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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.S5. 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 include the following:

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,
requlations, 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.

4
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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 requlatory 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 not 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.




ITI. 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
rel?t;ng 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 to
specific legistative acts. A l1ist 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
tnfluence 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 teo work in a more effective,
efficient and involved way.

Research and development in a regulatory agency is5 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
dilemma 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 ohjective 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 to 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-0QRD 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 7978 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 mu1t1p1e Program O0ffices 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 implementation 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
recrganizations 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 heaith 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 Env1r0nmenta1
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, ”
gtc. 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
menitoring extramural research be
simplified and enforced. ‘
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Current elaborate 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
manitoring assignments should only be made to scientists who
have demonstrated professional competence and are thoroughly
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. Al1l 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.

11



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 qualified
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 & 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
0ffice 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
constraints. Likewise, research managers are often unaware and
insensitive to regulatory pressures and requirements and with
the dilemma of how to 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 inadeguate--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 available to outside groups. This facility was designed
for long 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



I11. 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 list of Committee members and
consultants is Appendix B.

B. Approach to the Assessment of R&D and Procedures
Used - .

It was apparent from the outset that the Committee needed a
clear 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 problem has been clearly
described in a report by a committee of the Nationatl Academy of
Sciences, Analytical Studies of the U.S. Environmental
Protection Agency, Volume 111: "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 easier 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 0ffices) 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 is 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.

14



a. Checkpoints relating to the mission of health-
related research as it supports short-term and Tong-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
to assure budgetary support?

Beyond the Program 0ffices and the 0ORD
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 assurance:

a) Good Taboratory practices

b) How is quality assurance implemented to
improve the defensibility of results?

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

d) Personal. scientific integrity,
including 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 EPA 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 regulation is
challenged. 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
exercise.

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 innocvative 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; thaose 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 continuous, more
sophisticated private sector challenges because of inflationary
pressures.
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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
poliution.

B. Investigatory Time Frames

Specific statutes include timetables for regulation
ass1gned by Congress. The Agency has formulated a table of
regulations scheduled or in progress (Appendix E). Program
administrators will formulate these requlations 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 Office 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 perceijved needs of program managers are usually
very specific and often conflict with needs perceived hy
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 little relevance to scientific
understanding. Program personnel, however, may regard
demonstrated toxicity data, even at unrealistically high
exposure levels, as a rationale for regutation. 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 Taboratory
facilities throughout the nation. Specific administrative
mechanisms are required to ensure that communications occur
between Program 0ffice administrators and ORD investigators as
research in support of specific reqgulations 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
communhication 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 long
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 QRD 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 Office 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 (ffices as long as ORD
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
language(s).

D, Evaluating the Responsiveness of QRD

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
responsivenaess 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
is 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 c¢lose
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
relationship 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 deadliine 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,
communications are s$till occurring only between ORD and Program
Qffice personnel of relative seniority. MWe perceive that many
bench scientists in ORD do not understand the relationship of
their work to overall ORD 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 1imited 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
personnel 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 cther program that has a more
adequate manpower ceiling, The result is manpower accounting by
progam that is suspect, at best, and probably of 1imited 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 gecgraphic 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 Duluth 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
laboratory 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,
personally, 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 Teadership
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 laboratory, and cother 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 _inhatation 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
(relevant work goes back in history and
should be better utilized)

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

€. Performance of Research

EPA's intramural health effects research is conducted in
two major laboratories and in portiens of three other
taboratories, 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 biology Taboratories 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. Adeguacy 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.q., Cincinnati). In
spite of lTimitations 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 1ibrary, 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 low
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. Qur 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 reguliations., The Committee, .
therefore, addressed only limited aspects of the total problem,
including the effects of imbalance between funds available for
extramural 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
scientists from academic institutions to supplement EPA
research staff.

Over the past three years, there have been 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 Tocad. There was
alsa much variability in attitudes toward an extramural
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 underutiiized, 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 Taboratories.
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
doilar allocations to equipment, salaries, travel, and
services. 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 charactéristics, there was high variability of
attitudes and procedures among the different laboratories and
divisions of laboratories. Some resembled university
laboratories in their emphasis on scientific peer review of
research plans and peer review of manuscripts before submission
to high quality 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 local
universities and promoted attendance at scientific meetings,
development of symposia and workshops, and part1c1pat1on 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 the 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 acceptab111ty of research results, the studies
must be reviewed by one's scientific peers and pub11shed in a
reputable journal. Failure to so treat results of research
investigations involves the risk_that review will occur at a
later date, wWith possible refutation of resuTts’ 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. Quality 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 laboratory, 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 Taboratory 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 waork 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
a5 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 ltacking. 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 Tittle 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. 1In 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 Taboratory
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 Taboratory directors and scientists
throughout the 1ife of an extramural award. At present,
laboratory directors are expected to satisfactorily complete
work unit tasks; extramural projects are their choice and
respensibility. 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 hasis 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 laboratory is
the stimulus to prepare material for presentation.

By contrast, it was noted that when NIH 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. 1In 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 Requlatory 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.

Other programs involving interagency agreements have had
mixed success, at best. EPA has substantially supported the
National Center for Toxicologic Research since its inception,
with 1Tittle 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 Topics
1. Long 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 collection 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 acceptabhility of risk. There
should be a long term ORD investment in researchers and
facilities to develop highly active and preoductive 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 t¢o 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 Teast 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/Congressional Staff Information Transfer

The relationship 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 Outlook 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 c¢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 loeck 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 1ittle capability to assist them; ORD
has no capabilities in the area of biological effects 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 c¢learly 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 utilization 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 preliminary review of regulatory documents,
consultation on imminent regulatory 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 quidance,
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 reguiations.
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VII. STATUS OF IMPLEMENTATION OF TWO SETS OF NATIONAL ACADENMY
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,i
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,
Chajrman) had developed recommendations submitted to the Agency
on August 27, 1974. Our 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
~all visits had been completed. It was possible by this means to
add a different, but closely related, viewpoint against which to
compare our own ohservations 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
problems,”

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 [Il, "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,

**Thid. page 2.
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{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 requlatory
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
Technoleogy Policy (OSTP) develop a federal
environmental 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
Office 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
Office of Research and Development (QR&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
research is conducted by the Agency.
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(6)

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.
proposed in the earlier NAS/NRC report (1977) still appears to
cffer 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:

"EPA's research program needs to be betfer

organized for balance and continuity, through
planning developed around a logical conceptual

framework of environmental protection..."

