily on ORD at the present
time, and recently ORD had a major involvement in the '
formulation of criteria documents for 65 water pollutants.

The input of research to the screening test and risk
assessment process was clearly evident from the Drinking Water
Research Program in Cincinnati and the Pesticide Programs at the
Gulf Breeze and Wenatchee Laboratories. Their scientific
standing is recognized. The respective leadership has '
maintained the kinds of communication necessary (with the help
of pilot research committees) to keep the personnel in
Washington knowledgeable and involved.

It is not surprising to find that the ytilization of
results from ORD projects is not carefully tracked when the
joint planning of research by Program Offices and ORD is in its
infancy with the pilot research committee program. Program
managers elaborated on many needs not being met by ORD; there
were few illustrations of ORD responsiveness to programs and
subsequent incorporation of results into regulatory programs. On
the other hand, ORD staff were often praised for their responses
to requests for prefiminary review of regulatory documents,
consultation on imminent regqulatory submissions to the courts
and, in general, what can be characterized as technical support
to the Program Offices. The Committee was not able to estimate
the average percentage of ORD professional staff time devoted to
technical support; it varied with individual research sections.
It was clear that in some instances it represented a significant
portion of some individuals' time. This technical support has
on some occasions played a critical role in the Agency's
formulation and defense of regulations.

The ORD function in the Agency is defensible mainly on the
basis of program utilization of insights and results developed
intramurally or extramurally under its auspices and guidance.
The Committee found that ORD did not fully recognize or accept
this criterion for judging its efficacy, had not developed
mechanisms for efficient utilization of research results by
Program Offices, and did not maintain records of results which
had been incorporated into regulations.
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VII. STATUS OF IMPLEMENTATION OF TWQ SETS OF NATIONAL ACADEMY
OF SCIENCES (NAS) RECOMMENDATIONS TO EPA

The analytical study of Research and Development in the
Environmental Protection Agency conducted by the Environmental
Research Assessment Committee (John M. Neuhold, Chairman), of
the National Academy of Sciences, National Research Council,in
1974 and 1975 set forth a number of useful recommendations.*

Before that, a Review Committee on the Management of EPA's
Research and Development Activities (Robert W. Berliner,
Chairman) had developed recommendations submitted to the Agency
on August 27, 1974. Qur Committee (HERRG), therefore, in its
collective judgment, has attempted to evaluate the extent to
which former. recommendations have or have not been implemented.
This final exercise was undertaken at the end of our study when
a1l visits had been completed. It was possible by this means to
add a different, but closely related, viewpoint against which to
compare our own observations of performance and changes during
the past four years.

Although there has been significant improvement in
selected aspects of EPA research planning and management, most
notably the development of pilot research committees with
representatives from across the Agency, the overall planning and
- management system is still unsatisfactory. Many of the reasons
for inadequacies in the system in 1974 still exist today and
will be enumerated in the following.

A. Recommendations from the Environmental Research
Assessment Committee of 1875 **

(1) "EPA's research and development should
concentrate primarily on support of the Agency's
decision making and anticipation of future
probiems,"”

There are improvements arising from better communications
between research workers in the laboratories and the Program
Offices. The pilot research committees have helped establish
communications and understanding.

*Analytical Studies for the U.,S. Environmental Protection
Agency, Volume IIT, "Research and Development in the
Environmental Protection Agency," Environmental Research
Assessment Committee, Commission on Natural Resources, The
National Research Council, National Academy of Sciences,
Washington, D.C. 1977,

**Ibid. page 2.

40



(2) "“EPA should supplement its primary research
responsibilities with some fundamental research
to help advance understanding in environmental
sciences and technology.”

Planning for fundamental or longer term research is still
inadequate, However, to achieve the right kind of balance there
first needs to be a close and direct relationship between
researchers and program managers., Both must understand the
research process and information needs of the regulatory
process.

(3) "A new legislative mandate will be required if
EPA is to conduct effective anticipatory and
fundamental research.”

The HERRG Committee does not agree that additional
legislation is needed to fund and conduct "anticipatory and
fundamental research.”

(4) "We recommend that the Office of Science and
Technology Policy (OSTP) develop a federal
epvironmental research, development, and
demonstration strategy that includes designation
of the appropriate roles of all participating
federal agencies and existing interagency
coordinating committees, and delineation of the
relationships between federal and nonfederal
research and development, The OSTP should
coordinate the implementation of the strategy
through its mandated consultations with the
0ffice of Management and Budget (OMB) about the
scientific programs of federal agencies.”

This recommendation has not been followed, per se.
However, the Interagency Regulatory Liaison Group is seen as an
excellent initiative which has the potential of reducing
duplication and confusion among agencies. Better coordination
of research efforts and better agreement on the methodologies

applicable to hazard assessment are encouraged by this
Committee.

(5) "We recommend that the management of all research
and development in EPA be centralized in the
Of fice of Research and Development (OR&D)."

There seems to be progress in centralizing the management
of R&D within ORD, but a number of Program Offices administer
R&D contracts and grants directly. The Committee urges that
this Academy recommendation be implemented to assure that proper
oversight and scientific peer review be applied whenever
recearch is conducted by the Agency.
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(6)

"EPA's research program needs to be better
organized for balance and continuity, through
planning developed around a Togical conceptual
framework of environmental protection...”

A number of areas within the present EPA research and
development program are still not aligned within a logical
conceptual framework of environmental protection and thus are
not as effective as they could be. The conceptual framework
proposed in the earlier NAS/NRC report (1977) still appears to
offer a sound framework for the assessment of research needs,
the planning and conduct of research, and the utilization of
research results. The framework is shown below:

~Framework for Environmental Protection

Manapement
Natural, Praduction Processes Liseful
Economie, and w— {including contral technolagy), vt Products and
Hurmar Resources Transportation, and Use Services
‘Emissions Other Environmentat .
{residuals) Impacts inclyding
Unintentional Relsasa
of Pollutants

| 7

Transport,
Transformation,
Ascumuiation

Ambient Environmental
Quality {air, warer,
=0il, biota)

! t { i

- . et Effects on Interference
BCI5 0N ectson Ecosystems with Othar

Hurman Heatth - Weather and *~ {enanaged and Resource Uses

and Welfara Climate natural) or Activities

L [ I |

Decisions to Contral [

Effects

42



(7) "A central function of scientific support to
decision making should be to provide integrated
assessments of available scientific, technical,
and economic data pertinent to pending decisions
in forms suitable for use by Agency decision
makers. We recommend that the importance of this
function be recognized by giving it formal status
and organization in OR&D."

The importance of integrated assessments continues to be
recognized, and the Agency is moving toward establishing the
formal organization required to make such assessments. When
such an organization is fully operational, it should be of major
assistance in providing information that is useful to the
regulatory decision makers; but of equal importance is inform-
-ation that is crucial for the planning of a respensive research
program. Carefully conducted assessments can identify gaps in
research information or parameters that have the greatest
influence on the effects of emissions. In the absence of such
assessments there is a risk that research efforts may be
directed to developing information that may have Timited value
in establishing or reassessing standards or in guiding their
enforcement.

(8) "The research planning system now in use in OR&D,
characterized as "top-down" in structure, should
be retained for research in support of decision
making. For anticipatory and fundamental
research, however, we recommend a "bottom-up"
scheme that relies on the scientific community to
identify research needs.”

Except for the pilot research committees, the planning
process remains "top-down." Substantial improvements are needed
to achieve involvement of those generating and using the data.

(9) "“We recommend that block funding of extramural
grants, contracts, and-interagency.agreements be
considered as a mechanism to establish centers of
excellence, federally funded contract research
and development laboratories, and umbrella
interagency agreements to supplement the intra-
mural research and development program."

To date, block funding mechanisms have not been extensively
used by ORD, although legislation has provided the opportunity
for use of cooperative agreements that may very well match ORD
needs. ORD has made preliminary plans for using such agreements
and should proceed expeditiously to implement their use. Such
agreements offer an opportunity for a complementary approach to
the present system of grants and contracts for extramural
performance.
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(10} "A11 proposals and completed research should be
subjected to reyiew on their technical merits by
scientific and technical peers.”

Peer review of proposals and completed research was
inconsistent and, in many cases, inadequate.

(11) "We recommend the use of a parallel grade
advancement system, based on performance of
research, that does not require researchers to
assume administrative or managerial tasks to
attain promotions.”

There was little evidence of implementation of a parallel
grade system. In some cases, individuals have accepted
administrative or managerial assignments based on the perception
that such assignments are critical to obtaining promotions.

8. Recommendations of the Review Committee on Management
oF EPA'S Research and Development Activities *

The Review Committee report noted that the present {1974)
ngffice of Research and Development planning and management
system fails. to meet the needs of the Agency" and proceeded to
identify two main categories of failure: (1) the nature of the
system itself and (2) external constraints as perceived by the
0ffice of Research and Development and communicated to the
Review Committee.

1. The nature of the system itself.

a. "planning is separated from
responsibility for execution, ieading
to severe resentment among performing
researchers. The assignment of
responsibility for specific actions and
decisions is difficult.” ’

There is still an inadequate linkage between planning and
responsibility for execution that is apparent, in varying
degrees, at all Tevels of the organization below the Assistant
Administrator for Research and Development. An individual
researcher charged with responsibility for performing a task may
have no input to the planning of that task.

b. "priorities do not reflect the needs of
requlatory offices and regional offices
because of the 'vacuum cleaner'
approach to soliciting ideas, and the
system=induced barriers to using common
sense in the selection process.”

*1bid. page 96.
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There has been improvement in the establishment of
priorities in selected areas, most notably those for which pilot
research committees have been established, to yield a research
program potentially more responsive to the needs of the Program
Offices. In other areas, the research program is less clearly
defined and priorities have not been established. Faced with
necessarily limited resources, the responsible individuals have
frequently elected to continue work in all areas at a reduced
level of effort rather than electing to eliminate or defer the
lowest priority projects. The result is a reduced potential for
success in the highest priority areas because of lack of funds.

C. "Inadequate attention has been paid to
the possibility for trade-offs, or
modifications in budgeted costs, among
various projects. This has aided in
the development of a situation where
there is only a series of discrete
projects and no Agency program. This
situation is further aggravated by the
absence of long-term (3~% year)
planning,”

Long-range planning within the Agency remains inadequate.
The large portion of the planning within ORD is necessarily
dependent upon the needs identified by the Program Offices.,
These long-term needs have often been inadequately stated, if
at all, thereby handicapping the development of a responsive
long-term research plan. It was originally anticipated that
the pilot research committees would develop a strategic plan
for their areas of responsibility. However, this was not done,
in part because of the timing and pressure of the IZBB process
which forced the pilot research committees to take a shorter-
term outlook. An additional factor which should also be
recognized is the reluctance of some individuals to engage in
defining a strategic plan until they are certain that managers
are serious about the effort.

d. " The complexity of the system makes it
counter-productive. The large amount
of paperwork and excessive bureaucratic
review is a wasteful consumption of
time and energy. The needs of the
Agency are complex; however, this does
not change--but rather heightens--the
need for a simple and understandable
planning and reporting system clearly
directed by the Assistant Administrator
and in which field personnel have 2
real participatory input.”
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The planning and management system is still extremely
complex, involves a large amount of paperwork, and is often a
waste of valuable time and energy. An inadequate amount of
authority has been delegated downward to the laboratory
directors and lower echelons of the Agency. In those cases
where authority has been delegated, there appear to be excessive
requirements for keeping all upper levels of the Agency
informed. -One example is the use of the highly structured
quarterly "Project Status Reports," which include detail at the
task level (tasks ranging in expenditures of Tess than $10,000
to over $200,000' per year); the volume of material developed at.
the laboratory scientist's level is passed successively to the
Division Director, the Accomplishment Plan Manager, and the
Office of Health and Ecological Effects and its various staff
units.

e. "Accountability is made impossible by
the parallel but separate management
systems--some for housekeeping and the
others for program content--and by the
hopelessly complex Program Area
Manager-Program Element Director-
Program Assessment Group-Strategies
system which obfuscates management
responsibility,"

The chain of accountability is extremely difficult to trace
from the Taboratory scientist (either in-house or engaged as a
contractor or grantee} to the Assistant Administrator for
Research and Development. The "chain of command" is excessive
with numerous intermediate steps that serve only to delay or, in
some cases, reprocess information without serving any clear
management functions to enhance research productivity,
efficiency, or responsiveness. Indeed, in many areas the number
of information reprocessors and/or relayers makes it difficult
to identify the laboratory scientist, '

f. "Excessive requirements for detail at
all planning levels Tead to an
oversized headquarters staff and to the
stifling of innovation in the
laboratory."”

The level of detail required at all levels and the transfer .-

of materials with Timited informational or management value
continues to contribute to the maintenance of an overly large
Washington staff. In what appears to be a contradiction, the
Washington staff is undérstaffed in relation to the amount of
material being transferred and processed. Unfortunately, much
of this effort is misdirected. Because of the attempts to
maintain detailed accountability of even extremely small
projects, the innovative responsibilities of the laboratory
scientists continue to be unfulfilled,
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g. "The existing management structure does
not allow for the corrective feedback
and flexibility which are essential to
any successful research and development
program,"

Because the "chain of command" is so long and the
communication pathways are jammed with trivia, corrective feed-
back does not occur at the level required for effective manage-
ment. The rigid system of accountability to the laboratory
directors diminishes the flexibility needed for operation of a
responsive and innovative research program,

h. "A long-term program designed to meet
stated goals is missing and this is
vital for any scientific venture."

The ORD program has few clearly stated long-term
strategies, specific to each Program Office, with easily
identifiable objectives and goals. In the absence of long-term
objectives and goals, the Agency's research and development
respurces seem excessively preoccupied with meeting short-term
goals, some of which are restatements of goals not previously
attained,

i. “"A false sense of control is generated
by the highly structured mechanism for
planning.”

The highly structured planning and control system, "which
generates considerable activity, has promoted the feeling
that something is happening that is of a positive nature. The
widespread Tack of clearly stated and agreed upon long-term
objectives and goals, however, makes it difficult to determine
whether the movement is positive, negative, or random in nature.

Joe "Relationships between the headquarters
and field are strained at best; a state
of frustration in the field staff is
apparent.”

Considerable frustration is apparent in many of
the organizational units below the Assistant Administrator's ‘
office. 1In many cases, the individuals have resigned themselves
to tolerating a work environment that is constantly changing,
but rarely for the better.

2. External constraints as perceived by the Office of
Research and Development.

a. "tnabling legislation is noncoherent
and mandates a set of unbalanced and
uncoordinated research objectives and
timetables."
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The enabling legislation for the Agency has been
and continues to be viewed as noncoherent, mandating a set of
unbalanced and uncoordinated research objectives and timetables.
Since the enabling legislation has not and may not be changed in
the near future, ORD has no real choice but to accept the
situation that exists and strive to adjust its planning and
operations accordingly.

b. "The Tack of an integrated approach to
environmental pollution control in the
Agency as a whole makes an integrated
'‘research and development program very
difficult to form."

Although some individuals view the Agency as not
having an integrated approach to environmental pollution
control, some progress has been made, and the use of approaches
such as the pilot research committees offers the opportunity for
developing an integrated research program with long-range
objectives and goals as recommended in 1974.

C. "Civil Service rules, parochial
political pressures, and human nature
combine as barriers to the
simplification, assembly into 'critical
-masses,' and logical organization of
the research units which were inherited
by EPA when it was created," ‘

Civil service rules, parochial political pressures, and
human nature continue to be barriers to simplification, assembly
into "critical masses," and Togical organization. of the research
units.- Of perhaps equal importance has been the failure to
recognize that in the absence of a clearly recognizable research
and development strategies specific for the Program Offices, the
constraints of civil service rules, the influence of political
pressures, and human nature will have substantial adverse
impacts on the research program. An identifiable strategy with
well thought out objectives and goals will go a long way toward
minimizing the impact of factors that can push a reaction-
oriented program, with ill-defined objectives and goals, off
course. As addressed elsewhere in this report, civil service
rules do adversely impact the research program, and suggestions
for change are offered. However, in the absence of changes in
the rules, the situation must be accepted and plans developed
within the constraints of the rules., Parochial political
pressures have been, and probably will continue to be, brought
to bear., However, it should be recognized that the Agency has
strong political supporters, who can counter parochialism if
they know that the Agency has a research program that is
scientifically and managerially sound and programatically
responsible with a plan for the future. Without question human
nature may at times offer constraints, but, if properly
directed, can also provide forward momentum.
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d. vna Jevel budget (except for the energy
'roller coaster' of FY 74,75,76)
prevents transitions which would be
possible in a steady growth situation.
An internal 'roller coaster' budget
appears to be particularly disruptive
to individual projects.”

The level budgets of fiscal years 1974, 1975, and 1976 were
given as the reason for the failure of the ORD planning and
management progression. The level budget was said to prevent
trancitions that would be possible in a steady growth situation.
Recent budgets have shown an increase; however, transitions do
not appear to have occurred any more smoothly. A concern raised
even more frequently than the shortage of funds is the
restriction on the number of full-time employees. Although the
impacts of the restriction are real, little has been or is
lTikely to be accomplished by merely accepting the OMB mandated
personnel ceilings until they can be changed, Until changes are
made, it would seem prudent to exercise greater care in the use
of available personnel and to have a strategic plan for addition
of personnel when vacancies do occur. Such a strategy for the
management of personnel resources is an essential part of the
total Agency research and development plan and is the only way
the personnel resources (as to number of individuals with
specific types and levels of disciplinary training) can be
matched to the long-term needs of the Agency.

The 1974 letter report of the NAS/NRC Review Committee listed
four major recommendations.* The recommendations have been
implemented to varying degrees and, even where not fully
implemented, still seem appropriate. Because they are still
germane, each is reviewed below.

1. "The Environmental Research Objective Statement-
Research Objective Achievement Plan-Program Area
Manager-Program Element Direction-Program
Assessment Group-system should be abolished.
Responsibility for carrying out a program
designed to meet the goals of the Office of
Research and Development should be delegated
directly to the National Environmental Research
Center directors. Resources of manpower and
money should be allocated directly to each
National Environmental Research Center.”
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-= The planning and management system referred to has
been largely abolished. It has not bean replaced by a system
that is understandable to all parties involved; thus vestiges of
the old system remain. The five Pilot Research Committees cover
a portion of the ORD program and partially meet the planning
function requirement, The National Environmental Research
Centers and related field stations in existence in 1974 have
since been separated into 15 individual laboratories, which
report through four deputy assistant administrators to the
Assistant Administrator for Research and Development. Although
allocations of resources are made directly to the individual
laboratories, there appear to be numerous strings attached which
severely restrict the authority of the laboratory directors.

2. "The line reporting within the 0ffice of Research
and Development should be from the National
Environmental Research Center directors to the
Assistant Administrator. The Assistant
Administrator should have a small staff to
perform only staff functions and not to serve as
a filter or layer through which the National
Environmental Research Center directors report.
This should develop into a simple pyramidal
management system through which all direction,
supervision, and evaluation is accomplished.

This would, in effect, eliminate all layers or
paraiiel management plans and result in a clear
chain of authority from the individual
researchers to the Assistant Administrator for
Research and Development, The pyramid should .
decentralize quickly from Washington Headquarters
to major field units. The Headquarter's staff
should be trimmed appropriately and those
necessary for "Washington liaison" activities
clearly labeled. We did not have sufficient time
to evaluate the role and position of the '
Washington Environmental Research Center. Such an
evaluation should be made, :

"Because of the recent formation of the
Agency by coalescence of disparate portions
of other agencies, a particular need for
intra-agency communication exists. To this
end, a planned continuing rotation of field
personnel into and back from a small
Headquarters staff unit and between other
units should be carried out. Short term,
non-government talent should also be worked
into this rotation system,"
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--The Washington staff of ORD is still quite large with
a relatively large number of individuals serving in special
staff roles and on numerous ad hoc committees. Clear chains of
authority do not exist between individual researchers and the
Assistant Administrator for Research and Development; rather
there are numerous filters through which information exchange
must take place. Despite the largeness of the Washington staff,
many appear overwhelmed by their work load, while others
apparently fill slots for which there are no longer meaningful
work assignments. Approximately 90% of the work load seems to
be carried by one-half of the staff.

Communication between Program QOffices and the Office
of Research and Development has been virtually non-existent in
some areas. The five recently organized pilot research
committees appear to have helped improve intra-agency
communication and offer considerable promise for further
improvement.

Rotation of field personnel into and back from head-
quarters has occurred to a limited extent, but more exchanges
are needed., A limited number of short-term, nongovernment
individuals have rotated through the system, however more
exchanges of this type are also needed.

3. "The function of the Assistant Administrator
for Research and Development should be to
assemble, analyze, and clearly define Agency
research and development needs and objectives
with the participation of the other Assistant -
Administrators and the National Environmental
Research Center directors as the mechanism to
develop goals, programs, and priorities, He
chould allocate objectives and the resources for
their accomplishment to the National ‘
Fnvironmental Research Centers. Once allocation
is decided upon, the performer of the research
or development should be linked directly to the
user of the projected output for information
exchange. '

“A performance evaluation should be set up to
include continued inputs from users, and outside
visiting committees reporting at a high level
should be regularly employed. The system of
visiting committees employed by the National
Bureau of Standards should be studied for
applicability. ‘

"A plan for a 3-5 year period to be revised at
least annually should be developed.”
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--The Assistant Administrator for Research and
Development has not systematically assembled, analyzed or
clearly defined research and development needs and objectives.
"The Research Outlook: 1978-1983", which has been published, and
"The Research OQutlook: 1979-1984", currently nearing completion,
are perhaps the most definitive statements of research and
development needs and objectives. However, neither document is
an adequate statement of near-term, mid- term or long-term plans
and objectives. Participatory d1scuss1ons have apparently
occurred with laboratories, Until initiation of the pilot
research committees, most planning activities were carried oyt
in headquarters with only limited and late stage input from the
laboratories. With the advent of the pilot research committees,
laboratory and Program Office input to near-term research
planning has occurred in those research areas for which
committees have been developed., This has had a positive impact
on planning; however, in most cases where the laboratory
director was not invoived in the committee's activities, it has
minimized the role of the laboratory director in the p]ann1ng
process. For a majority of the research programs, the -
laboratory directors and staff have been involved primarily in
near-term planning and then most freguently at Tate stages of
the budget cycle., In many cases the input has been fragmentary
and spurious, i.e., "What would you and your people like to do
next year?"

Resource allocations (personnel and finances) are in a
continuous state of flux. As expected in relation to the
Federal budget system, changes are made up to the beginning of
the current fiscal year, but frequently continue on throughout
the year., The major certainty appears to be that change will
take place. The laboratory directors apparently are given
little authority for shifting resocurces within program areas and
even less authority for shifting resources between program
areas. This lack of flexibility, with continuous management
from headquarters, appears to have had a negative impact on the
productivity of the programs. EPA scientists, in many cases,
are confronted with changes in program direction and level of
effort with very short notice. Extramural proaects have, in many
cases, been treated as the most flexible portion of the system.
Contracts that have been expanded or shifted in direction on
very short notice have served to alienate substantial portions
of the research community. Precipitous actions, discontinuation
of programs, or shifting of program direction raises lTegitimate
questions concerning the adequacy of Agency research and
development planning. Precipitous increases of funds, although
having associated moments of elation, are usually followed by a
recognition that the time and personnel resources available do
not allow careful selection of new contractors, resulting in
projects that are less successful than they should be.
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4. "Not only the changing nature of
environmental problems but also the
exigencies of the economy, suggest that it
would be inadvisable to build up a large
permanent staff. Rather, maintaining the
necessary competence to monitor grant and
contract work as needed would appear to be
a prudent course.

"p careful review of the contract and grant
procedures should be undertaken.”

--The Agency has not given adequate attention to
developing a strategy for the implementation of its research
program, i.e., balance among intramural research, contracts,
grants and interagency agreements. Although the mandated
ceiling on numbers of personnel is recognized, the Agency has
not made adequate plans for 1iving within that ceiling. To
circumvent the personnel ceiling, contracted personnel are used
on site at many laboratories to perform maintenance operations,
thereby extending the work force. There are numerous
individuals who are faced with a multitude of competing
responsibilities: performing hands-on research; supervising
technicians who directly assist them; preparing orders and
monitoring the efforts of on-site contract personnel; soliciting
and reviewing research grants and proposals; monitoring research
being performed by contractors and grantees, either by personal
visit or review of innumerable reports expected of the o
contractors and grantees; and participating in the preparation
and review of criteria documents and related material. In some
instances, there are experienced scientists and managers
available who do an excellent job of balancing and meeting these
competing demands. In a few instances, individuals, who have been
unwilling to accept the demands placed on them, have retreated
into their corners to do "their thing," i.e., perform specific
research in line with their interests, and are content to let
the system go on its own merry way. Atthough this has solved
their immediate problem, it has imcreased the, workload and
demand placed on their colleagues. In many cases, the demands
are excessive in relation to the experience and training of the
ctaff member, and one or more of the aspects of the job are
performed poorly.

The impact on both intramural and extramural research is
apparent. The impact on the intramural program is discernible
by the fact that many FPA scientists do not publish because they
have performed relatively little research., A review of how
selected grants and contracts were initiated and monitored
suggests that, in some cases, the individuals involved did not
have adequate experience or time to perform their assignments.

A related and contributing factor has been the development of an
"uinwritten" set of procedures for promoting the use of grants
rather than contracts because of the more cumbersome nature of
the contract award process.

53



In summary, a careful review of contract and grant
procedures is as much needed now as it was at the time of the
NAS/NRC report. A key aspect of such a review should be the
development of a strategy dealing with how much research can be
appropriately performed in the Agency and how extramural work
can best be performed.
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VIII. COMMUNITY MEALTH AND ENVIRONMENTAL SURVEILLANCE SYSTEM
(CHESS): AN INVESTIGATIVE REPORT

A. Background of the CHESS Program

The Community Health and Environmental Surveillance System
(CHESS) was initiated about 1970 and involved collection of data
during the period 1970 te 1975. This research and surveillance
program was designed to investigate the relationship, if any,
between air pollution and health in human populations (up to a
few thousand persons), studied at single contacts or followed
for short periods of time (up to two years), for
characterization of health status. These observations were
coordinated with observations on air pollution in the
environments of the study populations. The populations and
areas included for study were selected to represent pairs or
larger sets of contrasting exposures, for example, a "clean" and
a "dirty" town or a series of several communities with a known
or suspected substantial range of air pollution conditions. Most
populations consisted of persons not previously known to have
any special health problems, although some studies within CHESS
were directed at groups defined by disease conditions, for
example, known asthma patients.

The program operated from 1970 to 1975 and resulted in a
major publication in May 1974 (Health Consequences of Sulfur
Oxide: A Report from CHESS, 1970-1971). That publication
included analysis and interpretation of the first two data
collection years. Other smaller papers and presentations
involved these and some later years' data. The major review in
1974 impiicated sulfates, sulfuric acid, and sulfur dioxide as
causing health effects, chiefly respiratory tract disease or
disturbance of pulmonary function, at or near levels of these
pollutants commonly considered “safe." That report was
extensively reviewed by a number of individuals and groups and
received both praise and criticism. In part because of some of
the c¢riticism, CHESS, in its original form, was discontinued.
It was recommended, however that additional substantial efforts
be made to optimally use the collected data beyond those uses
reported in 1974, Special features to be considered in further
work were to include: (7) analysis of extensive data collected
from 1973 to 1975 and not included in the 1974 report; (2)
improvements of statistical data and analytic techniques; (3)
assessment of validity of coded data and of extent of coding
errors or other correctable problems in the data set; (4)
increased objectivity in interpretation of findings; and (5)
assessment of confidence range of estimates of pollution.
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B. Findings of the Subgroup

During the site visit in September 1978, the status of the
CHESS program was reviewed and a summary foltows. The mechanism
for continuing work on CHESS is a contract from the Fnviron-
mental Protection Agency to the University of North Carolina,
Chapel Hill, principal investigator Dr. Car) Shy. This contract
work is closely followed by members of the epidemiology division
and the statistics unit of the Health Effects Research :
Laboratory, Environmental Protection Agency. Dr. Shy was
formerly extensively involved with the CHESS project as a member
of the @pidemiology unit; he is now a member of the faculty,
University of North Carolina. The plan is to review all of the
CHESS data collected for 1970 to 1975. The contract to the
University was Tet in September 1977.

To date there has been a major effort to validate the CHESS
data sets, This was projected to require two years but is now
expected to be completed about eight months ahead of schedule
because special priority was given to the validation project.
This has been accomplished in spite of a budget deletion of the
funds planned for this purpose, thereby making it necessary to
discontinue other work to meet this mandated task. The
validation project is designed to identify discordances between
manually recorded original data and tape recordings on exposure
(pollution), outcome (health measures), and control demographic
and confounding variables. It is being done very effectively
under’' the direction of Mr. Gerald Nehls, Director of the Data
Management Unit in the Health Effects Research Laboratory. 1t
must be noted that any validation of these old data is now
limited to validation of the previous coding and automating and
not to any review of the correctness of initial observations of

~symptoms and other health effects.

A standing committee has been created, reporting to Dr. Shy
and supported under the research contract, to review all planned
publications of the CHESS data, The committee presently
consists of Dr. Warren Winkelstein (University of California),
Dr. James Grizzle (University of North Carolipa), and Dr.
Michael Lebowitz (University of Arizona). This committee has
just been funded, and its effectiveness cannot yet be judged.
The membership seems appropriate, and the plan for a standing
procedure for outside review is a useful move in response to
criticism regarding objectivity of reporting.

A report of a current analysis of a portion of the CHESS
data from the Southeast region (Charlotte, North Carclina and
Birmingham, Alabama) was presented to the site group by Ms. Shi-
Ping Lan. The analysis and presentation indicated a high degree
of statistical competence and good collaboration among Dr. Shy,
Ms. Lan, and Dr. Hasselblad of the Health Effects Research
Laboratory. The material presented will presumably be in a form
for publication soon, A principal feature of the new analysis
is more adequate use of the symptoms data from the health
survey, employing a 5-level symptom scale rather than the
dichotomy used in earlier analyses.
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The information that can optimally be obtained from this
Southeastern study is limited, however, because any possible
effect of air pollution on the measured health indices is lower
by factors of 10 to 100 than effects of smoking or job
exposure. Even though a pollution (intercity) association is
found, it remains possible that this association is not causal
but is due to a variable related to the stronger effects of
smoking or job exposure or to other confounding variables for
which no observations are available.

While the acronym CHESS is understood to apply to the 18970
to 1975 group of studies, certain new work in progress '
follows the general outline of that program. The study most
clearly conforming to that design is in four Utah communities,
in which 1976 observations are being compared with former 1970
CHESS observations of chronic respiratory disease and of acute
lower respiratory tract disease, as related to increasing S0,
pollution in the region.

A substantial change in the operation of CHESS and related
studies has been made in the past three years with a change in
emphasis from in-house research to research grants and
contracts. This appears to be a result, in part, of the
extensive criticism of the previous CHESS program and is
reflected in the entire activity of the Epidemiology Division.
Only four professional researchers from a previous epidemiology
staff of 15 remain in that division. Three new, young junior
investigators have recently joined the division. The reduced
staff is essentially completely occupied with their duties as
project officers on contracts and grants. The result of this
change from intramural to extramural with regard to CHESS
appears not to be obstructive and may offer certain advantages.

C. Steps Taken by EPA to Meet Brown Committee
Recommendations

Public Law 95-155, passed by the 95th Congress, mandated a
review of and a report on "the findings and recommendations of
the report to the House Committee on Science and Technology
entitled 'The Environmental Protection Agency's Research
Program with Primary Emphasis on the Community Health and
Environmental Surveillance System (CHESS): An Investigative
Report.'" It was further specified that special attention be
focused on "procedural safeguards required to preserve
scientific integrity of such research and to insure the
reporting and use of such research in subsequent recom-
mendations,"
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Although Chairman Brown emphasized the desirability of a
positive attitude in the letter of transmittal of the Committee
Report, the document impressed some members of the subgroup as
often being hypercritical and demanding an approximation to
perfection that is not obtainable in studies of human
populations. The EPA has published a response to the recom-
mendations of the Investigative Committee in the EPA Research
OQutTook of March 1978. The report of this subgroup will
address only those recommendations that deal with on-going
activities related to CHESS or other epidemiological and bio-
statistical work at HERL/RTP. Recommendations will be ident-
ified by the numbers used in the Investigative Report and in
the Agency's response.

- 3(a): EPA should publish an announcement regarding the
limitations of the CHESS Monograph.
3{(c): EPA should publish an addendum to the CHESS
Monograph including most of the Investigative Report.

Subgroup findings: It is believed that the EPA response
covers these recommendations satisfactorily, although it is
difficult to see how the response can be delivered to all
holders of the CHESS Monograph. Most scientists, however, will
be aware of the limitations of the data in this Monograph.

“4(a): ‘lLegislation should be reexamined regarding
unrealistic procedures and schedules.

Subgroup findings: The legislative mandate for a study of
air pollution and its effects on the Gulf Coast (Houston) area
appears to require an unreasonably rapid approach to a very
complex problem, The epidemiology group expressed an interest
in investigating this situation in a systematic, planned
fashion. They doubted that the mandated crash approach would
be maximally productive but stated their intent to obtain as
mich valid data as possible. It is not known to what extent
this Tegislative mandate was reexamined. No evidence was found
at this level to indicate that reexamination was effective in
producing any important changes. Current procedures referred
to in the Agency's response in the FPA Research Qutlook do not
appear to be adequate to solve problems caused by unrealistic
legisiative mandates.

4(d): EPA should advise Congress if budgetary restric-
tions will impact completion of major projects.

Subgroup findings: Budget restrictions forced the
statistical unit at HERL to discontinue other work to "¢lean"
the data tapes for continued CHESS analyses. The response of
the Administration and of Congress to this restriction is not
known, While it did not affect CHESS, it must have had an
adverse effect on other programs.
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5: OMB should be asked to develop procedures for prompt
review of questionnaires.

Subgroup findings: The Population Studies Division has
found OMB responsive to their need for quick approval of
questionnaires. The subgroup supports the EPA position that
its questionnaires for volunteers in research projects should
not require submission to OMB.

6(a): CHESS data analyses should be carried out only on
data with high validity potential,

Subgroup findings: Dr. Shy's group at the University of
North Carolina and the epidemiologists and statisticians at
HERL have reviewed the CHESS data and have decided which data
sets warrant analysis for publication.

6(b): EPA should publish research in refereed journals in
a timely fashion.

6{c): EPA should not publish large projects solely in
monograph form.

6(d): EPA should not initiate projects for policy
consideration unless they can be completed in a realistic time
frame.

Subgroup findings: Staff indicated their desire to see
results published in scientific peer reviewed journals but
emphasized their lack of time to do or report their research or
the findings of contractors. It is reasonable to assume,
however, that most grant recipients and contractors will
publish their findings in appropriate journals. It should be
noted, however, that a document entitled "CHESS Bibliography,
December 1, 1977" 1ists, for the period 1/75 to 12/77, only one
journal article, seven government publications, and ten EPA in-
house publications, plus three more in-house publications that
are undated but whose authors or titles suggest that they
belong in this time period, For 1977, the bibliography lists
only one government publication, which must have been planned
well in advance of the Brown Committee report.

It seems unlikely that the EPA responses to this
recommendation can be properly assessed until the epidemiologic
staff is increased to a size more commensurate with its duties.

7(a): FEPA should strengthen the CHAMP aerometric and
gquality control programs.

7(b): EPA should shorten the time between data acquisi-
tion and quality assurance analysis of data.

7(c): EPA should stop employing development stage
instruments before qualification testing.

7(d): EPA should not use laboratory models of instruments
in the field until they have been field checked and operating
personnel trained.
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7(e): EPA should reevaluate the opening of the CHAMP
operations contract to competition.

Subgroup findings: CHAMP is no longer at HERL. We were
informed that it no longer exists as an identifiable unit
separate from other monitoring activities.

7(f}): EPA research and monitoring personnel should
cliosely coordinate regarding chemical species.

Subgroup findings: Coordination of CHAMP with health
effects personnel is now potentially more difficult because of
the transfer of the responsibilities of CHAMP to another
laboratory. It is still too early to tell whether the transfer
will help by strengthening this type of monitoring activity or
will hinder the accomplishment of the Agency's mission by
impeding coordination.

10(a): An interdisciplinary task force should draw up an
integrated air epidemiology exposure assessment program plan
for EPA. :

Subgroup findings: There is a desire for an advisory
group not only to meet this recommendation for assessing health
effects of air pollution but also to provide consultation for
other epidemiologic studies, both intra- and extramural,.

10(c): EPA should have epidemiological questionnaires and
panel selection criteria approved by peer groups.

Subgroup findings: Aside from a comparison of self-
administered versus interviewer-administered questionnaires,
the work related to this recommendation is limited to the
information that can be gathered from the extensive analyses of
CHESS data being carried out by Dr. Shy. The panel data are not
scheduled for analysis.

Planning for a second round of CHESS or for investigation
of air pollution “"episodes" was not mentioned. It is difficult
to see how very much can be done along this line with the
Timited staff. It seems reasonable to delay planning for a
second round of CHESS until the current analyses are completed.
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iw UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&‘? WASHINGTON, D.C. 20480

JUL 12 1978

THE ADBMINISTRATOR ~

TO: Dr. Emil M. Mrak
Chajrman .
Executive Committee, Science Advisory Board

THRU : Dr. Richard M. Dewd /7.5

SUBJECT : Charge to the Science Advisory Board's Health Effects

Research Review Group

The Authorization Act of 1978 for Research and Development, PL 95-155,
requires that a special evaluation report on the Agency's health effects
vesearch efforts be prepared by the Science Advisory Board (SAB). The Act
specifically outlines what is expected to be included in the report ‘regarding
your assessment of our health effects research programs, and the procedures
for the conduct, review, reporting and, use of such research.

To delineate the Congress's charge more sharply, I urge the Study Group
to define health effects research to include all planned activities, col-
lection and analyses of data done within the Agency for the purpose of
adding to the scientific basis for understandlng the effects of environmental
factors on human health. This definition would include those activities
within the Agency which may bhe used to assess human risk, and which support
standard setting and regulatory decisions, and any activity which gathers
new knowledge about human health, or improves our understanding of human
health either directly &r which can be used to extrapolate to human health
impacts. I am happy to hear that Dr. James Whittenberger and Dr. Roger
Mcclellan will chair and co-chair this review group:

I can assurxe you that your assessment of the Agency's activitigs-?
within the scope of this definition will be apprecjated and that you will
have ocur full couperatlnn in this endeavor. <fﬂﬂ
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PUBLIC LAW 95-155--NOV. 8, 1977

Public Law 95-155
95th Congress
An Act

Ta authorlze oppropclutions for netivities of the Envitonmential 1*rotectinn
Agency, andl for olther purposes.

Bc it cnacted by the Senate and Ilouse of Lepresentatives of the
United States of dmerica in Conyress assentbied, That this Act may
be cited as the “Fnvironmental Kesenrel, Development, and Demon-
stration Authorizntion Act of 1078,

Sec. 2. (8) There rre authorized to e appropriated to the Iinviron-
mental Protection Agency for environmental resentch, developinent,
and demonstration netivities for fiscal year 1078—

1} 92,500,000 for water qunlity activities authorized under
the Federal Waler Pollution Control Act of which—

(A) $25,200,000 is for the Ilcalth and Fcological Iffects
progra;

(BB) 9,300,000 is for the Industrial Processes progrum;

(C) $6,061,000 b for the Monitoring and Tevhnical Support
program;

(D) $22,300,000 is for the Iublic Sector Activities pro-
gram; and

E) %u20,631,000 is {for the Encrgy program.

(2} %10,8300,000 for activities nuthorized under the Federal
Insecticide, Iungivide, and Rodenticide Act, in the Health undd
Ecologieal Fifects progriuu.

(3) $16,000,000 for water supply activities anthoriand utder
the Safe Drinking Water Act, in the Public Sector progran.

({i) $8 200,000 for toxic substance control activities anthorized
under the Toxic Substances Contrel Act, in the Health and Feo-
logical Eilects prograne.

5? $830,000 Tor radiation getivities puthorized under the Public
Health Act, in the ealth aml Ecologicnl Eifects program.

(6) $35,000,000 for air guality activitics authorized under the
Clean Air Aet, which shall e in addition to funds previously
suthorized in the Clean Air Act Amendments of 1977 (Public Law
05-033), so that the total ameunt authorized for such activities in
fiscal year 1978 is $15:,000,000, of which——

(A) $36,000000 is for the Health and Ecologival Etffects

proﬁ'n.m; )

(B) $11,000,000 is for the Monitoring and Technical Bup-

port progran; - :

&O) $7,000,000 is for the Industrial Processes profrrant;

an ‘
(D) $101,000,000 is for the Energy programn.

(7) $31,273,000 for interdisciplinary activities, of which—
A) $9,230,000 is for the Ifealth and Ecologicsl Eileots
prozram;

$6,006,000 is for the Industrial Processes prograng
$1,509,000 is for the Public Sector Activities progrant;

Ts;
C
an

(D) $14,378,000 is for the Monitoring and Technical Sup-
port program.
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91 STAT. 1257

Nov, 8, 1977
[H.R. 5101)

Enviranmenial
Resenrch,
Development,
and
Demensteation
Authorization Act
of 19748,

33 UsC 1251

note.