The conceptual framework

“Framework for Environmental Protection

Management

Natural, Production Processes theful
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{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 responsive 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 infermation 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 pilet 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 review 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.

B. Recommendations of the Review Committee on Management
of EPA's Research and Bevelopment Activities *

The Review Committee report noted that the present (1974)
"O0ffice 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
Office 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, Teading’
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 levels 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.”

*157d. page 98-
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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 (3-5 year)
pltanning."

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
Tong-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 ZIBB 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 a
real participatory input.,"
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The planning and management system 5 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 lTower 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 $70,000
to over $200,000 per year) the volume of material develuped at.
the Taboratory scientist's Tevel 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 excessgive
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 re]ayers makes it d1ff1cu1t
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 Tevel of detail required at all levels and the transfer .-

of materials with limited informational or management value
continues to contribute to the maintenance of an overly large
Washington staff. 1In 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 feedhack
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 Tevel 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 10 each Program QOffice, with easily
identifiable objectives and goals. In the absence of long-term
objectives and goals, the Agency's research and development
resources 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 c¢learly 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.

e "Relationships between the headquarters
and field are strained at bhest; 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 ‘
pffice. In 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. "Enabling 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 enabiing legislation has not and may not be changed in
the near future, ORD has no real choice but to accept the
sjtuation 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 ryles, parochial
political pressures, and human nature
combine as barriers to the
simplification, assembly into 'critical
‘masses,' and Togical organization of
the research units which were 1nher1ted
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.- 0Of 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 Qffices, 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 guestion human
nature may at times offer constraints, but, if properly
directed, can also provide forward momentum,
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d. "A level 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 Tevel budget was said to prevent
transitions that would be possible in a steady growth situation.
Recent budgets have shown an inc¢rease; 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
likely 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 lTong-term needs of the Agency.

The 1974 letter report of the NAS/NRC Review Committee Tisted
four major recommendations.* The recommendations have been
impTemented 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 0ffice 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."

*1bid. page 98.
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-= The planning and management system referred to has
been largely abolished. It has not been 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
parallel management plans and result in & 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 Environmeéntal Research Center. Such an
eavaluation 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 tajent shnu]d 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 jindividuals 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 numercus filters through which information exchange
must take place. ODespite the largeness of the Washington staff,
many appear overwhelmed by their work load, while others
apparently fi11 slets 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 Offices and the 0ffice
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 he 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
should allocate objectives and the resources for
their accomplishment to the National
Environmental 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 1nformat10n
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 & 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 Qutlook: 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 frequently at late 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
Tittle authority for shifting resources 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 fmpact on the
productivity of the programs. EPA scientists, in many cases,
are confronted with changes in program directien 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 legitimate
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.

"A 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 Tiving 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
moenitoring 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 =
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 Tine with their interests, and are content to let
the system go on its own merry way. Although this has solved
their immediate problem, it has increased the, workload and
demand placed on their colleagues. In many casés, the demands
are excessive in relation to the experience and training of the
staff 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 EPA 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
"unwritten" set of procedures for promoting the use of grants
rather than contracts because of the more cumbersome nature of
the contract award process.
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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 HEALTH AND ENVIRONMENTAL SURVEILLANCE SYSTEM
(CHESS): AN INVESTIGATIVE REPORT

A. Backaground 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 to 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 eriginal 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 fo]]ows. The mechanism
for continuing work on CHESS is a contract from the Environ-
mental Protection Agency to the University of North Carolina,
Chapel Hill, principal investigator Dr. Carl Shy. This contract
work is closely followed by members of the epidemiology d1v1s1on
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 apidemiology unit; he is now a member of the faculty,
University of North Caro11na. The plan is to review all of the
CHESS data collected for 1970 to 1975. The contract to the
University was let in September 1977.

Te 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 accoemplished 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. It
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 comm1ttee 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
critfcism regarding objectivity of reporting.

A report of a.current analysis of a portion of the CHESS
data from the Southeast region (Charlotte, North Carolina 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 Dy. Hasselblad of the Health Effects Research
Laboratory. The material presented will presumably be in a form
for publication socon, 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 anaiyses.
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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 1870
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 502
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 t¢ 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.

. Steps Taken by EPA to Meet Brown Committee
Recommendations

Publiec 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 safequards 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
futTook 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 pubiish 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 epidemioloqgy ¢roup 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
much valid data as possible. It is not known to what extent
this legislative 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 EPA Research Outlook do not
appear to be adequate to solve problems caused by unrealistic
legislative 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 "clean"
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 QMB.

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" l1ists, 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 & size more commensurate with its duties.

7(a): EPA should strengthen the CHAMP aerometric and
quality 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 Taboratory 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
tlosely 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 s$til1l 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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S0y, APRENDIX A
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

mm&‘f WASHINGTON, D.C. 20460
JUL 12 1978
THE ADMINISTRATOR ~

TO: Dr. Emil M. Mrak

Chairman

Executive Committee, Science Advisory Boara
THRY : Dr. Richard M. powd {75/
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
research efforts be prepared by the Science Advisory Board (SAB). The Act
speécifically outlines what'is expected to be inzluded in the report regarding
your assessmant of our health effects régearch prograwms, and the procedures
for the conduct, review, reporting and use ¢f such research.

To delinegate thé‘CDugress's chargs more sharply, I urge the S;udy 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 hasis 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 riszk, 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:r

I can assure you that your aésassment of the Agency's activitigs-?
within the scope of this definition will be apprecjated and that you will
have our full cooperation in this endeavor. <7H°
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PUBLIC LAW 95-155.-NOV. 8, 1977

Public Law 95-155
95th Congress
An Act

To authorlze opproprlations for activitics of the Environmental 1'votectlion
Ageney, and for other purposes,

Be it cnacted by the Senatc and Ilouse of Lepresentatives of the
United States of dmerica in Congress awembled, That this Act mnay
be cited ag the “Envivommental lesearch, Development, and Denon-

stration Authorizntion Act of LO78Y,

Spe. 2. (8) There are authorized to be appropriated to the Environ-
mental Protection Ageney for environmental research, development,

and demeonstration netivities for fiseal year 19078—

1) $92,500,000 {or water quality activities authorized under
the IFederal Waler Pollution Control Act of which—

(A) $20,200,000 is for the Ilealth and Feologienl Iffects
prograti;

(B) $,300,000 is for the Industrial Processes progrm;

(C) $6,061,000 b5 for the Monitering and Technical Support
program

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

E) 529,631,000 is for the Encryy program,

(2) $10,800,000 for activitics authorized under the Federal
Ingecticide, JPungivide, and Rodenticide Act, in the ITealth and
Ecologienl Fifeets program.