7 USC 136 note.

42 USC 3001
note.

15 USC 2601
note,

42 USC 201 note.
42 USC 1857

note,
Antz, p. 685,



91 STAT. 1258 PUBLIC LAW 95-155.-NOV, 8, 1977

(b} In addition o any other sums authorized by this section or by
other provisiens of law— . L.

(1) there are authorized to be appropriated to the Adminiz-

trator of the Environmental Protection Agency for fiseal year

1978, $10000,000 for long-term research and development in
accordance with scetion 6 of this Act; .

(2) there are anthorized to he appropriated to the .\dmmnj-

trator, for fiscal year 1974, $2,000,000 for training of henltl si-

entists needed for environmental research and development in

Iin:!ds where there are national shortages of trained personnel;

an :

(2) there are authorized 1o e wppropriated to the Administra-

tor, for fiseal year 1978, $3.000.000 1o implement the study author-

tred in section 103(d) of the Clean Air Act Amendments of 1977

Ange, p. 687. {(Public Law 25-95), . L
Appropristion (¢) There is authorized to e appropriated to the Administrator

suthorization, $19,000,000 for fiseal year 1975 for Program management and support
related to environmenta) researeh and developuwent.
Transfer of funds, {d) No funds may be transferred from any particular category
restriction. listed in subsestion zu) or (b) to any othoer category ar categories
listed in cither such subsection if the total of the finds so transferred
from that particular catemory would exceed 10 per centum thereof,
and no funds imay Le trapsferred to any particnlar category listed in
subsection (a) or (b) from any other caterory or catepotios Hsted in
either such subsection if fhe total of the fands so transforred to that
particular caterory would sxeeed 10 per centim thereof, unleas—
(1} 2 period of thirty Jerishative ays has passed after the
Administrator of the Enviromuental Protection Agency or his
designee has transmitted to the Speaker of the ouse of Lvpre-

- sentatives and to the President of the Senate a written report

containing u full and complete statement concerning the nature
of the transfer and the rearon there for. or

(2} each committor of the House of Representatives and the
Benate having jurisdiction over the subjeet matter involved,
before the expiration uf such period, has transmitted to the Admin-
istrator written notice to the effect that such committee has no
objection to the proposed action.

Sec. 3. Appropriations made pursuant. to the aunthority provided
in section 2 of this Act shall remain available for oblisation for
expenditure, or for obligation and expenditure, for such period or
periods gs may be specified in the Acts making such appropriations,

Budget . Bre. 4. The Administrator of {he Environmental Protection Agency,
ﬂ“ﬁg&":’éﬁh‘ in each annual revision of the five-yenr plan transmitted to the Cone

gress under section 5 of Public Law 9 T8, =hall include budget pro-
42 UsC 4361. jections for a “no-growth™ brdget, for a “modvrate-grow h”%md[;:et.
and for a “high-;rowth” budget, In addition, cach such annual revi-
sion shall ilwuhade n detailed explanation of the relationship of ench
budget projection to the existing laws which authorize the Adminig-
tration’s environmental research, developtient, and demonstration

programs, ‘
Public sector t‘L.?Sr:\m 5.h(altl) The Administrator of the Environmental DProtection
b ar Eant.  Awency shall offer grants to public sect rengie 2 -
el sgojuam ufi—- ¥ ¥ I or agencies for the purposes

, (1} mssisting in the developient and demonstration (inchd-
Ing construction) of any project which will demonstrate a new
or mmproved method, approach, or technology for providing
dependably safe supply of drinking water to the publie; and
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(2) asvisting in the development and demonstration (inclod-
ing construction) of any project which will investigate and den-
onstrate heplth znd conservation implications invelved in the
reclamation, reeycling, and reuse of wastewuters for drink-
ing and the processes and methods for the preparation of safe
and acceplable drinking water.

(1) Grants made hy the Administrator under this seetion shall be
subject to the following limitations:

{1} Grants under this section shall not excecd 6694 per centum
of the total cost of construction of eny facility and 75 per centum
of any other costs, as determined by the Administrater.

(2Y Grants under this section shall not be made for any proj-
ect involving the construction or modification of any faclities
for any public water gystem in a State unless such project has
been approved by the State agency charged with the resPOmsl-
bility }m* safety of drinking water (or if there is no such ageney
in a State, by the State health anthority).

{(3) Grants under this section shall not be made for any proj-
ect nniess the Administrator determines, nfter consultation. that
such project will serve a useful purpose relating to the develop-
ment and demonstration of new or improved techniques. methods,
or teehnologies for the provision of safe water to the public for
drinking,

(¢) Therr are nuthorized to be appropriated for the purposes of this
section §25.000,000 for fiscal year 1978,

Sre. 6. (n) The Administrator of the Environmental Protoction
Agency shall establish a separately identified program to conduet con-
finuing an:d Jong-term environmental researcl and development.
Unless otherwise specified by Jaw, at least 15 per centum of any funds
appropriated to the Administrator for environmental research and
development under section 2(a) of this Act or under any other Act
<hall be allacated for long-term enviromnental research and devel-
apment under this section.

(1) The Administrator, after consultation with the Science Advisory
Tsoard, shall subunit, to the President and the Congress a report con-
cerning the desirability and feasibility of establizhing a national
cavironmental laboratory, or & system of such laboratories. to assnme
ar supplement the long-term environmental research functions eve-
ated Iy subsection (a) of this section, Such report shall be submniitted
on or before March 21, 1978, and shall include findings and yecom-
mendations concerning—

(1) speific types of research to be earvied out by such lnbora-
tory or lnborntories;

(2} the coordination and integration of research to be con-
ducted by such laboratory or Inberatories with researel conducted
by existing Federad ovother resenrel faeilities:

(3) methods for assuring continuing long-range funding for
such laborntory or lnboratories; aml

() other administrative or legislative actions necessary to
facilitate the catablizhinent of sueh Iaboratory or labaratories.

See. 7. (8) The Administrator of the Environmental Protection
Agency shall assure that the expenditure of any funda approprinted
pursuant to this Act or any other provision of law for environment sl
research and dovelopment related to regnlatory program activities
ghall bo coordinated with and refleet the research needs and priorities
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of the program offices, as well as the overall research needs and priori-
ti;:a of the Agency, including those defined in the five-year research
plan.

(b) For purposes of subscction {a), the appropriate program
offices are—

(1) the Office of Air and Waste Management, for air quality
activitics;

(2) the Office of Wrter and JIazardous Materials, for water
quality nctivities and water supply aetivities;

(#4) the Office of I’usticidus, for cnvironmental effects of
pesticides; .

4; the Office of Solid Waste, for solid waste activities;
§) the Office of Toxic Substances, for toxicsubstanes ectivities:
6) the Office of Radiation Programs, for radiation sctivities;
anh

(7) the Office of Noise Abatemment’ and Control, for noise
activities,

{c} The Administrator shall submit to the President and the Con-
aress o report concerning the most appropriste means of assuring, on
& continuing basis, that the research cfforts of the Agency reflect the
needs and priorities of the regulatory program offices, while main-
taining 8 high level of scientific quality. Such report shall be submitted
on or before March 31, 1978,

Src. 8. (a) The Administrator of the Environmental Protection
Agency shall establish a Seience Advisory Bourd which shall provide
such scientific advice as the Administrator requests.

(b) Such Board shall be composed of at lenst pine merabeis, one of
whom shall be designated Chairman, and shall meet at such times and
Places as may be designated by the Chairman of the Board in consul-
tation with ﬁm Administrator. Each member of the Board shall be
qualified by education, training, and experience fo evaluate scientific
and technical information on matiers raferred to the Board under this
seotion, '

(¢) In addition to providing scientific ndvice when requested by the
Administrator under subsection (a), the Board shall review and
comment on the Administration’s five-year plan for environmental
research, development, and demaonstration provided for by section 5
of Public Law 94475 and on each annual revision thereof. Such
review and comment shall be transmitted to the Congress by the
Administrator, together with his comments thereon, at the time of the
transmission to thoe Congress of the annual revision invelved.

{d) The Board shall conduet a review of and submit n report to the
Administrator, the President, and the Congress, not later than
Qctober 1, 1978, concerning— .

: (1} the health effects resmarch suthorized by this :Act and other
laws;

(2) the procedures generally used in the conduct of such
research; .

(3) the internal and external reparting of the results of such
research

(4} the review provedures for such rescarch and results:

{5} the procedures by which sueh results are used in internal
and extemal recommendations on policy, regulations, and legisla-
tion: and : _

(6} the findings and recommendations of the report to the
House Committee on Science snd Technology entitled “The
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Enviventoental Protection Agency’s Research Program with

primasy emphisis on the Community FHealth and Envirenmentsl

sSurveillanee System (CLHESS) 5 An Tovestigulive Report”,
The review shall foens special attention on the procedural safeguards
reguired to preserve the scientifie infegrity of such rescarch and to
insure reporting ind wse of the results of such research in subsequent
recommendations. The report shadl include specific recommendations
on the resibts of the review to cnsure scientifie integeity throughout
the Ageney’s health effects research, review, reporting, and recom-
mendation process,

{c) (1) The Administrstor, at the time any proposed criterin docu-
ment, standard. limitation, or regubation wnder the Clean Adr Act, the
Federa) Water Pollution Control Aet, the Resource, Conservation and
Recovery et of 1076, the Noise Control Act, the Toxie Substanges
Control Aet, or the Safe Drinking Water Aet, or under any other
puthority of the Administrator, is provided to any other Federal
agency for fornml review wnd comment, shall make available to the
]&mmf sueh proposed criteria document, standard, Jimitation, or
regulation, together with relevant seientific and teehnical information
in the possession of the Environmental Protection Agency on which
the proposed netion is based.

{(£) The Hoard mmy make available to the Administrator, within
the time specified by the Administrator, its advice and comments on
the adequaey of the seientifin and technical basis of the Hn'oposed
criterin doctiment, standard, limitation, or reguintion, together with
any pertinent information in the Board’s possession,

(fg In preparing sueh adviee and comments, the Boavd shall avail
itsolf of the teclinieal and scientifie capabilities of any Fedoral agency,
including the Environmental Pratection Agency and any national
environnenial laborutories, ‘

()} ‘The Beard ts authorized to constitute suell member committees
and investigative panels as the Administrator and the Doard find
neerssary 1o carry out this seetion, Fach such member committes or
investigative panel shadl be ehnired by a member of the Board.

(h) (1)} Upon the recommendation of the Bonrd, the Administrator
shall appoint a secretary, and such other employees as deented neces-
sary to exercise and fulil] the Board's powers and responsibilities.
The compensation of all employees appointed under this paragraph
shall Le fixed in aceordance with chapter 51 and subehapter 1TT of
chapter 53 of title 5 of the United States Code,

(2) Members of the Board may be compensated af a rate to be fixed
by the P'resident Lut not in excess of the maximum rate of pay for
grade GR-18, as provided in the General Schedule under section 5332
of title 5 of the United Stutes Code, - ,

(1) Tn carrying out the functions assigned by this section, the Tourd
shall consult nnd coordinate its nctivities. with the Scientifie Advisor
Panel established by the Administeator pursuant to seetion 25(d
of the Foderal lusecticide, Fungicide, and Rodenticide Aet, as
smended.

Sre. 9. () The Administrator of the Fuvironmental Protection
Agency, in consuttntion and conperation with the heads of other Fed-
eral agencies, shatl take sueh actions on a continning basis as may be
necessary ot wppropiinte—

(1} to wdentify cenviromnental vesenrel, development, and
demonstration aetivities, within und outside the Federal Govern-
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ment, which may need to be more effectively coordinated in order
to minimize unnccessary duplication of progranis, projects, and
research faeilities; - : oL

‘(2{ to determine the steps which might he taken under existing
law, by him wnd by theheads of such other agencies, to accomplish

or promote such coordination, snd to provide for or encourage the
taking of such steps: and .

(3) to determine the additionn) legislative actions which wonld
be needed to assure such coordination to the maximum extent
poasible,

The Administrator shall include in each annua! revision of the fve-
year plan provided for by section 5 of Public Law 94-475 a full and
complete report on the netions taken and determinations made during
the preceding year under this subsection, and may submit interim
reports on such netions and determinations at such other times as ho
deemis appropriate, ;

(b) The Administrator of the Environmental Protection Agoncy
shall coordinato cnvironmental researeh, development, and demon-
stration programs of such Ageney with the heads of other Federal
arencies i order to minimize unnecessary duplication of progruus,
projects, and research facilitios,

{e}{1} In order to promote the coovdination of environmental
research and development aetivitios, and (o assure that the action taken

‘ il methods used (ander subsection (a) and otherwise) to bring about

Repart 10
President and
Cougrens.
Legistative
recommenda-
toos.
Presidential
report to
Congreas,

42 USC 4361b.
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sech coardination will be as effective as possible for that purpase, the
Counceil on Envirommental Qumlity in censultation with the Oflice of
Beience and Technology Policy shall promptly undertake and carry
ont a joint study of uh aspeets of the coordination of environmental
research and development. The Chairman of the Council shall pre-
pare n report on the resalts of sueh study, together with such recom-
mendations (including tegislative recommenditions) as bhe deoms
appropriate, and shall sulanit such report to the President and the
Clongryess not lator than My 31, 1978,

(2) Not later than September 30, 1978, the President shal] report
to the Congress on steps he has tuken to implement the recommenda-
tions included in the report under aragraph (1), including any rec-
ommendations he may have for legislation,

8rc, 10, The Administrator of the Environmental Protection A gency
shail im\plemcnt the recommendations of the report prepared for the
Iouse Committes on Seicnce and Technology entitled “The Environ-
mental Protection Ageney Research Program with primary emplasis
on the Community Health and Environmental Surveillance Slysstc-m
(CITESS) : An Investigative Report™, unless for any specific ree-
ommendation he detertnines (1) that such recommendation has beon
Implemented, (2) that inplementation of such recommendation would

} the research, or (3) that implementation of
such recommendation’ will require funding which is not aveilable.
Where such funding is not available, the Administrator shall request
the required authorization or appropriation for such implementation.
The Administrator shall report the. status of such implementation
in each annual revision of the five-year plan transmitted to the Con-
gress under section 5 of 1ublic Law 94475,

Srke 11 The Administrator of the Environmental Protection Aroncy
shall jnerease the nwmber of personnel positions in the ITealth and
Ecological Effeets program to 862 positions for fiseal yonr 1978,
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Sec. 12, (2) Each officer or employee of the Environmental Protec-
tion Agency who— ‘ '
1) performs any function or duty under this Aet; and
2; 14 any known financial interest in any person who applies
for or receives grunts, contracts, or other forms of financial assist-
ance under this Act,
shall, beginning on February 1, 1078, annually file with the Admin-
jstrutor & writlen statement concerning all such interests held by such
officer or employec during the preceding calendar year. Such statemnent
shall be availatie to the public. :
(b) The Administrator shajl—
(1) act within ninety days after the date of enactment of this
Act—
(A) to define the term “known financial interest” for pur-
poses of subsection (2) of thissection; and
(B) to establish the methods by which the requirement to
file writicn statements specified in subsection (a) of this sec-
tion will be monitored and enforced, including appropriate
provision for the filing by such ofticers and eml;fo'vees of such
statements and the review by the Administrator of such state-
ments; and
(2) report to the Congress on June 1 of each exlendar year with
respect to such disclosures and the actions teken in regard thereto
during the preceding calendar year.

(¢) In the rules prescribed under subsection (b} of this section, the
Administrator may identify specific positions of a nonpolicvinaking
nature within the Administration and provide that officers or employ-
ces occupying such positions shall be exempt from the requirements of
this section, :

(d) Any officer or employee wha is subject to, and knowingly vio-
lates, this section, shall be fined not more than $2,500 or imprizoned
not more than one year, or both,

Sec. 13. Tt is the national policy that to the maximum extent possible
the procedures utilized for implementation of this Act shall encourage
the drastic minimization of paperwork.

Approved November 8, 1977.

LEGISLATIVE RISTORY:

HOUSE REPORTS: No. 95-157 (Comm. on Science and Technology} and No. 95-722
{Comm. of Conference).
SENATE REPORT No. 95-188 accompanying 5. 1417 (Comm. on Environment and
Public Works).
CONGRESSIONAL RECORD, Vel, 123 (1977):
Apr. 19, considered and passed iHouse,
May 27, considercd and passed Senate, amended, in lieuw of 5. 1417,
Oct, 20, Senate agreed 10 conference report,
Qct. 25, House agreed 10 conference report,
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Appendix B
COMMITTEE MEMBERS AND CONSULTANTS

1. Subcommittee Core Members

Chairman: Dr. James L. Whittenberger
Professor of Physiology
School of Public Health
Harvard University

Co~chairman: Dr. Roger Q. McClellan
Director of Inhalation Toxicology
Research Institute
Lovelace Foundation

Members: Dr. Peter Bloomfield
Associate Professaor
Department of Statistics
Princeton University

Dr. George W. Comstock
Professor of Epidemiology
Johns Hopkins Training Center

Dr. Morton Corn

Professor of Industrial Health and
Air Engineering

Graduate School of Public Health

University of Pittsbhurgh

Or. Julius E. Johnson
Consultant
Dow Chemical Company

Dr. Wendell Kilgore

Professor of Toxicology

Department “of Environmental
Toxicology

University of California at Davis

Dr. Robert A. HNeal

Director, Center in Toxicology
Department of Biochemistry
Vanderbilt Medical School



Dr. Gerard A. Rohlich

Professor of Environmental
Engineering, Department of Civil
Engineering, University of Texas

$AB Staff Officer: Dr. Frode Ulvedal

Supervisory Toxicologist
Office of Research and Development
Environmental Protection Agency

Consultants

Dr.

Dr.

Dr.

Dr.

Pr.

Dr.

Dr.

Dr.

Edwin Lennette, Biomedical-labs, Cali-
fornia State Department of Health
expertise: microbiclogy, virology

Jeanne Manson, Kettering Laboratory
University of Cincinnati
expertise: reproduction,teratology

So] M. Michaelson, Professor of Radiation
Biology and Biophysics, University
of Rochester
expertise: mnon-ifonizing radiation

Steven M. Horvath, Director, Institute of
Environmental Stress, University
of California
expertise: pulmonary physiology,

inhalation toxicology

George Hutchinson, Professor of Epidemi-
ology, Harvard School of Public
Health
expertise: epidemiology,
microbiology

James G, Fox, Director, Laboratory of
Animal Medicine, Massachusetts
Institute of Technology
expertise: laboratory animal care

and facilities

Jennifer L. Kelsey, Associate Professor
of Epidemiology, Department of
Epidemiology and Public Health,
Yale University School of Medicine
expertise: epidemiology of chronic
disease

Ralph C. Buncher, University of Cincinnati
Medical Center
expertise: epidemiology

A-10



APPENDIX C






APPENDIX €

MEETING AND TRAVEL SCHEDULE FOR MERRG

" DATE

LOCATION

PARTICIPANTS

21 June 78

13=-14 July 78

20-21 July 78

23 Aug. 78

25 Aug 78

25-27 Sept. 78

28 Sept. 78
5-6 0ct., 78

16-18 Oct. 78

19 Oct. 1978

Preliminary meeting,

with bBr. Hueter,
HERL/RTP

Public meeting,
Washington, D.C,

Environmental
Research Lab
Duluth, Minn.

Office of Water & .

Waste Management
Washington, D.C.

Office of Toxic
Substances
Washington, D.C.

Health Effects
Research Lab
Research Triangle
Park, N.C.

Preliminary Mtg.
with Dr, Garner
HERL/Cincinnati

Environmental
Research Lab
Gulf Breeze, Fla.

Health Effects
Research Lab
Cincinnati, Ohio

Health Effects
Research Lab.
Field Station
Wenatchee, Wash.
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Dr. Ulvedal

HERRG

Dr. McClellan
Dr. Kilgore
Dr. Ulvedal

Dr. Rohlich
Dr. Neal

Dr. Johnson
Dy, Ulvedal

'Dr. Neal

Dr. Kilgore
Dr. Johnson
Dr. Ulvedal

HERRG and

Dr. Manson

ODr. Michaelson
Dr. Horvath
Dr. Hutchinson
Dr. Fox

Dr. Kelsey

Dr. Ulvedal

Dr., McClellan
Dr. Ulvedal

Dr. Whittenberger
Dr. Kilgore
Dr. Ulvedal

HERRG and

Dr. Lennette
Dr. Hutchinson
Dr. Fox

Dr. Buncher

Dy. McClellan
Dr. Johnson
Dr. Kilgore
Dr. Ulvedal



DATE LOCATION PARTICIPANTS
24 Oct. /8 Office of Air, Dr. Whittenberger
Noise, & Radiation Dr. Corn
Dr. Bloomfield
Dr. Ulvedal
26 Oct. 78 Environmental Dr. Whittenberger
Research Lab. Dr. Lennette
Narragansett, R.I. Dr. Ulvedal
27 Oct, 78 Health Effects Dr. Whittenberger
Research Lab Dr. Lennette
Field Station Dr. Ulvedal
W. Kingston, R.I.
30 Oct. 78 Of fice of Planning Dr. McClellan
and Management Dr. Ulvedal
Washington, D.C.
8 Nov. 78 Region I Dr. Whittenberger
Boston, Mass. Dr. Ulvedal
9 Nov. 78 Environmental Mon- Dr. McClellan

13-14 Nov. 78

13 Nov. 78

13 Nov. 78

itoring & Support
Laboratory,
Las Vegas, Nev.