(8) $16,000,000 for water supply activities authorized under
the Safe Drinking Water Act, in the Public Sector progra.

4) 8,200,000 for toxic substance control activities authorized
under the Toxie Substances Control Act, in the Health and Eco-
logienl Effects progrant

(5? $830,000 Tor radintion aetivitics anthorized under the Public
Henlth Act, in the Health and Ecologicnl ffects program.

(6) $35,000,000 fur air quality activities anthorized wder the
Clean Air Act, which shall Lo in addition to funds previously
suthorized in the Clean Ajr et Amendments of 1977 {Public Law
85-95), g0 that the total wmount authorized for such nctivities in
fiscal year 1978 is $155,000,000, of whiclh-~

(A} $30,000000 is for the Health and Ecologieal Etfects
proﬁrnm; )

{B) $11,000,000 is for the Monitoring and Technical Sup-
port program;

&C‘) 7,000,000 i

an ‘
(1) $101,000,000 is for the Encrgy program.
(7) $81,273,000 for interdisciplinary activitics, of which—
A) $9,230,000 12 for the Ilealth and Ecologieal Etfcets
program;
Tl; $6,066,000 is for the Industrinl Frocesses program;
C) $1,009,000 is for the Public Sector Activities program;

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

s for tho Industrinl Processes progrant;

a
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=138 O = 17 {110}

91 STAT. 1257

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

Environmenial
Research,
Development,
and
Demonsteation
Autharization Act
of 1978,

33 Us5C 1251

nole.

7 USC 136 note.

42 USC 3001
note,

15 U3C 2601
note,

42 USC 201 note,
42 USC 1857

noe,
Antz, p. GBS,



91 STAT. 1258

Ante, p. 687,
Appropristion
suthorization.

Transfer of funda,
restriction.

Budget
rojections,

l|'I:'-2 )USC 4361a.

42 USC 4361,

Public sector
agencies, granta.
42 USC S%juan.

PUBLIC LAW 95-155--NOV. 8, 1977

(b) Xn addition th any other sums autherized by this section or by

other provisions of law— -
(1) there are authorized to be appropriated to the Adminis-
trator of the Environmental Protection Agency for fiseal year
1978, $10,000,000 for long-term research and development in

accordaneo with section 6 of this Act; .
(4) there are authorized to be appropriated to the Adminis-
trator, for fiseal yeur 1978, $2,000000 for training of health sci-
entists needed for environmental research and development in
linhds where there are pational shortages of trained personnel;

an :
(2) therc are authorized to be appropriated to the Administra-
tor, for fiseal year 1978, 55.,000.000 to innlement. the stindy author-
ized in section 103(d0) of the Clean Air Act Amendments of 1977
~(Publie Law 93-95), :

(c) There is authorized te Iw appropriated to the Adwministrater
10,000,000 for fiseal yeur 1978 for program smnagement and support
related to envivenmenta) research aid development.

{d) No funds may be transforved from any partienlar category
listed in subsection zn) or () to any other category or catogories
listed in either siuch subwection of the total of the funds so transferred
from that particular eatemory would exceed 10 per centum thereof,
and no funds may be tragsferred to any partientar category listed in
gubsection (a) or (b) frop any ather eategory or catepories listed in
cither such subsection if the total of the funds so transferred to that
pasticular caterory would sxceed 10 per conttun thereof, unless—

{1) » period of thirty logislative days has passed after the
Administrator of the Fuviromuental Protection Agency or his
designee hag transmitted to the Bpeakor of the Iouse of Repre-

sentatives and to the President of the Senate a written report
containing a full and eomplote stadement concerning the nature
of the transfor and the rearon therefoy, or

(2} each committor of the House of Representatives and the
Senate having jurisdiction over the subjeet matter involved,
before the expiration of sneh period, has transmitted ro the Admin-
fstrator written votice to the effect that such committee has no
objeetion to the proposed action.

_ Sree. 3. Appropriations made pursnant. to the anthority provided
in section 2 of this Act shall remain available for obhigation for
expenditure, or for obligation and expenditure, for such period or
periods s may be specified in the Aets making sach appropriations.
. Bee. 4, The Administrator of the Environmental Iratection Ageney,
in each annual revision of the five-year plan transmitted to the Con-
gress nnder section 3 of Publie Law 94475, =hall include budget pro-
jections for a “no-growth” budget, for a ¥moderate-growth” budget,
and for a “high-growth” budget, In addition, cach such annual revi-
sion shall incinde a detailed explanation of the relationship of each
budget projection to the existing laws which authorize the Adminis-
tration’s environmental research, development, and demonstration
programs, ‘

grc. 5. {n) The Administrator of the Environmental Protection
Afuvncy shall offer grants to public sector agencies for the purposes
o1—

(1) essisting in the development and demonstration (inchud-
ing construction) of any projeet which will demonsirate a new
or improved methed, approach, or technology for providing a
dependably safe supply of drinking water to the publie; and
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(2) assisting in the development and demonstration (includ-
ing construction) of uny project which will investigato and de-
onstrate health midd conservation implications involved in the
reclamation, reeyeling, and reuse of wastewuters for drink-
g and the processes and methods for the preparation of safe
and neceptable drinking water.

(b} Grants made hy the Administentor under this section shall be
subject to the following limitations:

(1) Grants under this seetion shall not exceed 6634 per eentum
of the total cost of construction of eny facility and 75 per centom
of any other costs, as determined by the Adminkstrator,

(2) Grants under this section shall not be made for any proj-
cct involving the construction ov modification of any facilitics
for any public wuter system in a State unless such projeet hag
been approved by the State agency charged with the rvesponsi-
bihity }m* eafety of drinking water (or if there is no snch ageney
in n State, by the State health authority).