Public Meeting
Washington, D.C.

Office of Planning
and Management
Washington, D.C.

Office of Research
and Development
Washington, D.C.
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PRINCIPAL EPA PERSONNEL PROVIDING INFORMATION TO HERRG

* Interviewed
+ Provided written information

Office of the Administrator

Douglas M. Costle*+
Administrator

Dr. Richard Dowd*
Science Policy Advisor to the Administrator
Staff Director, Science Advisory Board

Dr. Toby Clark*+
special Assistant to the Administrator

Regional Offices

William R. Adams, Jr.*
Regional Administrator, Region I

Dr. Richard Keppler*
Director, ORD, Region I

Qffice of General Counsel

James C. Nelson*+
Attorney Advisor

John W. Lyon*
Attorney

Edward Gray* '
Deputy Associate General Counsel for Program Support

Office of Legislation

Marianne Thatcher*
Congressional lLiaison Specialist

Alice White+
LegisTative Reference -Specialist

Office of International Activities

Jack E. Thompsdn+
Director, International Organizations and Western Hemisphere
Division

A-13



-2~

0ffice of International Activities (Continued)

Thomas Lepine+
Chief, Scientific Activities Overseas Branch

0ffice of Planning and Management

Roy N. Gamse*
Deputy Assistant Administrator for Planning and Evaluation

Frans J. Kok*
Director, Economic Analysis Division

Marian Mlay*
Director, Program Evaludtion Division

Matthew Pilzys*
Associate Deputy Assistant Administrator for Resource Management

Raymond A Pugh*+
Director, Budget Operations Division

Donald Hambric+
Chief, Cost Review and Policy Branch
Contract Management Division (CMD)

Vincent Jay+
Chief, Interagency Agreements Branch, CMD

Carlene Foushee+
Grants Specialist, Grants Division

Office of Water and Waste Management

Thomas €. Jorling¥*
Assistant Administrator for Water and Waste Management

Allen Cywin*+
Senior Science Advisor

Swep T. Davis*
Deputy Assistant Administrator for Water Planning and Standards

Albert J. Erickson*
Associate Deputy Assistant Administrator for Water Planning
and Standards

John T, Rhett?*
Deputy Assistant Administrator for Water Program Operations

Henry L. Longest®
Associate Deputy Administrator for Water Program Operations
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Office of Water and Waste Management (Continued)

Kenneth Mackenthun#*
Director, Criteria and Standards Division

Gary N. Dietrich¥
Direcotr, Office of Program and Management Operations

Victor J. Kimm*
Deputy Assistant Administrator for Drinking Water

John P. Lehman®*
Director, Hazardous Waste Management Division

Joseph Cotruvo*+
Director, Criteria and Standards Division
Office of Drinking Water

Shelly Williamson*+
Epidemiologist

Office of Air, Noise and Radiation

David G. Hawkins¥*
Assistant Administrator for Air, Noise and Radiation

Rudolph M. Marrazzo*
Science Assistant to the Deputy Assistant Administrator for
Noise Abatement and Control

William A. Mills*
~Director, Radijation Criteria and Standards GBivision
Acting Deputy Assistant Administrator for Radiation Programs

Walter C. Barber, dr.*
Deputy Assistant Administrator for Air Quality Planning and
Standards

John 0'Connor*+
Strategies and Air Standards Division

Joseph Padgett*
D1rector, Strategies and Standards Division

Michael P. Walsh*
Deputy Assistant Administrator for Mobile Source Air Pollution
Control

Stan Blacker*
Special Assistant to DAA for Mobile Source Air Pollution Control
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Office of Toxic Substances

Steven D. Jellinek*
Assistant Administrator for Toxic Substances

Warren R, Muir¥*
Deputy Assistant Administrator for Testing and Evaluation

John DeKaney*
Deputy Assistant Administrator for Chemical Control

Edwin L. Johnson*
Deputy Assistant Administrator for Pesticide Programs

James M. Conlon*
Associate Deputy Assistant Administrator for Pesticide Programs

William S, Murray*+
Director, Technical Services Division

Jack Griffith*
Chief, Human Fffects Monitoring Branch, Technical Services
Division
Don Barnes+
Special Assistant to the Assistant Administrator for Toxic
Substances

Norbert Page¥*
Director, Health Review Division

James R, Beall*
Toxicologist, Health Review Division

David Gould*
Toxicologist, Health Review Division

David Anderson*
Biochemist, Health Review Division

Carl Morris*
Pharmacologist, Health Review Division

Office of Research and Development

Stephen J. Gage*+
Assistant Administrator for Research and Development

Sam Rondberg*+
Director, Office of Planning and Review

Dennis Tirpak+
Special Assistant to AA for Research and Development
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Qffice of Research and Development (Cont.)

Randall W. Shobe+
Director, Technical Information Division

Robert W. Lane*+
Special Assistant to AA for Research and Development

Delbert Barth*
Deputy Assistant Administrator for Health & Ecological Effects

William S. Murray*
Associate Deputy Assistant Administrator for Hea]th & Ecological
Effects

Roger Cortesi®*
Director, Criteria Development and Special Studies Division

David Flemer*
Director, Ecological Effects Division

George Armstrong*+
Director, Health Effects Division

Alphonse Forziati+
Director, Stratospheric Modification Research 3taff

William A. Cawley?*
Director, Technical Support Division
0ffice of Monitoring and Technical Support

Michael Mastracci*
Director, Regional Service Staff
Office of Monitoring and Technical Support

Gerald J. Rausa+
Program Officer, Energy Related Health Effects
Office of Energy, Minerals and Industry

William A. Rosenkranz*
Director, Waste Management Division
Office of Air, Land and Water Use (

Wilson Talley*
Former Assistant Administrator for Research and Development

Mel Myers+
Technical Assistant to AA for Research and Development

Richard E. Marland+
Special Assistant to AA for Research and Development
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Office of Research and Development (Cont.)

George Simon+
Supervisory Health Scientist Administrator

Bernie McMahon+
Chief, Administrative Management Staff

Robert Edgar+
Chief, Planning Staff

Robert Lee+
Management Analyst

Denise Zwink+
Health Scientist

Jeanie Loving+
Health Scientist

Robert E. McGaughy+
Senior Toxicologist, Cancer Assessment Group

Health Fffects Research Laboratory, Cincinnati, Ohio

Dr., R. John Garner*+
Director

Dr. James B. Lucas¥*
Deputy Director

Dr. Elmer V. Akin*
Chief, Viral Disease Group

Dr. Peter J. Bercz*
Chief, Chemical and Genetic Effects Group

Dr. David A. Brashear?*
Microbiologist

Dr. Richard J. Buli*+
Chief, Toxicological Assessment Branch

Mr. J,K. Burkard*
Chief, Mechanical Group

Dr. Kirby I. Campbell=*
Acting Chief, Functional Pathology Branch

Dr. Kenneth P. Cantor¥®
Epidemiologist
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HERL, €incinnati (Continued)

Dr. Normaﬁ A. Clark*
Pirector, Laboratory Studies Division

Mr. Emile W. Coleman*
Research Chemist

Mr. Gunther F. Craun¥*
Chief, Epidemiology Branch

Dr. B.F. Daniel*
Genetic Toxicologist

Mr. R.M. Danner#
Acting Chief, Biochemistry Group

Mr. T.H. Erickson*
Microbiologist

Mr. D.G. Greathouse*+
Chief, Chronic Diseases and Biostatistics Group

Dr. W.E. Grube*+
Acting Director, Program Operations Staff

Mr. A.E. Hammonds¥*
Computer Specialist

Mr. W. Paul Heffernan*
Chief, Developmental Toxicolegy Group

Mr. R.G. Hinnsers®*
Chief, Exposure Systems Branch

Mr. Walter Jakuborwski*
Chief, Bacterial and Parasitic Disease Group

Dr. F.C. Kopfler#* :
Chief, Exposure Evaluation Branch

Dr. Norman Kowal*
Research Medical Officer

Mr. D.A. Laurie*
Physiologist

Dr. R.D. Lingg*
Research Chemist

Mr. Edwin Lippy*
Chief, OQutbreak Investigation Group
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HERL,CINCINNATI {Continued)

Mr. Myron Malanchuck®*
Chief, Experimental Aerometry Group

Mr. Leland J. McCabe*
Director, Field Studies Division

Dr, R.G, Milton*
Chief, Organics Identification Group

Dr. Robert Miday*
Medical Officer

Mr. G.E. Michael*
Environmental Health Scientist

Mr. R.G. Miller*
Chief, Tissue Analysis Group

Mr. James Millette*
Chief, Particulate Analysis Group

Dr. John G. Orthoefer*+
Chief, Pathology Group

Mr. Herbert L. Pahren*
Physical Science Advisor

Dr. W.E. Pepelko*
Chief, Physiology Group

Dr. Michael Pereira¥*
Research Pharmacologist

Mr. Merrel Robinson¥*
Biologist

ODr. Frank W. Schaefer*
Microbiologist

Ms. Cynthia Sonich¥*
Fnvironmental Health Scientist

Dr. Robert W. Tuthill*
Epidemiologist

Ms. Nancy S. Ulmer*
Research Chemist

br. Jean M. Wiester*
Research Physiologist
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HERL, Cincinnati(Cont.)

Mr. F.P. Williams*
Microbiologist

Health Effects Research Laboratory, Marine Field Station
West Kingston, Rhode Island

Or. Victor J. Cabelli*+
Director, Field Station

Dr. Morris Levine*
Research Microbiologist

Dr. Alfred Dufour*
Research Microbiologist

Dr. Paul Cohen*
Chairman, Microbiology Dept., University of Rhode Island

Health Effects Research Laboratory, Research Triangie Park, NC

Dr. F. Gordon Hueter*+
Director

Dr. Robert E. Lee¥*
Deputy Director

Dr. R.J.M. Horton*
Senior Research Advisor

Mr. Orin W. Stopinski*
Physical Scientist

Mr. James R. Smith*
Physical Scientist

Dr. Donald K. Hinkle*
Veterinarian

Dr. Thomas M. Wagner*+
Acting Director, Program Operations Office

Ms, Ann H, Akland*
Supervisory Program Analyst

Ms. Margaret C. Mickelson*
Administrative Officer

Dr. William C. Nelson¥%
Acting Chief, Statistics and Data Management Office
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HERL,RTP {Cont.)

Dr. Victor Hasselblad*
Supervisory Mathematical Statistican

Dr. John P. Creason*
Supervisory Mathematical Statistician

Dr. Daniel F., Cahill*
Director, Experimental Biology Division

Dr. Neil Chernoff*
Research Biologist

Dr. Lawrence Reiter¥*
Research Pharmacologist

Dr. John W. Laskey*
Supervisory Research Biologist

Dr. Joe Elder*
Chief, Neurchiclogy Branch

Dr. Carl G. Hayes*
Chief, Air Pollutants Branch

Dr. D.G. Gillettex*
Economist

Dr. Willson B. Riggan*
Research Health Scientist (Statistics)

Dr. Dorothy Calafiore*
Epidemiologist

Dr. Robert S. Chapman*
Medical Officer (Research)

Dr. G.S. Wilkinson*
Epidemiologist

Dr. Gregg Prang*
Epidemiologist

Dr. Michael D. Waters*
Chief, Biochemistry Branch

Dr. Joellen L., Huisingh*
Supervisory Research Chemist

Mr. Larry Claxton*
Biotogist
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HERL,RTP (Cont)

Ms. Martha Brown*
Biologist

Dr. Stephen Nesnow*
Supervisory Research Chemist

Dr. William F. Durham¥*
Director, Environmental Toxicology Division

Dr. Ronald L. Baron*
Physical Science Administrator

Mr. August Cubley*
Chief, Toxic Effects Branch

Dr. T.M. Scotti*
Medical Officer, Pathology

Dr, C.Y. Kawanishi*
Research Microbiologist

Dr. Jeffrey Charles*
Research Pharmacologist/Toxicologist

Dr. Joseph Roycroft¥*
Pharmacoloqist

Or. John H, Knelson*
Director, Clinical Studies Division

Dr. Ralph W. Stacy*
Research Health Scientist

Dr. Donald E. Gardner®
Chief, Biomedical Research Branch

Dr. John O'Neil*
Research Physiologist

Mr. Jerome M, Kirtz*
Engineer

Dr. Edward Hu*
Microbiologist

Dr. Mary Jane XK. Selgrade*
Microbiologist
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HERL,RTP (Cont.)

Dr. George M. Goldstein*
Chief, Clinical Pathology Branch

Dr. Mirzda Peterson*
Research Microbiologist

Dr. E.D. Haak, Jr.*
Chief, Physiology Branch

Mr. Matthew Petrovick*
Research Biomedical Engineer

Dr. Vernon A. Benignus*
Research Psychologist

Dr. David A. Otto*
Research Psychologist

Dr. Brock T. Ketcham*
Medical Officer

Dr. Milan Hazucha*
Medical Officer

Mr. Walter L. Crider*
Chief, Research Services Branch

Health Effects Research Laboratory, Field Station -~
Wenatchee, Washington

Mr. Homer R. Wolf*+
Director and Research Entomologist

Dr. James E. Davis*
Deputy Chief and Biochemist

Dr, Donald C. Staiff*
Research Chemist

Pr. Larry Butler®
Research Chemist

Environmental Research Laboratory, Narragansett, R.1.

Dr. Eric D. Schneider*+
Director '

Or. Richard W. Latimer*
Director, Laboratory and Program Operations Division
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ERL, Narragansett (Cont)

Dr. J. Prager¥*
Ecologist

P. Yevich*
Research Biologist and Pathologist

Dr. P. Rogerson*
Chief, Analytical Chemistry Branch

Dr. G. Hoffman*
Research Chemist

Dr. G. Zaroogian*
Research Chemist

Dr. G. Gardner®*
Aquatic Biologist

Dr. A.R. Malcolm*+
Research Chemist

br. E, Jackim*
Research Chemist

Dr. G. Persch¥*
Aquatic Biologist

Environmental Research Laboratory, Duluth, Minn.

Dr. J. David Yount*+
Deputy Director

Dr., William A. Brungs¥*
Director, Office of Technical Assistance

Dr. Kenneth E. Biesinger*
Director, 0ffice of Extramural and Interagency Programs

Ms, Evelyn P. Hunt*+
Chief, Research Support Section

Dr. Gary E. Glass*
Research Chemist

Dr. James M. McKim*
Chief, Physiclogical Effects of Poillutants Section

Mr., James H. Tucker?*
Aquatic Biologist
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ERL, Duluth (Cont.)

Dr. Gilman D. Verth#*
Research Chemist

Dr. William A, Spoor¥*
Aquatic Biologist

Mr. Charles E, Stephan*
Environmental Scientist

Br. Bernard R. Jones*
Director, Duluth Research Branch

Mr. Armond E. Lemke*
Fcologist

Dr. Glenn M, Christiansen*
Research Chemist

Mr. Frank H. Pulglisi*
Chemist

Mr. Douglas W. Kuehl*
Research Chemist

Mr. Richard E. Siefert*

Chief, Physical Pollutants and Methods Section

Dr. Philip M. Cook+
Research Chemist

Dr. Richard L. Anderson*
Research Entomologist

Mr. Anthony R. Carlson*
Aquatic Biologist

Mr. John H. McCormick*
Aquatic Biologist

Mr. John I, Teasley®*
Research Chemist

Mr. Jdohn G. Eaton*
Chief, Chemical Pollutants Section

Mr. Robert W. Andrew*
Research Chemist

Mr, Legnard H. Mueller*
Research Chemist
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ERL, Duluth (Cont.)

Mr. Robert A. Drummond*
Aquatic Biologist

Dr. Jdohn E. Poldoski*
Research Chemist

Environmental Research Laboratory, Gulf Breeze, Fla.

Dr. T.W. Duke*+
Director

Dr. T.T. Davis*+
Deputy Director

Dr. N.L. Richards*
Associate Director for Extramural Activities

Dr. J.A. Couch*
Coordinator, Experimental Biology Team

Dr. W.P. Schoor*
Aquatic Biologist

. Dr. J.1. Lowe*
Chief, Experimental Environments Branch

Dr. D.R. Nimmo*
Research Ecologist

Dr. G.E. Walsh¥*
Research Ecologist

Mr. D.J. Hansen¥*
Aquatic Biologist

Mr. $.C. Shimmel*
Aquatic Biologist

Pr. N.R. Cooley*
Research Microbiologist

Dr. Richard Garner*
Research Chemist

Environmental Monitoring and Support Laboratory, Las Vegas

Dr. G.B. Morgan*
Directar

Dr, R.E. Stanley¥*
Deputy Director
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[6560-01-M]

ENVIRONMENTAL PROTECTION
AGENCY

[FRL 983-5)
AGENDA OF REGULATIONS

AGENCY: Environmental Protection
Agency,

ACTION: Agenda of Regulations.

SUMMARY. Four times a year the
Agency publishies 2 summary of the
significant regulatory actions under
development to help assure that inter-
ested parties have an early opportuni-
ty to participate in shaping our regula-
tions. We c¢all the summary our
Agenda of Regulations,

FOR FURTHER INFORMATION
CONTACT: For Iinformation about
any particular ltem on the Apenda
contact the individual ldentified as the
contaet person for that item. For gen-
eral information about public partici-
pation in the regulatory process con-
tact:

Chris Kirtz, (PM-223), Standards
and Regulations Evaluation Divi-
sion, Environmental Protection
Apgency, 401 M Street. 8W Washing-
ton, D.C. 204560,

SUPPLEMENTARY INFORMATION;
On March 23, 1878, President Carter
slgned Executive Order 12044, Improv-
ing Governmen! Regulalions, which
directed all executive agencies to
adopt procedures to improve existing
and future reégulations, One procedure
which the Order required all apencies
to adopt was the publieation twice 3
vear of a Msat of slgnificant regulations
which are under development or
review, The Order glso directed that
the Apenda provide the following in-
formation about the potential regula-
tions:

# A brief deseription

® A citation of its statutory authori-

-ty

@ Its status
® The name and phone number of a
knowledgeable official

NOTICES

#® Whother we will prepare 2 regula-
tory analysis due to the repulation's
polentially major economic conse-
quiences

# Whother the listed itetn is an ex-
{sting regulation whieh we are reeva-
luating

The Order also directed that the
Agenda provide the status of all items
listed on the previous Agenda.

EFA’s previous Regulatory Agenda
was published April 6, 1978.

COVERAGE

We have tried to list all significant
actions which are going throupgh the
Agency's formal regulation develop-
ment process, but we may have inad-
vertently omitted a few, Appearance
or nonappearance in the Agenda car-
ries with it no legal significance,

¥Executive Order 12044 gave general
guidelines on determining what regu-
lations were significant and which,
therefore, should be included on the
Agenda. It directed each agency to de-
velop specific eriteria for identifying
significant regulations. We will de-
seribe our criteria for determining sig-
nificant regulations in our final report
responding to the Executive Order. I
will be signing this report soon, and
you will be able to obtain coples of it
from Phillp Schwartz (FM-223),
Washington, D.C.. 20460,

The Agency's formal process of regu-
lation development starts when an Asg-
sistance Adminisirator sends a notice
form te the Administrator and other
senior management. This form notifies
all EPA offices that a regulation is
about to be prepared and allows these
offices to plan thelr participation.

Different events might trigger the
start of the Apgency's formal! regula-
tion development process. The most
common event is the passage of new

-legislation. Other common triggers in-

clude new scientifie studies: advances
in technology, petitions for rulemak-
ing sent in from outside EPA; judicial
documents such as court orders and
consent agreements; and simply, oper-
ating experience with a particular reg-

ulation which may suggest ways that
we ¢an improve it,

EXPLANATION OF INFORMATION IN THE
AGENDA

The Agenda lists prospective reguia-
tory actions authorized by the follow-
ing laws:

@ e Clean Air Act (CAA)

® the Motor Vehicle Infermation
and Cost Savings Act (MVICSA)

&« the Bafe Drinking Water Act
(SDWA)

# Lhe Noise Control Act (NCA)

& the Federal Insecticide, Pungicide,
and Rodenticide Act (FIFRA)

& the Atomlie Enerey Act (AEA)

# the Public Health Service Act
(PHSA)

® the Resource Conservation and
Recovery Act (RCRA)

# the Toxic Substances Cantrol Act
(TECA)

# the Federal Water Pollution Con-
trol Act 8% amended by the Clean
Water Act (CWA)

The first column of the Agenda pro-
vides the following information about
each regulation:

@ A citatlon from the Code of Feder-
al Regulations

@ A short title

® A citation of statutory authority

& A description, including whether
the item is an existing regulation
which we are reevaluating

If the regulation may have economic
consequences large enough (0 require
a regulatory analysis, an asterisk (*}
appears a2t the beginning of the entry,

The zecond column lists the date we
proposed a regulation in the FEDERAL
REcIsTER or the month in which we
expest to propose i,

The third celumn lists the dale we
published a final regulatien or the
month in which we expect to publish
the final regulation.

The fourth column provides the
name, address, and phone number of
whom to contact for each regulation.

Dovgras M, CosTLE,
’ Admirnisirator.

NoveMEER 20, 1978.

MAJOR EPA REGULATIONS UNDER CONSIDERATION

Mame and description of regulation

IFPDDDSBI date In FEprRat RecisTen

Finnl date in FEDERAL REQIZTER

Contact porson and nddrexs

THE CLEAN AIR AcT

W are developing Lhe following seven ttems under the suthority of sees, §08 ana 100 of (e CAA which dlrect the Adminlstratorio sstablish national Ambk
#at Air Qunlity Sinedards (NAAQSL To write & NAAGS for any pollutant, we first prepare a criteria document which eontaths the latest selentific kuowledge on
the kind Ang extent of public health and welfare problemy ¢sused by the presence of the pollutant fn the air, If we revise the erileria document, we may find i

neCrasdry 16 also ehinnpee the NAAQS.

‘A National Pritnary Amblent Alr Quality Standard defines the Maximum amount of an atr pollutant whiel the Administrator of EPA determines is compati-
ble with an adeguate marrin of safely to protect the publle hralith, A National Secondary Ambient Alr Quality Standard defines levels of air qualily which the
\ Adminstralor Judees Recessary th protect Lhe public welfare [Fom any known or anticipatod Rdverse sffvetz of A pollutant,

40 CFR 80 “Areear of NAAQS for Photochrmical June 22, 10T8........coremrmrrmmsmsmsnens

Qredunis. CAA 108 The proposed regulation
would change 1he eXixting primary, heatth-boasd
standard (¢ 0.10 ppun for a L-hour average from
the esisting 00K ppm slandard. The secondary.
welfare-iwsed standnrg would reinatn at 0.08 ppm

for Lhour myeowe The polluiam we eanteol
would e odluaged from photochemieal oyviadants
1o ozune, which s the privelpa] measeratde in-
sresienl in pruno etngeat oxulani s

Decerber 1978, mevvrrrrersnsreeres

Jue Prdgeit (MD-12).

Environmental Protection Agency,
Resenrch Triangle Park. N.C.
27711, B10.541.5204, FTS B-829.
Fod,
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MAJOR EPA REGULATIONS UNDER CONSIDERATION—Continued

56159

Name and descrintlon of fegulation

Proposal date in Frperas Rzoisrn

40 CFIR 50 *NAAGS for Lead TAA 108, EPA pro-
posed AR Ambicnt bad standard of 1.5 miero-
grams prr fuble meter averpEed aver 39 onys.
Fublie reast lon bas boen mixed. Fegeral aleneics
Al publie 1atpreat prouls suppert Lhe proposal.
Inchustry srizaes 1hat (12 the health dara and
analyses do not muppert the standard, (3 Jarce
parls of the secondary lead and loundry induss
wries are Tohmicelly unabic 1o comply. and (3)
plant ciosursa for ceouemic and teehnlcal reas
warit Wik resull from enforeemoent of the stand-
wrd,

40 CFit %0 *Review of NAAQS for Carbon Efonox-
i~ CAA 108, The healih basiz for eontrol of thid
pulluiant wilt we roviewed. This requites prepns
ratien of an vpdated eriteria document and anal
vats of whether er not NAAQS should be revized,

40 CFR 50 ~lvirw of NAAQS for Sulfur Qzides
CAA 108, A *ovicw of the health basis for contrel
of iLhis poiiuiant Wil reguire preparation of an
updaied criterls deoeument and  enalysis of
whether or nol NAARS shoyld be revised,

40 CFR &) *Revisw of Long Term NAAGS for N
tropen Dioride CAA 108, The NAAQS for nitre.
pen dioxide 18 underroing review, QRD will com-
pleie m revised criteria decument by January
1974, Under the CAA amendments, the criteria
and the ducision Lo revise the standard must ad-
gdreds both the lopg-term effeots of NOZ, and ¢f-
{oots assoclated with other nitrogen apecies in
the air, particularly nitrates, and niiric geid aero-
sal,

&0 CFR 50 *Review of NAAQS for Particuialer
CAA 103, A révisw of the heatth basls for eeiitrol
ol this peliutant will require preparation of an
updaled criteria  document and  anslysia of
whether or not NAAGS should be revised,

40 CFR 50 “Ievelopnent of Short Term NAAQS
far Nilrogen Dioride; CAA 108, The Clean Air
Ast Arsendments of 1971 require proposal and

Dee. 14, 1377 iimmnrarey bt e

Zeptember 197D i

Moy 1980 .

January 1979...

May 1880

Fingl dute [h FeorraL ReGiiTEn Contact perzon and sddres
THE CLEAR AIx ACT
[oT NI T | F VR D
February 1960, Da. N
Dircemther 19B0 i e sasssmare— Do,
J;.me 1579 Do,
¢
DoeemBar LIBO. e oo ccstmimuarsnrmsoonees Do,
June 1979 - Da,

January 10T e s s

promulgaticn of & 1.3 heur sinndied for NOZ'

unless EFA finds that such n standard s not nec-
sssary to prolect the publie health.

We zre doveloplng perfermance standards to

‘Admisistrator develap Now Souste Perlormance 3 andards (KEFS) for static
the Best system of continueny emission reduction which has been ddequately
which are modified after approval of Lhe reguisLion.

0 CFR 60 *NSPS=Fossil Fucl Steam Cieneralors
(Revision). CAA 111, Revised standards are being
proposed for ulility botlers for control of SO
NOx and particulates. The revised NEPS will
apply 1o any tozsilfueled utiilty bailer with &
keal input of 250 million Brushour of Areater.
The NSPE will require s pereent remove! of
sulfur dievide and will include an ¢mission cuil-
tng and &n cmidtion [loor.

10 CFR 60 NSPS—Petroleum Liquid Storage Ves
arls, CAA 111 Thiz i5 & revision of 1974 NEPS.
The revived stondard will propeze he use af
double eals rather than single scals on foating
roufs. The standard, 83 currestly belng devel
oped, will ezzentially eliminate one of Lwo Lypes
of sexls currently in use,

A0 CFE 00 NSES-Glass Manpfacturing. CAA
111, This regulation wil nddress the problem of
smissiomt from new glass manofweturing fur-
races, The Gavernor of M-y Jessoy roguested
thipt EPA develop pational stanunrds,

40 CFR 60 NEPS~Inierna! Combustion Enginés.
CAA 111, These regulations will reguire the ap-
plicatien of best domonstrated contrel Leclnal-
sy to conaTol emistians from sintisnary interpal
rembustion engines, It will atso require States to
act under sce. lled) to regilate these con
poundd [rom existing AUTors,

40 Ci'R B0 NE7PS—Sulfur Recorery in Netural
Gag Frelds, CAA 111 This regulation will contral
emiattens of tutal redueed sulfur fompounds.

&) CFR 80 NEPE—Nou Metallic Mingrals. TAA
111. Particulpte emissiona from quarrying opef-
ations and refated faeilitics will be controlied.

&0 CFR 60 NSFS—Orpanic Scivend Alvial Clean.
ing. CAA 111, Thiz rule wli) control feaporntive
emistions from melnd eleaning nnd degreasing
oporations,

contral emissions from the following industries ury
nary sourees which signifiza

Sept, 19, L1378 uvnurec s

March 1978 e

.

May 18, 1978

February 1978 wnnnam--

Deeember 1998

DecemBer 19T, .o immmmniaimen rrstiins

o

July 1978,

PETTITY ST {1y} IO P

| EE0 LTI Lo | T————

May 1950

December 10T oo it

January 1980 ...
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der zoe, 11170 of the CAA This scchion requires that the
ntly cohtribute to Al pollutien, The NEPS aze based on
demanstrated, The standards would apply o both pew sources and £xELIAE 2OUrTEs

Don Goodutn (MD-13).

Environmenta! Froteetion AQency.
Resewrch Trinngle Park, N.C
27711, 919-541-4271, FIS 84670
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NOTICES

MAJOR EPA REGULATIONS UNDER CONSIDERATION —Continued

Namr and description of regulation

Fropeaal date it FEDERAL REGISTER

Fina} date In Provear Rrcisiok

Contact person and sddress

THE CLEAN Afr ACT

40 CFR 60 NYPS . Surface Coaling Oprialions for
Auln Asxembly Plunts, CAA 114, Evaporative
eratheadatis From roating aperaliohs 1 the auto
and hieht truck inansiry will be controlled.

at CHR B0 NSEFE-Nuathetie Orpomie Chemical
manyfactenng CAA L1 Seleetion of a @rgree
of coatrul of ¢hsaen from manufacture of aver
100 major oreane chemicals s to bBe mage, A
arru-s of siandards will be propased.

40 CFR A} NSPS—Can Coohing, CAA 111 This
reguintion will establish emizsion standards for
valALibe oFeanle rmslona from can coating apen
ntions. .

40 CFR 681 NEPY—Presiure Seasitive Taped and
Labels Coating CAA 111 This rerulation will o«
tablish emission standards for velatile organie
emnlssions [Porm pressufe Sensitive Lapes and label
operakions.

40 CFR 60 ASPS—Melgl Farniture Surface Coat.
ing. CAA L11. Thizx regulation will extablish emis-
slon siandards for volatile organle emiasions
from metal Turniture aperatlons.

0 CFR 60 NSPS—Lead Heotlery Monwfacturing
CAA 1iL This regulation wiil e51a01480 emussion
standards for lend mnd suifuric acld mist emis-
sions from lead bettery manutacturing facilities.
The actlon on H250M will Key the reguirement
that States regulate existing sources uhder see.
1118,

40 CFR 60 NSPS—Gas Turbines, CAA 111 This
regulation will establish ltmitations on oxide of
nltroge-n emissions from slationary gas turbines.

40 CFR 60 ANSPS—Industrial Boilers, CAA 111
Thiy regulntion will contrpl the emissions of par-
Civulates, KOx and 502,

90 CFR 60 NSFS —Plosphate Rock. CAA 111 Thia
repulation with contrel the eimission of partieu.
lates.

40 CFR 60 Atumtinnuet Plan! Flourdde Control—
Exizting Plants. CAA 1tlid). Thede are guide-
lines Tor State control of fiouride rmissions from
exsting aluminum plants,

i CFR 60 Gurdvlines for ELtsting Krafl Puip
alitts, CAA Llicd). These are guldehines to con-
trol aultur todors: frot existing ralt peip milly
will gilow States flexibiltty in estoblishicg cofi-
trols.

40 CFR 680 Lisi of New Sauree Performanoe
Stangards CAA 11, The 1577 Clean Alr Act
requires Lhe Adminiatrator to st the categories
of major stationary sourded thatl are not already
controlied by NSPS. He muxt then issue stand-
ards {or Chese categornues within 4 yoarsy,

Fehruary 1979 e

March 1970

November 18979 ...,

BETITFENJU £ 1.1 DO —"
December 1978 i
April 1979

Oot. 3, Y877 PURPTVIN

Ortober 1980 .

January 1BT0........cooo..e

Foeb. 23, 1978 ...

LY 202 TR0 £ P ———

. [

. ]

September 1980 i,

November 1880 ey

December 1879000

Februrry 1980,

February 1878 .

Aupust IPED i s

March 1980 ... PN

November 1979 e,

PET LTSN Lkt S ——

May 1878

We are develeping emission standirds for hagardous Mr pollutants under sec, 117 of the CAA. This gectlon requires that the Administrator develop National
Emisilon Standards {or Hazardows Air Pollutantx (NESHAPS) for emlsaions which cause ar contripute to air pollution which results In an inerease In motlality. or
Bn incrense inoserious of IGCARACIALIAR HTaess, The standards would apply (o both new sourcea and existing sources.

40 CFR 61 NENHAPY Aabestosdron Ore Braef
cimiran. CAA 112, This regulation wauld estab-
Iish Wmgts on asheslos gnussions from jréon ore
beneficiation faciitlies,

40 CFR 81 NESHAPE Vinwl Chipride Amend-
menis, CAA [12, The proposed regulations have
ealted for increased control ol exlsiing sources,
stringent control of new sources, and a 2ero emia-
sion goal.

40 CFR 6l NESHAPS: Handling and Sitrapr
CAA 112 This revtilniten would contral the han-
ditng and storpge of benzend and beosene-tieh
Tiguda.

40 CFH 81 ANEISNAPS Gazoltne DHstribution Sk
fenia, CAA 1120 ‘This regulation would éenirol
BenZEene Enit-io0s Tram mater marketing sourees
such as bulk termoccils, Dulk phuaita, and aervies
statinny

ARCHFR 81 NESMAPS —Reftnery Sources CAA 112
T'hus repnlation would ¢oniral the emvssion of
penztne (rom point sources as well ox from figi
tive sources (pumph. CAIVCR £Le) and wiste dus-
posul.

40 UFR 6] NERHAPS - fateic Anhydrnde CAA 112
Thad regulntion would contrel the emibssion of
benvene i the manufacture of malee anbydride.

40 CFR 81 NESHAPS—EWl Benzene CAA 1D
Thik regulntion would coitirel the ermisdioh of
Lenzend i the manafaciuge of ethyl benvene,

September 1979 .

June T,1977..

Aupust 1BTE e e

INACtermInALE s

Beptember 19T g

January 1879 O PT

Mnrch 1979

. January 1880....

[T B R S

Indeterminate .

June 1380

Tndeterminate .. ... ... aas

November 1980 ....uininiimni

L TTT LT O & T —
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MAJOR EPA REGULATIONS UNDER CONSIDERATION —Continued
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Name and deseription of regulation

Proposal date in FroreaL Petsten

Final dute In Frhogkat BaoiaTER

Contact pemon and addrec

THE Crian AIR ACT

‘0 CFR 61 NESHAPZ—&iyrene. CAA 112, This
feuislion would control the emission of bonzene

. inthe manufeaeture of styrene,

0 CFY &0 NESHNAFS: Asbealos Released from
Orieshod Siene. CAA 112, Use of crushied serpon-
tine rock {or rondway suriacitg may rejoade SiIg-
nificarn quarntitles of ashestos, A moniloring pro.
KrEMn s tnder way and resuits indicawe sinndards
will he propused.

40 CrR 61 NESNAPRS: Coke Oven Emisjign-
Crarging Cperations. CAA 112, The regulation
would dofine enke dven cmissions 88 & hazarcdnus
ait holivlant, Charging nperations woald be reg-
‘;lulr.-d firit, Regulations on top side lesits wouid

ulleww.

0 CFR 61 NESHAFPS: Arsenic. CAA 112, A health
ruik assessment 8 belng conducted, If 1 15 deters
mincd Lhat Arsenic emisslens {(primarily from
ropper smellers) gre & hazacdous air pollutant,
Liien emisf fon siandards would he proposed.

40 CFR 57 Frimary Nonferrous Smelier Qrders.
CAA 119, These regulatizns will estabiish the
substantive requirements of inilial primary non-
ferrous smelier arders (N50Ys) aud the prove.
dureg t& be wscd in imsuing them. NEOQ's will
allew certaim coppey,. lead, and ginc smeltors to
delay eompliznee with the requirements [or con-
sinnt control of suifur dioxlde cmisslons and let
thern wre tall stocks and supplermnentary control
SYELEMS t0 meet amblent standards,

40 CFH 56 Noncompliance Fesallics, CAA 120,
EPA Is required to establish & penalty program
o start coliccting meney from poiluters after
mid-1579 in 2n amount cgugpl to Lthe momey the
polluter zaves by tniling to obey Lhe law,

40 CFR &1 Taii Stack Prgulalion, CAA 123. The
regelations will specify what height atacks may
be given eredit for dispersion under Srate imple-
menlation plans.

40 CFTR 51.240 Repulationz Providing for Sietes
Lecel Consultation. CAA 12, The regulations
will &2k the Srates to provide a satisiactary prog-
25 of eorsnlintion with lacal governments, eloet-
oo plficlals. and Federal land managers. The reg.
ulatlons will alsc require tie Blates (o choose a
lead rlanuing organizilon to coordinate the
State Implementailon Plan revislons for oxldanta
(smog) and carban mopaxide,

1978 Listing of Radisactize Pellulants, CAA
123 Determine whether radiosttive pollutants
shall be cloxsifivd &8 108, 111, or 112 poliutanta or
none of these categorics,

40 CFR 31 Emission Qffsel Pollcy Requlalions.
CAA 129. Thesg regulations address the issue of
whether and o what extent the national ambi
nt air guality strndarcs established under CAA
tedtriel or prohibit growth of major new or ax.
prnged &ir pollution sources, These proposed re.
visicha reflest the public coamenta tincluding
four public hiearings on the December 21 rullng
and the changea régquired by CAA Amendments
of 1977).

40 CFR 3! and 52 Prévéntion of Siguificant Dete.
rioralion {PED) Bet J1, CAA 166, These regulps
tions will ingure that arsas which are tn compli-
ange with hydracsrhan, far'.on monoxide, phata.
chemnicat gxignnt, and nltrogen axide stondards
will rematn in eempiianee,

Vietbitity Protection. CAA 16Tia), EPA i8 re.
quired ta prepnre g report to Congross and guide-
lines which require EIP's to wddress visibilly
Problems,

40 CFR 85 Rrouiremonis to Build Denonsiration
Cars Mreeting 0.4 Gram A le NOT Standard. CAA
202. AN manuiactiurers with a Ieast a .5 pot
share of the U.S. pataenser ¢ar markel wiit have
1o build resesrch vehichos which meot Lhe 0.4
grams plirogen dioXide per mile reserrch objec-
tive, This regolation will be publisticd 10 ntecim.
final farm.

40 CFR 86 LightDuty Dicsel Particulale Stond.
grds. CAA P02 EPA & required 10 sel particulate
mandards for mobile sources SARNG 0 1981,
The regulation will contun 1981 standards and
more stringent standards for 1983 mnd Jmer
Inédel years. '

June LU78

May 1830

December 1878, ... e essssssssmsrncs

Dacamber 1070 st s

il . R ——

wessn 0

November 198 v

May 18, 1878 .. s e ssnsansce s

August 1980 st e s

Dee 21, 1976t v s

December 18790 e

Lols G510 T —

Deeember 1878, .. e rimmararns

-]

April 1980

Mgrch 1981 ...

Boptomber 1979 s

April 1979

Undetermined v e

Aprih 1979

Drreerititr 1978t

Undeternined..

Noverrber 1978 e

QELEBEr T80 i oeomemsrrrreemmenn

LT R ——

July 1979

July 1975
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Jor Fadgett {MD 12)

Environmental Protection Ageney.
Rezearch  Triangle Park. N C
ITTI1 %19-551-5204, FTS B.539-
5204.

Judith Larsen (EN-341),

Envirenmenta] Protection Ageney,
g:shington. DO, 20460, 200755

Bob Homiak (EN-341)

Enviroamenta! Protection Agency,
Warshingion, D.C. 20460, 2758
252

Dick Rivoxds (MDs 15).

Envirstimental Protectlon Agency,
Research  Triangle Park, N.C
27711, 918-541-5251, FTS & .625-
5251,

Jahh Hidinger (AW -445).

Environtaental Proleclion Arency,
Wathington, D.C. 20460, 202-755-
Rl

Willlam A, Miilz (AW-460),

Envirenmental Protection Ageney,
Washlugton, D.C. 20480, TOX-557-
o704,

Hent Berry (MD-11)

Envimnmentel Frotection Agpency,
Rezcarch Triaegle Park, MG
2‘;1‘;]. 215-8541-5343, FIS 8-629-
§a43,

Dick Rhoxds ¢MD-1%),

Environmentnl Protection Agency,
Ressrrch  Triangle Park, N.C,
27711, 919-541-5251. FIS 6629
(=118

Joe Padgett. .

 Environrental Frotection Ageney,

Rescarch  Triangle Parke NG
27711, 819.541-5204, FT5 B-520=
S04,

Karl Heliman

Emission Control Technotogy Divl-
ztlan, Enviraonmental Protsction
Ancory, 2565 Plymouth Rd.. Ann
Artor, Mich. 483105, 3136684246

Merrill Korth,

Ermniuion Control Technolopy Divi
slon. Envirpnmental FProtecuon -
Agency. 2585 Plymouth Rid., Ann
Arbor, Mich. 48105, 313-G88.4209.