(#) Grants under this section shall not be made for any proj-
ect uniess the Adiinistrator determines, after consnltation. that
such project will serve o useful purpese relating to the develop-
ment and denonstration of new or improved techniques. nethods,
or technologies for the provision of safe water to the public for
drinking,

(¢) Therr are authorized to be appropriated for the purposes of this
section 825,000,000 for fiscal vear 1978

Sre. 6. (n) The Administrator of the Environmental Protection
Agency shall establish a separately identified progeam to conduet con-
tinuing and long-term environmental vesearch and development.
Unless otherwise epecified by Jaw, at least 15 per centuin of any funda
upproprinted to the Administrator for envirenmental research and
developaent under section 2{n) of this Act or under any other Act
ghall be allocated {fov long-term envivorunental research and devel-
apment nnder this seetinn,

(b) The Administrator, after consnltation with the Science Advisory
Board, shall submit to the President and the Congress o report con-
cerning the desirability and feasibilty of establishing n national
cirvironmental Jaboratory, or a systom of such laboratories. to assune
or =upplemont the long-term environmental research funetions cre-
ated by subsection (a) of this section. Such report shall be submitted
on or before March 31, 1978, and shall inclode findings and recom-
mendations concerning—

(1) specific types of research to be carvied out by such Inbora-
tory or lnborntorvies;

(2} the coordination and integration of research to bLe con-
ducted by #neh laboratory or labaratories with researel conducted
by existing Federad ov other resonvely facilitios:

(3) methads for assuring continuing lang-range funding for
such Iaboratory or lnhorutories; and

(4) other administrative or legislative actions necessary to
facilitate the establishinent of such aboratory or laboratories.

Sre. 7. (n) The Administrator of the Foviranmental Trotection
Ageney slnll assnre that the expenditure of any funda approprinted
purstinnt to this et ar any other provision of law for enviromment sl
resenveh and developiment related {o regnlatory program aetivities
shall be coordinated with and rvefleet the research needs and priorities

91 STAT. 1259
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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.
Program offices. (b) For purposes of subsection (a), the appropriate program
offices are—
(1) the Office of Air and Waste Manapement, for air quality
activities;
(2) the Office of Water and Jiazardous Materinls, for water
quniity nctivities and water st:{)p] ¥ activities;
(3) the Oflice of Pesticides, for environmental effests of
pesticides; :
4; the Office of Solid Waste, for solid waste activities;
5) the Office of "Loxic Substances, for toxic substance activities;
6) the Office of Radiation Programs, for radiation activities;

an
(7) the OMce of Noise Abatement’ end Control, for noise

activitics,
Report to {¢) The Administrator shall submit to the President and the Con-
E;‘"d‘“‘ and gress o report concerning the most appropriate means of assuring, on
ngreas. a continuing basis, that the research cfforts of the Agency reflect the

needs and priorities of the regulatory program offices, while main-
taining a high level of scientific quality. Such report shall be submitted
on or before March 31, 1978,
Science Advisery  Spc. 8. (a) The Administrator of the Environmental Protection
Board. Agency shall establish & Science Advisory Board which shall provide

f;"{}’éﬁ";“gg‘; such scientific advice as the Administrator requests.. )
Membership ) (b) Such Board shall be composed of at least nine membeis, one of

whom shall be designated Chairman, and shall meet at such times and
places as may be desirnated by the Chairtman of the Boawd in consul-
tation with ﬁm Administrator. Each member of the Board shall be
qualified by education, training, and experience to evaluate scientifie
and technical information on matfers referred to the Board under this
scotion, '

(¢) In adidition to providing scientific advice when requested by the
Administrator under subscetion (a), the Board shall review and
comment on the Administration’s five-vear plan for environmental
research, development, and demonstration provided for by section 5
42 USC436L.  of Iublic Law 94475 and on each annual revision therecf. Such

review and comment shall Le transmitted to the Congress by the
Administrator, together with his comments thereon, at the time of the
transmission to the Congress of the annual revision involved.
Repont 10 ©{d) The Board shall conduet a review of and submit a report to the
Qdml:;mra!or& Administrator, the President, and the Congress, not later than
vesivent, an Qetober 1, 1978, concerning—

Congress. (1) the health effects research anthorized by this Act and other
laws; .
(2) the procedures generally used in the conduct of such
research; ‘
(1) the internal and external reporting of the resulis of such
research:

(4} the review procedures for such rescarch and results;

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

{G) the findings and recommendations of the roport to the
Iouse Committee on Science and Technology entitled “The
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Lnvironmental Protection Agency’s Rescarch Program  with

prisary emphasis on the Community Fealth and Environmental

Surveillancs System (CHESS) 1 An Investigative Keport”,
The roview shall foeus special attention on the procedural safeguards
reguired to preserve the scientific infegrity of such research and to
insnre reporting und use of the results of such researeh in subsequent
recommendations, The report shall include specific recommendations
on the results of the review to ensure seientifie integeity throughout
the Mgeney’s health effeets research, review, reporting, and recom-
mienchation process,

(e} (1) The Administeator, at the time any proposed eriterin docu-
ment, standard. fimitation. or regalation ander the Clean Air Act, the
Foders] Water Pallation Contral Aet, the Resouree, Conservation and
Recovery et of 1976, the Noise Contral Aet, the Toxie Substances
Control et or the Safe Ivinking Water Aet, or under any other
authority of the Administrator, 15 provided to any other Federal
ageney  for formnl review amd comment, shall make available to the
Hmmi sich proposed critertn docament, standard, Jimitation, or
regulation, together with relevant seientific and technieal information
in the possession of the Environmental Protection Agency on which
the proposed aetion is bused.