56162 HOTICES

MAJQR EPA REGULATIONS UNDER CONSIDERATION —Conlinued

Namr and deseripuien of regulalion Proposs! date i FFOARAL REGISTER Finai detr in Frommal Reoiaton Contact person and addresa

‘THE Creas AIR AcT

40 CFR B6  Heary Duty Diegel Partieutate Stond. Decetiber BB e AURUSU 1980 resarempn iy D,
grds. CAA Zhd Although reguired by CAA for
1981 tadels, LErere s B test procedure dvalable
That ean be used as Che basts for 2 seardard. A
15K mudie] yoear 15 LRrgeied.

40 CFR 85 Teal Hrocedures for Meusurng Heqry Degember 1978 s AUEWSE VIR
Puly Eraoporatice Ewastons. CAA 204a) The
Clean Ar Aol reguires thal & Lest progeduare be

Mike Leifrrman.
Envirgnmental Prateclion Agency,
Ann Arbor. Mieh. 48105, 313 -668-

promulpgated whieh will require measaremend of A27%.
rvaporative emissien from the vehickes as a
whole, EPA wil! promulgate tedt proccdure gnd
standirds. '
40 CFR M6 Hravw-Duly Evaparafirs Fmisston Janaiby 1079 mnmummmmm s August 19B0 ..., D,

Starndurds, CAA BN Slandakds Wit Apply to
heayy-duty gasoline vehicles and will rontrot
rmsagns due Lo evaporaiion of gaselng begin.
ning In model yeor 1985,

0 CFR B8 Light Duty Truck Emissinn Standards . [T T PRPRPOPPPRN 1T LIVLT G I 1 £ SO PR Wilhan Houtmenn,
tllp te §300 (by. Grosy Vedadcole Weishi Ruting— Environmental Frotection Agency.
GVWERL CAA 2020a). CAA requircs xandirds for Ann Arbor. Mich, 48105, 313.668-
6.000-8 5060 b trucks that represant a %6 precent v 4272
reduction tn HC and CO from bascling for 1983,
Standards are expected to be equivalent in strin-
gency to 1981 passenger cAf standards and are
expieeled 1 year anead of CAA deadline. Lo, 1982
model year, The kame standards will 2Js0 be Ap-
piied 16 truchs under 6.000 b GYWR.

40 COFR B8 HC gnd QO Emission Slanwdards for Decomber 1978 DecemBer L9793, e Chet France,
MHeavy Duty Vehacies 1Qrer 4,400 Foundy). CAA Eavironmental Protection Agency,
02akdY, The CAA requires EP'A o witablish Ann Arbor, Mick, 48105, J13-668-
emission standards for enrines for heavy-duty ve- 43338,
higtes over 8,500 pounds. Standards for HC and
CC are B B peroent reduction [(rom baseline
emsdions for 1833 model year. EPA ix In Lhe
process ol deseloping 8 new 1est pragraure for
reRAUNINE exhaust oemissions and MeASUFCMENts
of Dadeline #miseons,

40 CTFR 86 NOz Frmissien Stundaerd for Hravy December 1878
Duty Vehicles (Over §5200 Poundir CAA
H)2ta)nd) The CAA requires EFA to csiablish
Cmilssion stananras for heavy . dutdy {ehicles (over
6,000 lbs. GVWER) A 7% pereent reduruga for
NCGx brginmipg with 1485 model yéar. EPA 13 In
the process of developing & new test procodure
for mrasufing exhaast emesions and musl (hen
nensure baseline enissions,

Fili Pipe S{andards. GAA 202ar3: At such September 1978 i
lime as phase 11 vaper recovery rexulations are
promulgated. EPA 15 regquired o set standards
for vehiole refueling orifives and assocIated parts
of the fuel system 19 provide effeclive conneetion
peiween the fill pipe and vapor recovery teiuel-
ing noazles. The cffcguve medel 15 ta be detor-
mined on the basis of Ieaa time reguired for
design Bnd proguction of Lthe requited systems
The type of [l pipe necdrd g¢rpends of whethet
phase It or anboard HC control 15 sclected by
EPA. '
On.Board Hudrocarbon  Tecohnplory. CAA  Seplember LT nueenee Julé 1BB0.... . FPaul Stolpmen (AW-443).

207(R ) 8), Under thiz section EPA {8 required to Envirentmental FProtectign Ageney,
determine whelher onboard HC controls are fea- Washinglon, D.C. 20460, t02-426.
arple and mere desitable than FPhase M Vapor 2484,
Recovery. taking Into ronsideration sucn fACIOrS
ny fuel economy, costs. admininsirative burdens,
equitable distribution of costs and safety, If
found fensible and desirable. onberrd HE control
standards are (o be sel by EPA, with such ioRg
tige . i3 needed for USDICMCRiALGEG. 10 1ss0ing
Buch regulations, EFA i required to eotsult with
the Pepartment of Transportation regarding the
safely of Lthe controls.

40 CFR B& Interim Hiph Altitude Reguirements Decembor 1978 o AUEUSE LBTR William EHouimann,
CAA 208 (D, The regwlations will soU peguire- : Environmeninl Proteciion Agency,
ments or car Lo mecs the standards at high atth Ann Arbor. Mich. 48105, 313-668-
tude for 1981-8). e,

Secptember 1980 ..

June 1980 e tesennn Brole Rusenberg (AW-43%),
Environmentsl Protection Agency,
Wishington, D.C. 20460, 202-755-
0586,

40 CFR 85 Impostation of Molor Vehiclea and Deeernber 1978 ovmmnnnnremes JUIY 1OTB i Tom Preston (RN 3400,
Krotor Vehlgir Engines. CAA 203 The tegulation Envirentmental Prolcction Apency,
wWashlngten, D.C. 20460 202-755.

Atternpts to trmprove the efiecliveness and admin-
istration of EMFA's proeram Lo prevent JRIpOriR-
tien of vehicles and engines which fail (o oot
form Lo Federal emission Mahdards,

40 CFR 8% Keowlafions Defineng Crritficate of Dec 23, 19T PR " 11,01 1 14 S —— D,
Conformtty. CAA I06tA) The resuintions will
identily the components and specificatlans that
Rre B FeQuired part of motor vehicle certifieation:
the parameters of allowabie deviation of parts;
mnd the speciflications fuf the ecruifleation tests,

0944,
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Mame and deseription of regulalion Proposat dale ln Froxral ReCIat m Final date in Faorral Reetcomn

Contact perzon end address

THE CLoan Atk Acy

40 CFR 86 Seleclice Enforcement Awdiling of Mo- 1 1T T —
orcycles. CAA 204008), The rrgvlation wifl ¢3! a9k
Nzh & propram [OF texting motoroen et At the ne
sembly line Lo pssure notcpllanee with emision
¢ Alaardaros,
10 UFR &6 Seloclive Enforeement Auditing of DHEUember I8 oossseessseos Fobrary 1978 ncnsoeeeeeeecorranrems
Fravy Dutv Ewnines cnd Vehigins, C&A 20Gib),
The repulation will extablish & prozram for tete
g hepvy duty englaes and vehieles at Lhe as
sembly Line be assure comphiance with cmisston
Az neiprds, )
4 CFR 6 Entinc Porameler Adjustment Reonle- Qet, 21, 1091
tiszr CAA L04(h). This rerulation will limit the
wtjuctiaert paramaters of smissions-celated con.
trals an vehirics {0 cnaure thal piter Lhe vehicles
pasa certificaling Lesis, they are Aol ropdjusted R
in e ficli by deslershlps ar service siations to
iﬂl‘Pﬂ:"v'D thsir ﬂl‘(\.‘!:\bﬂily at the am‘_ el in-
SreR-t) oA i ians,
40 CrIX B6 1584 High Altitudy S'indards. CAA Mgy 1981 Mpy 1582
2061 L), These regulations will requirs all vehicles
to meet standards nt gll alticudes beginning with
1584 models,

40 CFR 88 Penglties for Noncomplying Heavys Deoember 1978 oo February B9 e
Duty Engines and Vehicles, CAA 206(). This reg-
uistion would sllow heavy-duty enginc or vehicle
mannufacturers to sell vehilcles or engines sxceed:
ing the standards if they pay & ooncompliance
penally. They still would net be sold. however, if
they exceed an upper linit,
40 CFR B8 Fmisston Conirgl Wurrenly. CAA Dezcember 1978
207tan 1k The regulations activate a manufactur-
CI'3 WAITANLY that becomes enforeeable if the ves
Ricle excoeds smilition sinndardy az a resalt of
dafects present at the time of sale, .
40 CFH 86 Astermorkel Parts Certificolion, CAA EEECE Sy 20 - Y Y11 T7- B £ - SV
207¢aX2), The regulatinn esiakbiishes guidelinegs
5o aftermarket parls msnufdcrurer: can orrtify
that thelr pasts do not dograde emisslons,
40 CPR B Shart Test for Entsxion Werrantdes, May 25, 197 v, reomnn JARUATY 1079, ieiasitie e eceeerrren
CAA 20%b). The reguislion estnblishes proce-
dares for tesis of emisscns from lght duty
truzks apd lght duty velicles to be pecformed In
tunjenciion with 1n5pw::on,fmnim:ena::;-c pro-
Frams, .
i0 CFR 33 Dwnission Conlrol (Performanes) Wer NoVEDDEr 1978 o vvesssnooes oo «  April 1979
iy CAA 20TtbMD. This regilition spocifios '
PETIOrmAnos WAITAOLY rtGuirements based on
sharl.cyeled emistions tes? for in-ose vehicles, It
. was proposed in May 1977 and 15 now bring re
prupesed (o take the' Clean Alr Aet Amendimenta
inte Aocount.

Novernber 2978 e seerre g

June 1379

40 CFR 3.6 Fucts and Fyel Addilives Profocoly January 1979, May 1879
Jfar Pesiing, CAA 211, The protecols will help de.
termine e¢ffects of fuels and fuel additives on
public health and emisslen conteo! devices. .
40 CFR B8 High Altilude Perpregnce Adjust- Pebroary 1979 SNSRI 1. 14T AT £ T

ments, CAA 215. EPA (3 required 1o sct proce

durea by which manufacloerens muat pave FHREIN

1acnts te thelr cars for high aliitiede cperation

Approved. )
40 CFR 86 Turbiné Airgrofl Gazeous Emissions Mar, 24. I8 . SEptember 1970 s

Relrofit end Modification of 1373 Standordsy, :

CAA 23). This regulation will propsce, snd for

rome rlassed of  afreraft, repropose  etmisslon

slandards for large atreraft to reduce HC, NOx,

and CO,
0 CFR 24 Repitnol Condisle wyp. CAM 301 EPA  January 1978, mmnsmsrscenos oo Undotermined.......,

iz required to provide for consistent inplements-

tion of thy Cloan Abr Act by the various EPA Re-

wional Offices.

40 CFR 81, 52, 53, 58, and 60 Monifuring Reoula- AU T 1978 it SRTUAEY 1970
frors CAA 9. Theae reputations will rovise the
Tonriments for State and lect! air pollution
rsitoriag fuf purpages of Sate Impivttentation
Mafe did for reporiing wic qualty Juta Lo KA,

Frank Slaveter (BN 333,

Envirenmenial Proteclion Arrncy,
Washitpiton, D.C. 204608, Sur 788
0508,

Do,

Ron Kruse. - :

Enviruonmental Proteclion Archcy.
Ann Arbar, Mich, 48165, 313648
4317, .

Ernie Rosenberg (AW-455),

Environmental Froleclion Agency,
Washington, D.C, 20460, 202-755-
0596

Frank Blaverer tEN-338).

Environmental Frotegtion Agency,
Washingren, D.C, 20460, 202-T55-
1avi.

Rick Fricdman (EN-340)

Environmental Protection Agency,
Washinglon. DG 20460, PO7.476
4650,

Lavid Feldman (EN-310).

Envirenmental Proteclion Agency,
Wazhitilon, D.C. 20460, 202-755=
oIa7,

Drck Nash.,

Environmenta]l Protection Ageney,
Ahp Arbor, Mich, 48105, 318463
41,

Duvid Peldmen (FN 3407,

Enviresunental Brotection Agency,
Washington, DG 2480, Mr-785
0297, :

Mett Bills « RD-580).

Envircnmenizl Protection Agency,
Washingten, DC, 20460, 202-428-
53,

Ernie Ratenbery (AW-455),

Environmental Protection Agency,
Washingtan, D.C. 20060, 202-755-
0506,

Willlam Houimann.

Environmental Frotection Apency,
Ann Arbar, Mich, 48105, 313-648-
4252,

Drryd Tyler tMD-13).

Environmental Proieclion Apeney,
Revearch Triahvie Park, N.OC
T, P19-541-535), FTS B 679-
53

Rabert Netigan (MD-14)

Envirertiental Protectjon Ay,
Reoyearcq  Trinngle Park, N.C,
29711, B19-541.5447, FIS 8-629- .
4T

THE Metor VEHICLE INFORMATION AND COSt Savincs ACT tMVICSAY

A0 CFR B8 Trsting Retrofil Devices for Fuol Econ- Avg, 10, 1977 o . DECCMBOT 1978, ...,
emy Performene. MYICSA 511 The regulation
grevides for £PA evalisition of claimd by z many-
facturer that it has prodyeed & fuel economy tots
talit device,

Erni¢ Rosenbarg (AW- 4555

Environmental Protection Apency,
Washimton, D.C. 20460, 202-753-
595,
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Name and description of regulation

Proposal date ln FEDERAL REG1STER Finnl date ln Frovkal REQIFTER

Canlast peron wid addresa

THE CLEAN WATER ACT

{Federal Water Pollutlon Control Act as amended by the Clean Water Act Amendments of 1977)

40 ,CFR 3mF) Stale Marupomen! Asvistanee. Apr. 2% po7R. interim Hoal. . aeee  SODL ET IBTR e

CWA LO1ch) /205, Siales may (50 up 1o 2 pereent
of their titlc 11 allotment or $400.000 whichever
i greater, to finance the adnonisiration of seq
0%, 207, 208, 231, 402, and 401 programa.

7 COFR 63 Agrcultural Cost Sharmg, ©WA June 21, ¥ P—— PO T— .

2080110, The Department of Apricuiture will pro-
vide grents covering up te 58 pereent of costs Lo
{nstall best managernent practices for water qual-
ity management, The program will ke impie-by
Lthe USDA. The regulations will be promuigated
by USDA with EFA voncurrence.

40 CFR 315 Water Qualily Manegemenl Regula- Bept.1I, 1974 ...

Hons WA 108, 208, 33ce). Theae regulations
revize and vpdate the water gqualily management
reguintions previgusly lsaued under 40 CFR 1306
and 131,

40 CFR 3515 State 208 Regulalory Programs for January 1879 e

Dredpe and Fill Maierials. CWA 20%bK4 These
regulations will authorize States to establish reg-
ulatory programs tor the disgharce of dredge and
1ill material Lo supplement State 404 permit pro-
grams.

40 CFR 233 Modification of Secondary Treatment Apr. 25, 1878 e PR 3.1 | 11= 11 &  : P———

Eequirements for Mavrine Dischargers. CWA
301(h), The 1977 amendments of the Clean Wawer
Act allow EPA to modity the treatment require
ments for exlsling ocean disehargers from Pub-
licly Qwn Treatment Wotks (POTW's) in regard
to the required degree of removal of Blelagical
Grxygen Demand (BODY, Total Suspended Salids
{TES, and pH. Applicants are required Lo meet
eight spectfic 301(n) eriteria in addilion to any
slAer applizable criterin of the Act, The recelpt
of modification would naot relieve a POTW fram
ecompllanes with performance standardd which
EFA wil! later publish te refleet Bust Practicable
Wastewater Treatment Technology (BPWTT
This rule establishes the eriteria whieh EPA will
apply and the procedures it wil) follow in ils eval-
watian of application for a4 modification,

40 CFR 124 Erfensmon of Pollution Control Dead-
tines for Publicly Ouwned Treatment Works and
Other Foint Sources Planning lo Diicharge {o
Those Pubhicly Own Trealment Works CWA
381¢§). This regulation establishes eriteria which
EPFA and NPDES States will uge In reviewing ro-
quests for 3010 extensions from the July L
15717, treatment requirements,

40 CPR 125 Reguirements for Applicalion for 301
(z) and (g) Venances, CWA JOLiHINE), These
pegulations require discharges desinng 301 40
and (g) variances to {ile ipdlinl applications by
Bept. 25, 1978, or 270 days After promulgation of
BAT limitations whichever iz later .

E(fluent guldelines representing hest available treatment technolagy,
tor the followlng industries Lo fomply with the Att and g cour) order manda

307.
40 CFEL 420 [ron and Steel Manw/acturing...voe

40 CFR 435 Felrolcum Refining

40 CFR 422 Timber Products Processing...

40 CFR 423 *Sicam Eleciric Power Plarts ..o,

40 CPR 425 Leatier Tanning ard Finishilgoe.-

40 CFR 421 Nonferroud Moial Marwfaciunng ...

To be determined.,

AT TIPSR - 1 ——

July 1878

May 16, 1978, interit Hnal. ... Will be incorporated into NPDES
program regulations 40 CFR 122
o 125

Sept. 13, 1978, trerim finad .. January 1979, wili be incorporated
into RPDES program
regulations 40 CFR 122 to 125,

November 1979 ... e Mny 1080

Mareh L8 .o ORI o 71 X=1. 720 0 ¥ I [ T ——
b RIS b P —— voammenns DEMbEr 1978 et aarares
...... AO _gcnsrrimrsreeeeneceeeettsasimnrssnes ot s —————
BET.TIY AT §- 1 PO Auguast 1079
PO JEE A T 3 L SR . March 1080 e
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Joe Easiey (WH-54T).

Environmental Protegtion Ageticy.
Wwashington, D.C. 20460, 202-426-
4445,

Joe ¥rivak {WH-585)

Envirotacntal Protection Agency.
Washinglon, D.C, 20460, 202-755-
1600,

Linda Eichmilier (WE-554)

Environmenta! Protection Agency,
Washinglon. D.¢'. 20460, 202-783°
69065,

Jot Krivak.

Environmental Proleclion Agency.
Washingtion, D.C. 20460, 207.755-
FOH), '

Tom O Farrell (WH-551),

Environmental Protectioh Agency.
Washington, D.C. 20460, 202.426-
BOTE.

Ed Firamer (EN-336),

Envitonments) Protection Agency.
washingron, [, 20460, 202-755-
a750.

Scott Slesinger (EN-336).

Envitommental FProtecilon Agency,
Wwashington, D.C, 20460, 22-155-
0750.

new souree performance standards, and pretreatment standerds are being develaped
ting sontrol of cerlain toxic substances in industrial ¢({tuents, OWA 301, 304, 306, and

Ernst Hall {WH-352).

Environmental Frocelion Agency.
Washington, D.C. 20460, 202-426-
2578, '

Robert Dellinger ¢ WH-552)

Environmental Protegtlen Afency.
Washingten, D.C. 20460, 202.426-
2487,

Jonn Ritey {WH-552),

Environmental Potection Ageney,
_Washington, D.C, 20460, 202-426-
2554,

John Lum (WH-55D,

Envirenmental Protection Agency,
washington, BT, 20460 202-426-
4817

William Sonnett {WH-5323

Environmental Protection Agency.
Washington. D0, 20460 202-47%6-
2444,

Patricia Willlams (WH.552)

Environmental Pretection Agency.
Waslington, D.C. 20480, 202-426-
25446,
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Name and description of regulation

Propoxa] date in FEDERAL JLrciaTem'  Final dale in FroErat Recister

Lontact prraon and sddress

40 CFR 46 Faint ond Ink Formulation ...

40 CFR 448
40 CFR T4

40 CFR 434
4 CFR 414
40 CFR 415
40 CFR 414
40 CFR 41§
40 CFR 430

40 CFR 428
40 CFR 417

40 CFR 444

40 CFR 45§ Miscellancous é‘hcmimtﬁ—dﬂheﬁuu

Printing and Publishing Serviees ..
Qe Mining and Dresting ...,

Coat Mining

Orpatrie Chemicrly Manufaciuring ...

Morganic Chemicals Manufeoluring.,

‘Texlile Mills

Flestics and Synthetic Material.......

Rubiber Procersing
Soap and Delerqeits Manufacluring ..

Auio and Other Laundries. ..o e

and Sealanis,

10 CFR 457 Misccllancoys Chemicals—Erplosives

Maonyfacturing.

40 CTR 434 Miscellancous Chemitcalt=—Gum and
Wood, .

40 CFR 455 WMisccllanrous Chemicali—DPeaticides.,

40 CFR 439
cetebicagly,

40 CFR 413

Miscolloneous Chemicali=—-Fharma.

Electroplating

30 CFR i58 Machinery and Mechauical Prod-
uels—Photographic Equipment and Supplies. .

40 CFR 431 Machinery and Mechanieal Prod.
ucls—AMechanian! Products.

40 CFR 463 Machinery and Mechaniea! FProd-
urix— Electrica! and Elecironic Coviponcnts,

A CFR 464 AMachincry and Mreehawmwcal Prod-
utls=Fopndry Operalions.

40 CFR 468 Machinery gnd Mechenical Prod-
urts—Copper and Copper Alfoy Products,

44 CFR 4l

Mavhinery and Mechanical Prod-

utty—Sattery Manufacturing,

40 CFR 485 Mocmnery and Mechanical FProd.
ueld = ol Coading.

40 CFR 463 Mackinery and Mechanical Prod.
Hel— Pilatticy Proeeeing.

40 CFR du6

MHackinery drd Mechanice! Prod.

wols—Foreelain Enamel,

& CFRr 407

Machinery and Afrchanical Prod-

et =Aumenum Furiitng,

'THE CLEAN WATER Act

EoptomBer LBT9 ... scorssssamarsrarens

November 1978 1. mmsimun
f— 1] ]

Deeambet LBTH,...... e venssresmmmens

January T80 w i st

September 1979 ..

May. 1972

JANUALY 1BBO. ... rnmm s smmsesmmnaie

April 1980

Juno 1960
Jutly 1980

June I.MD_

LU AR R - E——

Anril 1980

Decetber 1978, s

Auguat B0 e

FEBTUArY 1880 .. v ssusd do

June 1979 January B8O ..
July 1960 July 1988

Drecember LT i . JUlY 1980

Februgry 10840..

December 1878 s

August 109 i

March 1880....

Drecember LT oo semsarrrrsrmes

Marth 1980, pessisstas oo

FOBIUArY 180 ummsmssomesscssmonsnssanarsssas

FLUT O

ot t i LTB o0 P

Oetober 197% s ..

April 1980

March 1080

FUTLPECIR : .
October 1979 ... v

March 1980

T T T

July 1880

Mareh 1950 mimonnaemsiisme

Jnly 1980

Octobor 1980 ...

AURRAL LB e massssssinasasa

March 198l v
Oetobaer LORD Lot ie et e
May 1980
bl ot g B R ——

Orlober 1050 i it rrreerrreen
Mageh 1080w ssssasinis
May 1881
May 1950

Ovtaber 1980 .,

e bk kg
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Richard Gigger (WEH-3582),

Environmeninl Protection Agcency,
Waushington, D.C. 20480, 202.406.
2581

Dy,

Gl Coad (WL 58E).

Environmental Frotection Asency,
Washington, D.C. H460. 202-426-
2503,

William Teliard (WH-585),

Environmental Protection Agpency,
g;.;hlnm.un. DT, T0460, 202-436-

Paul Ferenthold (WH-552).

Environmental Proteetion Agrney.
Washington, D.C. 20480, 202-426-
487

Walter Hunt (WH-552).

Envirenmental Proteetinn AReney.
Washington, D.C. 20460, 202-426=
2T,

Jamges Gallup (WH-552).

Envirenmental Protection Apcncy..
;:uhinxtmt. D.C. 20450, 202 426-

. )

Faul Fatrrenthold COWH-333,

Environmental Frotection Agency,
Wazhington, D.C. 20480, 202426~
2487, .

Bab Delliviper {WH.AS2), ,

Environmenial Frotection Agency.
Washington, D.C. 20460, 202-426-
2554

D,

Sammy Ng (WH-588).

Envirnmentsl Protection Ageney.
Washington, D.C. 20460, 202426~
2503

Richard Glgger ¢ WH-552).

Environmenia! Prolection Arcney.
Washingten, D.C, 20460, 202 426
F5E3.

Elwood Forsht ( WH-552%

Envimonmental Protection Asency.
Wazhington. D.C. 20460, 202-426~
70T

Elwood Mortln (WH-582).

Environmental Protection Ageocy,
Washingion, DG 20450, T0Z-436-
2440,

Richard Willlam® { WH-551).

Envimnmental Protection Areory,
Washington, D.C. 20460, 202-426—
2555,

Grorge Jett (WH-552).

Envirottnental Protection Arcncy,
Waeshington, D.C. 20460, 202-426-
2497

Jue Vitatls (WH-552x

Environmental Frotection Apenoy,
;Vﬁhimun. DT 20560, 202426

AV,

Maures Oweny (WH . 386),

Enviroomental Protection Apency,
g;.:hlnﬂbn. D.C, 20460, 202-748-

Ernst Hall tWH-552),

Environmeatal Protection Agetwy,
Wazhington, D.C. 20460, 207-48-
2578,

F¥¥EREP

Ernxl Hall ¢ WH 552

Envirehmenial Pratectlon Ageory,
‘o:?;!lmu:mn. 0O, 20400, 202 426~
2

D,
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MName and doscrlpilon of regulatich Propose) date in Froenal B -urren Final daie it FELERAL RFCISTER Contact perton and address

Tux CLEAN WATER ACT
A0 CFR 124 and 125 Veln Modificalion, CWA Jan §, 1878 peetessstsstessmanenns MAY 28, 1978 s e Bd Kramer {EN-336).

30ttera), 20401, A0Ton), A02b). S0L4a) This rei- Environmentnd Protection Areney.
ulation roviaey ¢xisbing regutations to conform Lo washtigton, 0.C, 20460, 202-755-
the requirerments in the NRDOC versus Train Cons G750,

sint Decree June 8, 1976 and wo elarily the proce-
Aurcs under which KFA wiil rxeroise s power Lo
obirct Lo Cveto) Stace g NPLES prrmily,

40 CFR 125 Subilantize Oriteria for 304e) and January 197 e e WL B Ingorporated ite NFDES Do,
g Vartances from BAT Requirements, C'WA 304 program roeguigtlons 40 CFR 122
i¢) pnd (). Thin criternia will exrablizh inlorma- to 125
tion necessary for assessment of eponomi¢ and "
enviconmenial variance requests,

40 CI'R 130,17 “RErvision of Water Quahiy Stand. - March 1980... v FO0R MDSKenthun OV H-S88)
ards Reguletion (Fart 130.17). CWA 303. This Environmental Prolection Ageney,
regulaticn will amend the exdsting reguiation Washington, .G, 20460, 202-75%-
covering Stale Waler Quolily Standards Lo estab- 0100, :

Hyh requirements  regarding States sdopling
standargs for toxle pelluinpts when EFA hax
Isaued nats .nl ambient water quality eriterta for
those puilbiants, One effect of thls amendment
will be that dluchargers {both municipal angd in-
dustrial) may have io insiall treatment Lechnol-
oy beyond that requiired by Best Avallable
Wastewnler Treatment Technoiagy (BPFWTT) or
Best Avallable Technology (BAT) guidelines.

40 CFR Quality Criteria for Water; Valume [N, (20 pollutanta) Mureh 1878 .. September 1974 . Dao.
CWA 30dla). Ambient water guallty criteria will (34 pollutants) July 1976 .. Decermber 1878 .
be ostab)ished for €5 poilulanta.

40 CFR 400 to 489 Sccondary IRdusiry Beview, Avg 23,1978 e sscnsianssnsns APT 1B i Dave Pege (WH-586).
CWA 304¢8), This regulation will previde for pro- Ervironmental Protection Ageney,
mulgated of Best Pragileable Copventional Pold Washington, D.C. 204560, 202-426-
futant Control Technology (BTCY [or ceriain 2617, .
subralegories of the “sceondary industries” lo.
dustrirs not covered By the NIDC Setllement
Agresmment. For other subcaicrories, Best Availar
ble Technology (BAT) limits will be sustended,
The methodology that will be uard for BCT for
seconidary industries wiil piso be applied to BCT
far privrary indusiries at the time that BAT reg-
ulatlans are cstabilshed .

A0 CPR 125 riteria and Standards for Impoyeng Sept. 1, 1978 L peeeseinnn W he ineorpeyated into NPFDES  Ed Krumer (EN-336).
Beat Munooemenl Prachiees for Ancillary Indus- program regulations 40 CFR 122 Environmental Protection Ageney,
tmal Acfizigacs. CWA 304e). Thia resuiation will to 135 Woshingion, DLC. 20460, 202-7535-
indicate how “best management practices” far 07540, .

on-sile industrial aeuvitles may be mposed in
NPDES permbis 1o prevent release of oxte and
hezardaus poliutants (O 3Fipre WatLrs.

Genergl Preiroctment Ropulntions for Ershing aad oo et dunE 28, 1978 Steve Heare {(WH-3BG).

New Sources of Pottulion. CWA 307¢u)1). Thig Environmental Protection Agency, -
regulntion establishes pequiremoents and proves Washington, .C. 20460, 202-755-
gures jor B genesal pretrealment Brogratm inciud- Gan3,

hag development of State and joral progrima.

40 CER 1171 Rerimion of Hergrdons Substgnges NovetnBer 1878 oo DESSIABET 1976, e Golburn T. Cherney {A-121)
Discharge Reoulabrony. CWA 31l Ax o resull of Envirenmential Froteetion Agency.
amendments of see, 311, pta. 117 and 119 will be wazhington, D.C. 20460, 202-T55-
withdrawn and pt, 118 revised, pribcipally o BT60,

clarily which dizehargers will be anbject to the
provigions of sec, 311,

40 CPR i Spidd Liobilily, ©WA 311gr This September 1978 wnimnnomme e JUNE FOB0 ..o nmnsnrrimirran s oneeaas Jeseph Lewia (WH-535)
rule will £3tablish meximum limits of hakility for Envirepmental Protection Arency.
[ixcd non.iranspartation related facititivs which washington, D.C, 20460, 202-245-
may face cleanyup linbsilties under sec. 311, - . Q3Bt,
40 CFR 140 Moriac Santtetion Dericcs, CWA 312 " Hn Jonathan Amson ( WH.EBS).
Theae rules wiil satablish sreondory Lren’ ment or Environmental Protection Agrncy.
eguivalent for zhips navigating the Great Lakes. . g\‘;;;hinﬂom D,C, 20460, 202-243-
40 CFR 140 Drinking Water I0ake Zone SIEMB i sy e Do.

ttons CWA 312, Torse rogulations, wilch will (s
tablish puidanve for Srate po-discharge prohibi-
tiona for drinking water intake conces, dre 3 part
of the Marlne Sanikation Deviers regulations. .
4 CFR 35 Clean Lekes. CWA 314, These rubes Decetnber 178 e FEBIUALY 1078 e esssrmmrrerenn ROBETE Johnson (WH-585),

will establiah procedures  for  adminigicring Bavirpnmental Protection Agency,
grants to the Stales for the purpose of restoring ;“igﬁhlﬂuw“- D.C, 20480, 202472
K. 120,

4 CFR 151 Matardous Fubataners Follution Fro- Sept L 19T e — b TITET Tt T — e Yhomns J, Charlton (WH-545),
pention faor Facilities Subjre’ fo Peentifiing Re Environmentzl Protoetien Agency,
guirewtenly, CWA 407, Thiy propased resulatlon Waxhington, D.C. 204&%, 20:2-245-
sels forth regquirements fof Sinll Prevention Cote 30435,

tro? and Coupderineasure Flans [of Don1radspor-
tatien relaled facdities which hondie huuardous
substanees and are sibject to NPDES permits,

40 CFR  NPDRES Program, WA 402 This teguln-  Aug 20 1918 s JAnuary 1579 v rrvrrrermeceeeesceee e, Fd ramer (EN-326)
tion revises, updates, clafifivs. and reorgnnses Environmental Protection Agency.
enlotbid NIES Gevulations. a“‘v":.;hlhﬂmn. DO, 2440, 202-155-
40 CYR 1% Vefo Modification. CWA 403 These Mny 23, 1978 ... ettt Do.

regulationz will extanlish the use of short-teem
prruils ar the prefereed mechaniam for assuring
compliatve st NRIM Cuonsenl Dectes,
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Name and deseription of regulation

Fropoaal date In FEDOAAL Reciater © Finad date in Froeeat Recisrm

Contact person and sddres

Tue Ciian Watpn Act

(Federai Water Follution Control Act as amended by the Clean Water Acl Amendments of 1977}

40 CFR 23} Qernn Discharge Criterio. CWA
40%er Tnese guldelines pertain te distharges to
the oceatr. They are baxed on prevention of envi-
renmental degradation of waters of the territari
ai Reat, the epnliguous zone, and thc oceans.
Both indusirial and munleipal dischargers would
have Lo meet Lhese ertberia

40 CFR 230 Guidelines Lo Protect the Aguglic Ens
vironmen!, Including Wetlonds,” From the Dis-
charge of Dredged or Fiil Blaleriel CWA
404b)1). These guldetines must be cunsidered in
the dswance of individual and geteral permits, in
the preparatlon of Environmental Impact Stare.

metts (ELS's) for Pederal activities speaflically-

suthorized by the Conaress, snd in preparation
of Best Managernent Practices (BMP'S) under
the State 208(BH4XEB) program. Pallure to
comply With these guidelines justifies denial of
permilt spplications and return of Siatn permit
programa te the Corps of Engincers Sept. 5,
1975, interim-final guidelines are being revised
and expanded by Lhis effort,

40 CFR 122 Procedura! Regulations Concerning
State Qualificationy for Assuming the Seclion
404 Permil Program. CWA 404(g), Certain re-
quirements that must be met for States to
WSUME permitting autherity under sec. 404(g)
guch as eodificalion of State laws and eertifito.
ticns by the State attorney geperal arc similar to
NPDES requirements, Therefore, the appropris
ate parts of 3o, 404g) have beatr ineluded in the
proposed revislon of existing' regulations for
NPDEE in pt. 123,

40 CFHK 117 Precedvral Kegpulations for Ezereiy
ng the 404(e) Vela, CWA d04rg), These roguls-
tions will astablizsh the procrgures for preventing
the dizcharge of dredged or fill malerinl into a
defined area of the waters of the United States.

40 CFR 126 Subslonliive Rogulationt Congerning
Sinte Implementation of Sechion 404 Permil Pro-
gram. CWA 40d4¢g). (h). States may bropose lor
spproval by the Adrninistrator of EPA a sec. 404
prograrn it licw of the Fedoral for permitling Lhe
discharge of dredee or fill material in cortain
waters of the Unlted Btates. These répulitions
desoribed the components of & State pormit pro-
gram that will e minimalty aeceptable Lo the
Administrator.

40 CFR 238 Seswgpe Sludoe Disposal CWA 405
and RCRA 400, These regulations are to aysure
that municipal $ludge is managed in'a manner
that will protect public health and the environ-
ment and that valuable resources Are congerved
threugh beneficind utilization where pragticable,

April 1879 DISEmBEE 158.onmmessssessssssssmsnasn

January 1979 ULy 1979

Oct. 21,1878, Decemnber 1876........ocoerrerssimen

JAnuary T8 e JWY 19T
PLETCITEE AT Gy TR [T} 1128 3\ i
July 1979 Aupust 1980 .. c.ncieie iy g e

Tom O Farrell (WH-551).

Enviranmental Protection Agency,
Wa=hington D.C. 20460, 202426~
BOTE.

John Crowder CWHLES),

Envircnmentsl Proteciion Atency,
Washington. D.C. 20460, 202-472-
3400.

Office of Water Enforcement.

Envirenmental Protection Agency,
Washington, DLC. 20460, 202.755-
40,

John Crowder,

Environmental Frotection Agency,
Washitygion, D.C, 20480, 202572
00,

D,

Brice Weddle (WEH-364).

Environmental Protection Apency,
Washington, D.C, 20460, 202-755
) -

THE SAFE DRINKING Warsk ACT

40 CFR, 141 *Control of Organie Chemival Cons
taminaniy in Drinking Waler. SDWA 413 The
first part &f Lhig regulation sets A maximum con-
tnmipant levels for trikalomethanes and the
sccond part establishés @& required treatment
techniques for synthetic organic chetnieals,

40 CFR 141 Technical Amendménts o the Nation-
& Jaterim-Pomary Lrnking Water Reguial:ons,
EDWA 1412, These resulations will be adjust-
menta to the previously published Kattenal In.
terim-Primary Drinking Water reguislions,

40 CFR 143 Naolional Sccondory Drinking Waler.
EDWA 14128 These regulations will be nonen-
forcenble puldelines on esihetic drinking water
quality,

40 CFR 146 Undvroronnd Waler Source Proice-
tivn Program Gramnis SOWA 1443th). Thit fegu.
latton would set furth requirements tor under-
Etound {njection control grants.

40 CFR 146 Underground Waler Source Proivc-
tiant Program, SLWA 1421{a). These regulations
are intended te protect groundwater drinking
auppiies from contamination caused by improper
underground Injection of fiuids. The vost major-
ity of injeellon practices occurs in the oil and gas
industry, Sindcs can apply for pelmary enforce-

©pent aulhereity if thoey meet the puinkmum erite-
ria gpeetfied In the regulntions. The regulatlons
€hn reauire & pertmit program o efclurs that u
cnse-by-Chse dederination is made,

Feb 8 19Tt JRAMAEY 1979 i siamssmsnsmsen

December 1978 e ARl 1075

Mar, 31,1977 ..

. Fobruary 1974,

Aug. 31, 1976 ... Oct. 12,1978,

January 119 {reproposal). May 1876

Jouo Cotruve (WH-550),

Envirgnmemntal Prolection Apency,
Washlogton, D.C. 20460, 202-4T2-
5018 K

Do,

Frank Bell (WH-550. -
Environmental Protection Agency,
Wazhington, DG, 20460, 202-4T-
8820
Tom Bolk (WH-350)
Envirenmental Frotection Apency,
Washington, B.C. J0460, 20Z-525-
3934,
D,

B e T — =
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Name and deacription of regulation

Proposot date in FEDFRAL Rroliten

Final date in Proonl Reatern

Contact person and address

THE Maist CuwTroL ACT

A0 CFR 2056 Lighi Duly Mooy Vehioles. NCA 5.
Thia actlan will reault i m degiston reprding
whelHer of Dot licht dirly vehicles are or ace not
& major noise nodrce, 51 Lthey abe Tound to be,
then redulting noise embseion and/or noise label
ing standards wi) be prepared.

40 CFH 208 Busrs. NUA 5/6. This requlation will
act neloe emission standards for new lnter-Stace,
tnner-city. 8nd schoolbuses,

49 CFR 204 Truckmounfcd Seltd Waste Compad-
tar. MOA 576, The peguintions sets nolse omission
stanonrdy Tor solid waste compagiors.

CFR 206, 20T Lawnmowsrs, NCA 5/6. The resula.

Hon i0ts nolse emiskion standards for new lawn- |

W ers.,

40 CFR 204 Povewwnt Breakers and Bock Drlls
NCA %/6. The regulation scts noise emission
standards for pew pavernent breakers and FOCK
arills,

40 CFR 204 Truck Tronsporied Refrigeraifon
Unita, NCA 5/8. The regulilion setd Dnolst €mis.
glon standards for new truck trénspert refrigera-
tion wnils,

40 CFR 204 Whee! end Crawler Tractors. NCA 5/
B, The rogulation seta 5 noise #inission standard
for new whee) and erawler traclors.

40 CFR 205 Motorqueles. NCA 5/8. This regula.
tion mets ncise ermiasion standards for molorcy-
cles and replacement #XNBUSE systems.

40 CFR 211‘ Labeling: Hraning Proteclors. NCA B,
The regulzilon reguires the labeling of hearing
Protectlors.

40 CFR 211 Labeling' General, NCA 8, The regu-
Intlon extablishes general lnbeling provistons,

40 CHFR 210 Admiatstrative Heanng Procedurss
NCA 11. Thise procegures will apply to Deartngs
for the jgnuance of remedial orders under sec,
11rd) of the Act, As mandated, these are gdjudl.
eatory hearings under the Administrative Froce-
dure Act, 5 U.5.C, $34.

40 ¢FR 201 Low Nois# Emisaigr Products. NCA
15. This reguintion allows a determinatien of
when o produst 13 & low poise emission product
and whether it L5 sultable for special considerns
Yion in Federal purehasing.

40 CFR 20% /nigrsigle Ratl Carricrs. NQA 17,
Thia regulation seis nolse emission stabdards for
railroad "facilities.” EFA has prepared Lhis regu-
lation a2 & Tesult of & successiul lawsult broueht
by Lhe Aszoclation of American Railroads which
rald EPA's reguintions sctting nelse emisslon
stutidarda for locometives and cars falled to pds
dress the reinted probiem of novse from [acilitics
guch &5 reitrpnd yards, The Court prdered EFA
o adopt final regulntions controlling ratiroad
factiitirs—everything in addition te Lhe cars and
letomaotives.