(2) The Boatrd may make available to the Administrator, within
the time speeificd by the Administeator, its adviee and comments on
the adequacy of the scientific and technienl basis of the proposed
criterin docinwent, standard, Hmitation, or regulation, together with
any pertinent information in the Board’s possesgion,

(f& In preparing sueh adviee and comments, the Board shall avail
itself of the technieal and scientific capabilities of any Federal agency,
including the Envirommental Pratection Ageneay and any natiomal
environmenial lnhoralories, ‘

() The Board is autherized to constitute such member committees
and inyestigative panels as the Admint=trator and the Board find
necessary 1o carry out this seetion, Bach guch member committea or
investigative panel shall be chatred by 2 member of the Board,

() (1) Upon the recommeoemdation of the Board, the Administrator
shall appoint a teeretary, and such other employees ag deemed neces-
sury to exercise and fulfill the Boards powers and rvesponsibilities.
The compensation of all emplovees appointed under this paragraph
shall be fixed in arcordancee with chapter 31 and subchapter 111 of
chapterddof title 5 of the United States Code,

{(2) Mewmbers of the Board may be compensated af a rate to be fixed
by the President but not in excess of the maximum rate of pay for
grade (15-18, as provided in the General Schedile under section 5332
of title 3 of the United States Codde, - .

(1) T currying out the functions assigned by this section, the Bourd
shall conselt and coordinate it activities with the Scipntifie Advisor
Panel established by the Administeator pursuant to seetion 25(d
of the Fuoderal Insecticide, Fungicide, and Rodenticide Act, as
amended,

Beeo o (0) The Administrator of the Environmental Protection
Agency, in consattntion and conperation with the heads of other Fed-
eral npencies, shall take such actions on a continning basis as may be
NeCesSUry or nppropriate—

(1) to wdeatify environmental rvesearch, developmient, and
demonstration activities, wilhin and outside the Federal Govern-
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ment, which may need to he more ¢ffectively coordinated in order
to minimize unnecessary duplication of progruns, projects, and
research faeilitios; . S
‘ (2? to determine the steps which mipght be taken under existing
Yaw, by hitn and by thoe fwads of such other agencies, to accomplish
or promote such coordination, snd to provide for or enconruge the
teking of such steps: and
(3) to determine the additional legislative actions which would
be needed to assure such coordinatton to the maximum extent
poasible,
The Administeator shall include in enxch annual revision of the five-
yoar plan provided for by section 5 of Public Law 94-475 a full and
complete report on the setions taken and determinations made during
the preceding year under this subsection, and tuay submit interimn
reports on such netions and detorminations at such other times as he
deermis approprinte, ;

(b} The Adnunistrator of the Ilnvironmental Protection Agency
shull coordinate environmental research, development, and demon-
stration programs of such Agency with the hewds of other Federal
ayrencics in order to minimize unneeessary duaplication of prograum,
projects, nmd research facilitios,

{(e)(1) In order to promote the conrdination of environmental
research and development aetivities, aud (o assure that the action taken

" and methods usedd {under subsection (a) and otherwise) to bring about

Repart to
President and
Cnugrcu.
Legislative
recommenda-
tioba.
Presidential
report Lo
Congreas.

42 USC 4361b.

ot enhanve the quality o

Pervunnel
‘mtilium.
Incresse,

soeh reordination will be as effective as possible for that parpose, the
Counecil on IEnvironmental Quality in consultation with the Oflice of
Setence and Teclnology Policy shall promptly undertake and carry
out & joint study of nh aspeets of the coordination of environmental
researeh and development. The Chairman of the Council shall pre-
pare 3 report on the resalts of such study, together with such recom-
mendations (including legislative recommendations) as he decins
appropriate, and shall subiit suel report 1o the President and the
Clongryess not Inter than May 31, 1978,

{2) Not Inter than September 30, 1978, the President shall report
to the Congress on steps he has taken to Implement the recommenda-
tions included in the report under paragraph (1), including any rec-
ommendations he may have for logis’lmion.

Sxc, 10. The Administrator of the Environmental Protection Agency
shall implement the vecommendations of the report preparved for the
Mouse Committes on Science and Technology entitled “The Environ-
mental Protection Ageney Research Program with primary emphasis
on the Coinmunity Health and Environmental Surveillance Systein
(CITESS) 1 An Investigntive Repoct™ unless for any speeific ree-
ommendation he deterinines (1) that such recommendation has been
implemaented, (2) that im}:lomentntinn of snch recommendation wounld

the resentrch, or (3) that implementation of
such reconmendntion will require funding which iz not avriluble,
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 nunual revision of the five-year plan transmitted to the Con-
gress under seet ton 5 of Public Law 91475,

Src. 11, The Administrator of the Envirenmental Protection Arency
shall inerease the nwinber of persounel pesitions in the ITealth and
Feological Effects program to 862 positions for fiscal yoar 1978,
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Sec. 12, {n} Each officer or employce of the Environmental I'rotec-
tion Agency who— ‘
1) performs any fanction or duty under this Aect; and
2; s any known financial intercst 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.
istrator & writlen statement concerning all such interests held by such
officer or employec during the preceding calendar year. Such statement
shall be available to the public. :
(b) The Administrator shall—
(1) act within ninety days after the date of cnactment of this
Act—
(A} te define the term “lnown financial interest” for pur-
poses of subseetion (a) of this section ; and
(B) to cstablish the methods by which the requirement to
file written statements specified in subsection (a) of this sec-
tion will be monitored and enforced, inclding appropriate
provision for the filing by such oflicers and employees of such
statements and the review by the Administrator of sueh state-
ments; and
(2) report to the Congress on June 1 of each calendar year with
respect, to sueh disclosures and the actions taken in regard thereto
during the preceding calendar vear.

() In the rules prescribed under subsection (b} of this section, the
Administrater may identify specific positions of o nonpolicymaking
nature within the Administration and provide that officers or employ-
ces ocenpying such positions shall be exempt from the requivements of
this section, ‘

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

See. 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.

LEGISIATIVE HISTQRY:

HOUSE REPORTS: No. 95-157 (Comm. on Science and Technology) and No. 95-722
{Comam. of Confurence).
SENATE REPORT No. 95-188 accompanying 5. 1417 (Comm. on Environment snd
Public Works).
CONGRESSIONAL RECORD, Vol, 123 (1977);
Apr. 19, considered and passed House.
May 27, considered and passed Senate, amended, in lieu of 8. 1417,
Oct, 20, Senste sgreed 1o conference report,
Oct. 25, House agreed 1o conference repor,

O
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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 0. McClellan
Director of Inhalation Toxicology
Research Institute
Lovelace Foundation

Members: Dr. Peter Bloomfield
Associate Professor
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 Pittsburgh

Dr. 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. Neal

Director, Center in Toxicology
Department of Biochemistry
Vanderbilt Medical School

A-9



Dr. Gerard A. Rohlich

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

SAR Staff Officer: Dr. Frode Ulvedal

Supervisory Toxicologist
Office of Research and Development .
Environmental Protection Agency

Consultants

Dr.

Dr.

Dr.

Dr.

Pr.

Dr.

pr.

Dr.

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

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

501 M. Michaelson, Professor of Radiation
Biology and Biophysics, University
of Rochester
expertise: non-ionizing radiation

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

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 Epidemiclogy, 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
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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. 78 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. HYlvedal
27 Oct, 78 Health Effects Dr. Whittenberger
Research Lab Dr. Lennette
Field Station Dr. Ulvedal
W. Kingston, R.I.
30 Oct., 78 Qf fice of Planning Dr. McClellan
and Management Dr. Ulvedal
Washington, D.C.
8 Nov. 78 Region 1 Dr. Whittenberger
Boston, Mass. Dr., Ulvedal
% Nov. 78 Environmental Moan- Dr. McClellan

13-14 Nov. 78

13 Nov. 78

13 Nov. 78

itoring & Sypport
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.

bDr, Hlvedal

HERRG

Dr. Corn

Dr. McClellan
Dr. Johnson
Dr. Bloomfield

Dr. Whittenberger
Dr. Kilgore
Dr,. Neal
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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

Office of General Counsel

James C. Nelson¥*+
Attorney Advisor

John W. Lyon*
Attorney

Edward Gray*
Deputy Associate General Counsel for Program Support

0ffice of Legislation

Marianne Thatcher+
Congressional Liaison Specialist

Alice White+
Legislative Reference Specialist

O0ffice of Internaticonal Activities

Jack E. Thompsbn+
Director, International Organizations and Western Hemisphere
Division
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0ffice of International Activities (Continued)

Thomas Lepine+
Chief, Scientific Activities Overseas Branch

Qffice 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 Evaluation Division

Matthew Pilzys*
Associate Deputy Assistant Administrator for Rescurce 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+t
Grants Specialist, Grants Division

Office of Water and Waste Management

Thomas C. 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 Qperations
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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 Division
Act1ng Deputy Assistant Administrator for Radiation Programs

Walter C, Barber, Jdr.*
Deputy Assistant Administrator for Air Quality Planning and
St andards

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 Pellution 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 5. Murray*+
Director, Technical Services Division

Jack Griffith*
Chief, Human Effects 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

Qffice 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 Health & 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 Staff

William A. Cawley*
Director, Technical Support Division
Office of Monitoring and Technical Support

Michael Mastracci*
Director, Regional Service Staff
Of fice 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
Of fice 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

A-19




-8-
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, Neurobiology Branch

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

Dr. D.G. Gillette*
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*
Biologist
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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 Curley*
Chief, Toxic Effects Branch

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

Dr. C.Y. Kawanishi¥
Research Microbiologist

Dr. Jeffrey Charles*
Research Pharmacologist/Toxicologist

Or. Joseph Roycroft¥*
Pharmacologist

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

Dr. Ralph W. Stacy*
Research Health Scientist

Dr. Donald F. Gardner*
Chief, Biomedical Research Branch

Dr. John 0'Neil*
Research Physiologist

Mr. Jerome M, Kirtz*
Engineer

Dr. Edward Hu*
Microbiologist

Pr. Mary Jane K. 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

ODr. 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.I.

Dr. Eric D. Schneider*+
Director '

Dr. Richard W. Latimer®*
Director, Laboratory and Program Qperations 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

Dr. 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, Physiological 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, Buluth (Cont.)

Mr. Robert A. Drummond*
Aquatic Biologist

Dr., John £, Poldoski*
Research Chemist

Environmental Research Laboratory, Gulf Breeze, Fla.

Dr. T.W. Duke*+
DPirector

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 Fcologist

Mr. D.J. Hansen*
Aquatic Biologist

Mr. S$.C. Shimmel=*
Aquatic Biologist

PDr. 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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EMSL, Las Vegas (Cont.)

Mr. W.E. Petrie+
Director, Office of Program Management and Support

Dr. J.A. Santolucito*+
Director, Monitoring Systems Research and Development Division

Dr. Pong Lern*
Researach Chemist

Dr. J.V, Behar*
Director, Monitoring Systems Design and Analysis Staff

Dr. Robert Papcher*
Medical Officer

Dr. E. Meier*
Methods Development and Analytical Support

‘ Mr. A, Jarvis®*
Chief, Quality Assurance Branch

Dr. G. HWiersma¥*
Chief, Pollutant Pathway Branch

Dr. G. Potter*
Chief, Exposure/Dose Assessment Branch

Dr. D. Smith*
Chief, Farm and Animal Investigation Branch
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[6560-01-M)

ENVIRONMENTAL PROTECTION
AGENCY

[FRL 883-5)
AGEHDA OF REGULATIONS

AGENCY: Environrnental Protection
Agency,

ACTION: Agenda of Regulations.

SUMMARY: Four times a year the
Apgency publishes z 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 call the summary our
Agenda of Regulations,

FOR FURTHER INFORMATION
CONTACT: For information about
any particuiar ltern on the Agenda
contact the individual {dentified as the
contaet person for that item. For gen-
eral information ahout public partici-
pation in the regulatory process con-
tact.

Chriz Kirtz, (PM-223), Standards
and Regulations Evaluation Divi-
sion, Environmental Protection
Apency, 401 M Street, 8W Washing-
ton, D.C. 20450,

SUPPLEMENTARY INFORMATION:
On March 23, 1978, President Carter
signed Executive Qrder 12044, Improu-
tng Governmen! Regulalions, which
directed all executive agencies to
adopt procedures to improve existing
and future regulations, One procedure
which the Order required all agencies
to adopt was the publication twice 4
yvear of a list of significant regulations
which are under development or
review, The Order also directed that
the Agenda provide the following in-
formation about the potential regula-
tions:

# A brief description

& A cltation of its statutory authori-

-ty

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

NOTICES

& Whether we will prepare 2 regula-
tory analysis due to the regulation's
potentially maior ecconomic  conse-
quences

# Wheother the listed ttem is an ex-
{sting regulation whiech we are reeva-
Iuvating

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

EPA's previous Regulatory Agenda
was published April 6, 1978.