40 CFR 201 Speciel Loce! Condiliont. NCA
17(e32/18(c)%, The regulation establishes proce-
dures permituing adoption by a State or ather-
wise preempled State and jocal rail and meotor
carrief toise regulatlons when necessiiaied by
specinl Jocal eonditions. :

40 CFit 202 [nicrstate Afedor Copeler NOA 18
This action will update the notse emission stand-
ards for Intersiate molor carrivrs to reflect i
creased Knowledge about avalable noise abate-
ment technolegy,

Waork plan undut development ...

Seph. 12, FFTT mrrrrerereeerreeicestasmissinis

AUg, 26, 1977

Detober 1978 ...

June 19%%....-

Developmental work halied
pending analysis of regulatory
slternatives.

July 15,1977 F P ——

Feb. 15. 1978 ununuemmmrmee e

June 22, 1877 .mnrnimamemmenaresme-

K . {+ PP

June 1878

June 1979

Optober IBED s rprens

June 1580

June 1579

October THTH e steemiecins

[ TLTTEN LT £k ——

e HO

AUg 3, 10TR i

May 27, 19T

December B8 e

Mov, 29,1876

270000 0 T —

February 1873 v e e i peeees

Work plan under development ...,

William Ropet (AW-490).

Envirohmental Protection Agency,
Woshington, D.C. 20460, T3 -5531-
774t

Do,

Kuenncth Peith (AW 4009

Envirenmentsl Proleetion Apency,
Waahington, D.C, 20460, T03-557-
.

Henry Thomas (AW-490).

Envirotimental Frolection Azeney,
Washington, ID.C. 20460, T03-557-
T743.

Kenncth Felth (AW-—480).

Environmental Frotection Agency,
Washingten, D.C. 20460, T03-357-
2710,

Da.

Henry Thomas (AW-430),

Environmental Protection Agency.
Washington, .G, 20460, T03-557-
T3, '

Wiltam Roper (AW-480),

Environmental Protection Agency.
Washington, D.C, 20440, T63-537-
T4

Henry Thomos (AW-480).

Environmeninl Prolection Agency.
Washington, D4, 20463, TOR-557-
Tr43,

Do,

Jimn Kerr (EN-38T).

Environmental Proterlion Agency,
Washlngion, DLC 20460, THI-55T-
Tdl0.

Henry Thomas (AW-190),

Environmentsl Frolectlon Agency.
Whashingtoh, D.C, 2048, T03-557-
TT43.

Wwililem Roper (AW-480)

Environmental Protection Agency.
Washington, D.E, 204460, T03-557-
T14%.

Henry Thomas {AW-490).

Environmental Prolecilon Ageney,
washington, D.C. 20460, T03-357-
T,

William Roper tAW-490),

Epvirenmental Protection Ageney.
Washinglon, D.C. 20480, T03-557-
T )
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Name and description of regilation

Propossl date in FEDERAL RicisTen

Finsl date in PEbinay, REciaTen

Contact person 20d addreu

THE Foenar INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT

40 CFR 162 "Festicidr Registralion Guidiriines:

Introduclion. FIFRA 3. Thix subpart B (will
bureome A) Includes the general purposes of i) of
the guidelines, degree of flexibility in require-
menls and in interim dala uwsage. definltion of
terms used throughoul the guldelines, and re-
quiremernts for retenilon of data and tesl sam-
plos at taboratories.

Experimentel Lae Permils. FIFRA 3, This sub-
part A {will become subpart ©) specified the dats
that must be submiited tn suppart of an applica-
tioe for An experimental usé permit,

Cheistry Réquiremmnts, FIFRA 3. This sub-
part D covers data submlzgion requirements re-
lating to chemistry of pestielde products’ aetive
ingredients and their formulation components
and mantfacturing Impurities. (Chemicnl study
requirements deallng with environments] fate of
pesticides may be fneluded here or be moved to g
new sUbEArL),

Hoxard Ergluation: Wildlife qnd dgquatic O
ganizms. FIFRA 3. This subpart E sutlines the
data submission requirements for studies of pes-
tivide effects on birds, wild mammala, Hsh, and
other agtratie atilmals,

Hazard Evaluation! Humans and Domerlse
Antmais. FIFRA 2. This subpart F dellneates the
data submission requirements for studies of pes-
ticlde effectz it Inboratory animals involving
oral, dermel. and Inhalation uptake toptes,
efute. subehronie, apbd chronle exposures. and
.includlag Jocsl or systemic Injury and mnaladics
#uch .y oncogenie, teratogenis, mutagenic, and
neurotoxic cffects,

Product Petformance, FIFRA 3. This subpart
G speeiliez the dats submission reguirements
that reglstrants must axbmit to demenstrate that
the proapective pesticlde produet will contreol the
pesta or control undesired growth or behavior as
pecified in label claims.

Lobel Develogment, PIFRA 3. This subpart H
describes all essential parts of 5 pesticide produst
label, how labsling and lobel seaternents must
comply with the Act, and how claims snd diree
tions muest correspond to evidence preacoted or
on hand in data an efficacy and safety,

40 CFR 162 Pesticide Use Resirictions. FIFRA 3,
This regulation will ¢lasstly pestieide wses for re-
stricied use.,

Conditiong! Registration Reqilation. FIFRA
eX T (A) and (B This interim/ffnal regulation
wouid estnblish procedures for conditional regis.
tration of peaticide products whieh are ddentleal
or substantinlly similar to those currently regis.
tered or new uses of existing peaticide products,

Conditional Registration Regulation, FIFRA
e, This regulition provides fer the condi-
tignal registratlon of new chemicals when eretain
dath Are missing.

40 CFR 1629, 170 Repiatration Delp &ompensd.
tion. FIFRA WOKINDY These rulez provide for
eermprnsalion when one pesticide registrant
relles on test data generarsd by Bnother regis.
trant.

T 40 CFPR 172 State Erperimenial  Use Pernils

FIFRA (5, The regulation defines the soop of
Flate jurlsdiccion o sllow experirnental wses of
prsticides. .

40 CER 165 Srorape and Disposal Praclices (Pro-
hibition) FIFRA 15, These riles will prohibit
dangerous or envicontmentaily unsound pexticlde
$LOrAfe Practices,

40 CFR 162 Stale Regisiration lo Mecl Spectal
Local Needz. FIFRA 2410) Thig part defines the
scope of Sinie jurisdletion over the regisiration
of pesticides.

40 CFR 182.16 Pesticide Special Packeging Requ-
fations, FIFRA 25. The rule presecibes when and
what fortn of child-proof packaping i required.

40 CFR 182 FErxremption of New Humen Drups
FIFRA 2Mcud). This part woutd exempl (rom
FIFRA pestietdes that are also new drugs regu:
Iated by FOA.

July 30, VT8 it I R

July 10, 1978, s sinissietnmeeemenes . Aprl 1979
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Aug 22 M e JUDE 1878 u
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MAPER E9Mscisoccemrcrmmmenmsnsess CODEE 1978

Decembor 1978,

AR ey

JROUSEY 18TA. s

Februgey 978 . cossessbosmcasionns

July 1978

June 2L 19T e ——

FBryary 1979 e vrrersmsasssanss

Sept. 30. 1975, .lnterim Tinal
Lo la T L L
Bept. B 1973 ey e
Frb. 56, 1977 misssssitsicn e

Ot 13, 1978 o esmsssassssss ssii e

WL ROL BE (3808 e senssssnsisascscer s
MArch 1979, ceesssssssssss sporseperens
December 1878........;oesossssssinas

Bill Preston (TS-T69).

Envirenmental Proteotion Ascnoy,
wWashington, D.C, 260, 703-557-
751,

Walt Waldrop (T3-T702.

Environmental Protection Agency,
1W°ﬁhtnston. LnC D4ED, ROP-T35-

Bobh Rose (TE-T47).

Environmenta! Protection Agency,
anhi.nﬂom D.C. 20460, 207-A26-

. 2510, :

Do. L

Ed Cray {A-13%),

Environmental Protection Agency.
Wazhington, D.C, 2460, 202-755-
gL L

Fhil Gray (TS-T700, H

_Environmental Protection

Waahington, D.C. 20480, 202-755-
014, o

Johin Lehman (WH-5651 .

Environmental Protection Agency,
r’uhlnmm D.C. 20460, 02-T55-

185

Phil Gray {T8-T1o).

Environmental Protection Agency,
Washington, DO 20460, 202-.755-
7oL

Maureen Grimmer (TS-T66).

Envirenmental Proteciion Aseney,
Washington, D.C, 20460, 202-755-
anao.

Dave Brandewrin (TS-T66).

‘Environmental FProtection Agency,

Withington, D.C, 20460, I02-755-
80T,
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Namé and deseription of regulation

Tropesai dale in Frormar RR2GISTER Pinkl date in Fruesar BroisTen

Contacl persen pid kddress

Tug AT ERGRGY Acy

Frateetne Agbion Gigetinres for Nuclear Emsroen-
cirs. ARA 274000 Thin 1w a guidanee (0 amoergen:
oy response pIADS In the euetit of 2 nueirar et
duisl, be, Fflaenl releng from 4 DUPLCRT readlor.

Guedenoe for Orcupotiongd Radwtion EXposure.
ATA ihohi This puwance will undate exizing
CVBED) radinuan foupationhl vxposute limits for
woekrrs al Fed ral facitition and those Tacilities
It L) DY Frderal ageneir s,

Trousuronic £irmaenly. ARA 27400 This guidance
Lo FOgerpl mgeoied il hes dose rate linuls
fur pesons exposed L Wransuranium eiements In
L ool wnarons e flpal puidanes 15
Lo he sagnoad By L Prosiient,

Eneeninenlz! Staederds for Iigh-Leve! Radio-
arbire Wa.tes, AEA 274001, The regulation will
fet ntandayts [or relewe of radionetivity 1o the
envireninees wy a regull of storage of waste ixo-
Lo pars,

Envirgnis-nl-f Crilesie for Redioactive Raslcs.
AEA Zi4ih The veireria are génetal guidance as
to whil to raies radioactive weste and factors
to be con -red in evalypaling @lsposal modes
and altes. .

Forge Phosphate Tarlings. PHSA 301, A 1B
cotnmitment 1o the Covernor ol Flokda by the
Administralor regaries EFA to establish guide-
llnes &% to whot o de /1) aboul existibg houses
on uranius “conlaminated” 1and, (1) abaul new
construction en such land,

- — — T

LTI P10 O €1 — e FEbruary 1070,

JAaruary 1979 ey Jurne 19TS,

Nov. B, 19TT inrrmermeeeeemtie e niannnes SANUALY THTRirniinie v
January 1879 .. eransi A r s e Ty ememen e JUlY T e
MovembBer 1978 . rirereeesnees e APRHIRTE risssaer e rEerrrye—r
January 1978 SR —— Juby 1878

Jtrn Havdn (AW 4603

Envitohmenial Prolection Apeney,
Warchinaolot, D.C. 20460, 703-557-
HE6L0.

Lang (Garcia (AW -460),

Envirenmealal Froteetion ARency,
Washirgton, D.C, 204480, TO3-557-
Bi24,

Gordon Burley (AW-460),

Envhronmental Proteclion Agency.
Wrshington, D.C. 20460, T03-557-
BEly,

Jtn Martin (AW 460),

Envirenmenial Protection Agendy,
Weshington, D.C. 20460, 163-537-
BB2T.

Heurry Pettongill (AW-460).

Environmental Pretectlon Agenvy,
Washington, D.C. 20400, 703-357-
8927.

Joe Fitzgerald (ATWHE0).

Environmental Proiection Azgency,
Washington. D.C. 20460, T03-537-
B224.

THE RESOURCE CONSERVATION AND RECOVERY ACT

40 CI'R 24t Guidelines for Solid Wealr Algnage:
et Londspreading Praciiogs, RCRA LutBa),
Theae are nopregulatory technlesl guidelhnes on
landscaping practices tor the beneficial use of
selid waste /s soil conditoner and plant Autrient,

4 CFR 250 {fazardous Waxte Crilertq—Ifdentifi-
calion and Lixding. RCRA 1001, These regulia-
Lt dofine thipse wisten thot will be controlled
1nder the nationwide hezardous ¥osle manages
ment program. Criteria are provided foe ldentify-
ing characteristics of harardova wasty and fer
lialtng hazardous waste, The selected eRAracieTis-
tica ared Ipnilaniity, eorrosiveness, Teantivity, and
foxicity, Trsting procedures are included for de-
termingilen of whether a waste meets the de
scriped charasterisiies. The redulation also Jsts
rertaln hazardous wasies or processes which are
presumed Lo penserate hagprdons wifies, Also,
means are provided for demenstratien of nenln-
cluston in the subtitle © svalem.

40 CFR 250 =Standards for Geaceraters of Harard-
pua Westcs, RCRA 3002 This regudlation estabs
lishes natlenal standsrds for geaerators of haz-
prdous wastes, coveping zuc'y iLems a5 records
Kerping, containerigation And labelihg. Waste
Identification, snd reporling. This regulallon
plso roniains provisions for a hazardous waste
manifest sysirm.

40 CPR 250 Sfencarda for Traesportert of Haz-
ardous Wartes. RCRA 3003, These national
standardz make tranapoariers of RAZAFDOUS wasles
responsitie [or aliipping only properly labeled
containers and onty to permitied {acilities.

W) CFR 250 “Siandards for Hrercrdous Wasoe

Treafment, Storages avd  Disresel Foeodelies”

HCTLA 3004. The strndards ostablish technical
performance standarda for hraardous waste man-
reetrient faciitiles, relefive Lo OperRINIE prae-
tices, locatten, »nd design, The contain provi-
mions for protection ol surface waker, grosnd
wrtor, and i gusliny,

40 CFR 3250 Peomit Requdationg Sor Nuzardoues
Warte Tarefment, Storage, and Disposci Fucrte
fies. RERA 3005, 'Thid sedunlndion esiabidiahes a
permil program te ossare uniform control by
States tar ETA) over hagardons wasle mahipe-
rrarnt fachites,

Janpuary i979.. January 1980, ey

- 1) . ]

PV LT R ————————

JARUATY 19T irnerrmerermscmmereititins s @0 “

VU - | T VTR ——.
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Bruce Weddic (WH.564)

Envirenmental Proteciion Agency,
Warshington, D.C. 20460, 203-755-
8110.

Alan Corson (WH-5E5).

Envirenmental Preiection Agency,
Washtagton, D.C. 20480, 202-T55-
2187,

Harry Trask (WH-565).

Environmentol Frotection Akency.
Washington, D.C. 20460, 202-755-
#1587,

John Scheom CWH-358).

Environmental Proteclion Areney,
Washinglen, D.C. 20460, 202-785-
B304,

Sam Morelkas (WH-564).

Environtnental Proteollon Afency,
washington, .G 20460, 202 TH5-
01z, )
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Name and deseriptlon of rezutation

Propozal date In FEDERAL RevirsTen

Fins! date in PEDERAL HEGISTER

Contact person and sddress

THr REsounck COXSERVATION AND Recoveny Act |

4t CFR 250 Guideiines for Swgte Herardous
Waste Proyramy, RCHA 3006, These guidelines
are 3o musist Siates In the development of their
own_hazardous wasle regulptory programs. The
gutdelines alse speeify miniaubn requirements
States must mest in order td be authorized by
EPA to implement thelr hazardous waste pro-
Erams,

40 CFR 250 Nolification System for Hazardous
Wasle Generolors, Transporisrs, Storers, ‘Treed-
ery, and Dispatars RCRA 3010 The regulatisn
describes the one-tlme notifieation requiremont
for generalors, transporters, trogbers, stovrers,
and disposetz of kazurdous waste, which will
bring them to the sitention of the persons ad-
ministering RCRA'S hazardous wiste program.

40 CFR 256 Guid~lines for State Sciig Wasta Pro.
grams. RCRA 40020), These puidelines gre to
askist Siates In Lhe develapment and implemen-
tation of solid waste mapagement programs.

40 CFR 257 Critgrig for Classificalion of Solid
Weste and Disposal Fatilities. RCRA 4004(2).
These criteria provide o basls againgt whish solid
waste land dizposal facllities ean b ¢valuated in
order to determine probability of adverse effess
on heaith er the environment.

Guidclines for Federsl Procurgmend Practices.
RCRA 6002(¢). These guidelines will amist Feg.
eral agencies o comply with the RCRA's re-
quiretnent that procured materials be composed
of the highest pereentlage of recovered materials
practicable; }

Utttization of Fly Ash and 329 .. —.oieee
Use of Recucled Faper in Poper Products.....
Use of Weste in Construction Products

Feb. L T8 -

U S U Uy

Aug, 281978 ...

Feb. 6, 1878

April 1979
Jupe 1979
July 1879

PELITTET ST - Lo O

AUZUSE 1970 s

June 1979

July 1875

July 1979
SBeptember 1979,
Qetaber 1979 ...

Dmn Derkics ( WH-585),

Envirenmenia! 'rolection Azrenoy.
Weshinpton, DuC. HAS), 203-ThG-
2150.

Timothy Fields (\WE-565).

Envirommental Prolegtion Ageney,
Washington, DG, 20460, 202.755.-
G086,

Grorge Gartand (WH-565).
Environmental Protection Agency.
202-755-9125.

Eenneth Shuster (WH-564).

Environmentsl Protegtion Agency,
Washington, D, 20460, 202-755«
ilG,

Stephen Lingle IWH-S\'S:! %

Environmental Protection Agenry,
Washington, DG, 2460 202-T55-
140,

THE ToXi¢ Svestance CONTROL AcT

40 CFR 740 to— *Tesling of Chemicz! Substaners
and Mirfures. TEQA 4, These regulations reguire
Lesting of shemical subatanees that may present
N unreasonatle risk te humen healch or the en.
¥ironment, or are preduced In substantial quantl-
ties but Are not supporied by rdequate test data.
EFPA is preparing twh Lesting regaiatisns on co-
kenicity testing and envirorntenta faie tosting.

40 CFR 720 FPremunufocture Nolification. TSCA
5. Thix regulation will establish the procrdure
whereby a company will notify EPA of (te intent
to mmanufacture 3 new chemical. The regulation
will prescribe the requited premanufacture nots.
licatien ferm, describe the procedurs far EPA
review, and contain tertlng guidelines.

40 CFR 761 POR's Manwfacture end Distribulion,
TSCA & This regulation bans the manutacturing
and distribution of PCBs snd products cottain
ing PFCRs,

Cortrol of Polybraminaled Biphenyls. TSCA 6.
The regulition would control the tize of polybro-
minated blphenyls '

Chlorofluoroearbon Emizsions. TSCA & Thia
regulation would apply to nonaerszal 1yses of
thlorofluorocarbons.

40 CFR 730 Reporting on Subsioucer Recom-
mended for Testing TRCA &), Tho regulation
requires reporting of extsting health and spfety
studies for chemical eategories s recommended
for testing.

40 CFR TXt Records of Adversé Rragton, TSCA
Bie), The repulation reguires Industry to keep
records &f glicgations of significant adverse
health and environmental reactions to fts chemb
cal products,

40 CFR  Procedurss for Erport Notification.
TSCA 12b). These rales tell exportets how and
whirn te submit export notifications,

40 CFR 22 Consolidalrd Rules of Practice Gom
erning the Assegsment of Civil Penaltivy, TSCA
16. These rules would be promuoleated under the
authority of FIFRA 14. RCRA 3008, Murine Pro-
tection Rescarch and Sanctunrics Act (MPRSA})
103, CAA 211, and TSCA 16,

December 1978.........c.

Dreember 197B.....o.evrren

JUne 7, 1978 ... eemsen s ssssssnins

January T8
To b determined e
May 1979

Mareh 1979 .. ..

Duentnber 1978, s

Aug, 4, 1578, interim tinnl ........coee

Mar. 1979, T49, .

April 1574

JROUATY 19T e smsssasisssstsnnsis

July 1979

December 1979wttt

Detobet 1BTE st e

May 1979

Octobor 1979

Norbert Poge (TS-T92),

Environmental Protection Agcoey.
Washingtet, D.C. 20460, 202-755-
8841,

Blake Riles (TS5-7942.

Environmental Protéction Agency,
Wazhitgton, DG, 20460, 202-755-
Mg, ' -

Pater Pringips (TS-T94), .

Environmoental Frotection Apency,
Washington, DG, 20460, 202758
naza,

Lucy Sibold (TS-Tod), .

Envimpnmentzl Protection Agency,
Washington, D.C. 20460, 207.755-
B9E3. '

Ferial Bishop (T3-784) ;

Environmenial Protection Agency,
Washington, D.C. 20460, 202-755-
#0463, '

Ed Brooks (T5-783) -

Environmental Protection Agency,
Whashington, D.C, 20460, 202-755-

- O3k :

Do,

Do,

Terrell Hunt {(EN-3425

Envirghmental Protection Agency,
Washington, D.C. 2460, 202.755-
o97),

[FR Doc. T8-33253 Filed 11-29-78; B:45 am)
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