COVERAGE

We have tried to list all significant
actions which are going through the
Agency's formal regulation develop-
ment process, but we may have inad-
vertently omitted a few, Appearahce
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 whiech,
therefore, should be included on the
Agenda. It directed each agency to de-
velop specific ¢riteria for identifying
significant regulations. We will de-
seribe our eriteria 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 Philip Schwartz (PM-223),
Washington, D.C_, 20460,

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

Different events might trigger the
start of the Agency's formal regula-
tiont development process. The most
common event is the passage of new
-legisiation, Other common triggers in-
clude new scientifis studies: advances
in technology: petitions for rulemak-
ing sent in from outside EPA; judiclal
documents such as court orders and
consent agreeraents; and simply, oper-
ating experience with a particular reg-

ulation which may supgest ways that
we ¢an improve i,

EXPLANATION OF INFORMATION IN THE
AGERDA

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

& thic Clean AlIr Act (CAA)

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

& the Bafe Drinking Water Act
(SDWA)

& the Noise Control Act (NCA)

@& the Federal Insecticide, Pungicide,
and Rodenticide Act (PIFRA)

& the Atomie Enerey Act (AEA)

& the Public Health Service Act
(PHSA)

® the Resource Conservation and
Recovery Act (RCRA)

# the Toxic Substances Control Act
(TSCA)

# the Federal Water Pollution Con-
trol Act &5 amended by the Clean
Water Act (CWA)

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

& A citation from the Code of Feder-
al Regulations

@ A short title

® A citation of statutory authority

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

If the regulation may have economic
consequences large enough (o require
a regulatory analysis, an asterisk (*}
appears 2t the beginning of the entry,

The second column lists the date we
proposed a regulation In the FEDERAL
REGISTER or the month in which we
expest to propose H,

The third column lists the date we
published a final regulation or the
month in which we expect to publish
the final regulation.

The fourth c¢olumn provides the
name, addregs, and phone number of
whom to contact for each regulation.

Dovgras M, COSTLE,
" Adminizirator

NoveEMEER 20, 1578.

MAJOR EFA REGULATIONS UNDER CONSIDERATION

Mame and description of regulation

IPTODOSN date In FeorRat Recismen

Finnl date in FEDERAL RECISTER

Contact person and nddrexs

THE CLEAN AIR AcT

we :\rv_dm-c'lﬂpinn the following seven ftems dnder the zutherity of sccs, §08 and 108 of the CAA which dlrect the Admllnlmrmor Ao establish national Ambi

ent Air Quality Siandarda (NAAQS). To write g NAAQS for any pollutant, we fiest prepare s criteria document which contaits the latest selentific kuowledae on

o the kind ang vitent of public henlth and welfare problems caused by the prezense of the pollutant io the aic, I we revise the erileria document, we may Nod it

CoReCraiary 10 also chapee L NAAGS,

A Mational Primary Amblent Alr Guality Standard defites the Maximum amount of an alr pollutanl which the Adminlstrator of EPA determinet is compati-

Ble with an adeauate marrin of safely to protect the publle health, A Notionil Secendary Ambignt Afr Quatiy Standard defines levels of air gualily which the
i Admimstralor Juders Recessaey Lo protect Lhie public welfare [rom any Known or anticipated Rdverse effvets of a pollutant,

40 CFR &0
Qredunfs, CAA 108 The proposnd regulation
would ehangse e vXasting peimary, hepbth-boaed
sinadard 1o 0.10 ppin for a 1-houtr avecage from
Lhe existing O 4 ppm st andard, The seeondary.
welfare-pusd standard wonid remain at 0.08 ppm
for Lhour mveowe, The pothuiant we eongeel
would e odlhpmged from photochemieal oyadants
1o ozuse, wineh s the privepal mcaseralie in.
eredienl in phuoton etnwead oxndand e,

“Hrirear of NAAQS for Pholochemicol June 22, 1878

Jaliu gl g £ 1 R ——

Joe Prdgeit (MD-12),

Envitonmental Protection Agency,
Research ‘Trianglc Park. N.C.
2771, B19.541.5204, FTS 8-820.
B204,
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Name and deatriptlon of regulation

Propozal date in Feperar Rzotsrin

Final duté Ih Frorear RegitTen

Contact person afd sddreo

THE CLEAK AIx ACT

40 CFIR 50 *NAAQYT for Lred. CAA 10B, EPA pro-
pused An ambient bad siandard of 1.5 micro-
grams per fubic meter averssed over 39 goys
Publie reast lon has been mixed. Federal apencies
Al publie Ditrrext proups support the proposal.
Inchustry grijues Lhat; (1) the health diain angd
analyses do nol suppart the standard, (2 Jarge
parts of the serondary lead and fourddry indus
tries e Tochmically unable Lo comply, and 3)
plant ciosurea for coonemic and teehiical rep-
stk Wil resuly from enforgemoent of the stand-
ard,

40 CFit 80 *Review of NAAQS for Carbon Eonox-
fu QAA 108, The healih basis for eantrel of thid
pollniant wilt we roviewsd. This requires prepas
rrtien o a0 uvpda‘tad eritoria dosumoent and anals
yuli of whe!ber ar not HWAAQS should pe revized.

A0 CFR 50 [ wivx of NAAQS for Sulfur Oxides.
CAA 108, A “ovicw of the health basis for control
of Lbia ponuiant Wi require breparation of an
updated criteria doourment and  pnalysis of
whether or nol KAAQS should be revised,

4D CFR 50 *Review of Loup Term NAAGQS for Ni-
tropen Diaride CAA 108, The NAAQS for nitta-
gen dienide 18 underrsing review, ORD will com-
pirte a revisrd criterta document by January
1979, Under the CAA amendments, the criteria
ard the ducision Lo revise (he standard muxt ad-
dreds both the lopgterm effents of NG2, and efs
fects mssochated with other nitrogen species in
nhle air, particularly niirates, atd nitric agid aero-
sal,

&0 CFR 30 °*Review of NAAQS for Parlicuiales.
CAA 108, A réeview of the health basls for central
of thix pellutant will require preparétion of an
ypdated eriteria  document and ansdyna of
whether or not NAAQS zhould te reviged,

40 CQFR 50 “*Develcpzrent of Skort Term NAAGS JAnUary 1970 o ety

fer Nitrogen Dioride, CAA 108, The Clean Air
Act Arendments of 1977 require proposzl and

Dec. 14, 1877

September 1979 ..

Moy 1580

JANUALY 1978 s e

May 1880

promulgatiea of & 1.3 hour stendard for NOZ2'

wnless EPA Tinds that such p standard is pot mec-
essary Lo pratect the publie health,

We ore doveloping performance standards to

40 CFR 60 *NSPS=Fassil Fucl Steam (enerotors
{Repision). CAA 111, Revised stondards are being
proposed for wlility boflers for contral of 502
MO and particulates. The revized NSPS wilt
apply o any tozsil-fusled utilty bailer with a
heat input af 250 million Bru/shour of greater,
The NEPS will vequire a pereent removnt of
sulfur diovide and will include gn emizzion ceils
tng and an cmistion floor.

10 CFR €0 NXPS—Pefredeum Liquid Storage Ves-
2els, CAA 111, Thiz is ) revision of 1974 NEPS.
The revised standard will prapeze the use of
double seals rather than stngle scals on floating
roofd. The siandard, 83 currently bBelng devel
oped, will esgantially sliminate one of two types
of arnls currently in use,

40 CFR G0 NSPS«Glass Manwfacturing CAA
111. This regnlation Wil address the preblem of
emissiont from new #lass manofaeturing far-
races, The Gavernor of N -V Jorsey rogupsted
thint ED'A develop natisnal standards, )

40 CFR &0 NEPE~nirrma! Copmbusiion Enginss
CAA 1L, These regulations will require the ap
plication of best demonstrated control te¢hinol-
oy 1o coorel emiktians from sintistary interpat
epmbustion engines, 14 will alao require States Lo
At under see. I1ld) 190 regulate (hese cons
bourds fron gxisting AOUTCrS,

40 Ci'R 00 NEPE—Sulfur Recorery in Netural
Gag Frelds, CAA 111 This regulation will contrel
eminztons of {utal reduced suliur compounds.

40 CFR £80 N3PS—NonAetailic Allncrals. CAA
111, Particulate emissions from quarrying opets
Ationis and refated aeilitics will be controtted,

40 CFR 60 NEFS—~Orpanic Scivend Mriel Qleatis
ing. CAA 111, Thist rule wll] eontral maporntive
emixztiond {rom metnd elcaning nnd degrensing
aperations,

coatrel emissiens from (ke [sllowing industries under soe, 111rb) of the CAA This scobion requircs that the
‘Administrator develap Now Scurce Periormance Standards (NEFS) for statienary sourees which signifizantly coltritute to alr pollution, The NSPS are based on
the best system of eunilnuesy emissisn reduetion which has been tdequately demsnstrated, The standards would apply to both pew sources and existiag 0Urces
wilichare modificd after approval of Lhe reguintian.

Sept. 19, 1378 e emcsstitiensansen e

May IB.__I_S'?B

LT N E: 1 1 T —

February 1580,.

| Bt S 41T 5T T —

June 1578

T Lo o L —

June 1979

Mareh 3970 i TP

R ]

February 1979 ...

December 1978

December 9719, s

.}

July 1978

JRAUREY IBTH e irmmme

Marely 1979 e e

May 1950

a1 g B T ——

Pt AT U 1 —
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NOTICES

MAJOR EFA REGULATIONS UNDER CONGIDERATION —Continued

Namre and deicription of regulation

Fropoaal date i FEOERAL REQIaTER

Fina! date in Frocean Breistck

Contact peraon And adares

THE CLEAN Afr ACT

—

40 CFR 60 N5XPY . -Xurface Coaling Opriations for
Auln Axsembly Plunts. CAA 111, Evaporative
erthsatss from roating operaliohs 10 ihe auto
and helt truck tpdesiry will be controlled.

W0 CFR G0 NIFE - Xuathebhie Orpomie Chemizal
manypaciureng CAA L1 Seleetion of & degroe
of contrul of vtilsaon from manufacture of over
106 major oreamie chemicals (# Lo be made, A
#rru-s 0f standards wiil be propased.

40 CFR &} NSPS—Can Coohing, CAA 1110 This
rFeguintion will establish emizson standards for
veHALiTe Oruanle Frtsslgna {rom fan coating aper
atons. )

40 CFR 61 NSPY—FPresiure Sensitive Tepes end
Labels Cogiing. CAA 111 This reruvlation will gx-
tablish emission standards for volatile organic
emntssions [Fotn pressure sensitive aprs and label
operakions.

40 CFR 60 ASPS—Meral Furniture Surfaee Coats
ing. CAA L1L. Thix regulation will extablish emis-
slon siandards for volutile organje emissions
from metal Turniture opeeatlons

1) CFR 60 NSPS—Lead Hollery Manufecluring.
CAA 111 This regulation wiil establish emission
standards for leod end sulfuric aecld mist ermis-
aions from lead battery manufacturing facilities.
The action on H2504 will Key the reguirement
that States regulate existing sourced under see.
1118,

40 CFR 60 NSPE¥—Gas Turbines, CAA 111 This
regulation will establish ltmitations on oxide of
nliregen emlssions from stationary gs turbines.

A0 CFR 80 NSPS—Industrial Bolirrs CAA 111
This reguiation wii contrgl the emiskions of par-
ticulates, NOx and 302,

40 CFR 40 ANYEPS—Phosphale Rock. CAA 111, Thia
repulation will contrel the einission of partieu.
lates.

40 CFR 60 Aluminum Plan! Flourdde Control—
Erixting Planls. CAA 1tlid). These are guide-
lines For State conirol of flouride rmissions from
exishing aluminum plants,

A0 CFR 60 Gurdelines for Enusiing Krajt Puip
Mills, CAA 111id). These are guidelines Lo con-
trol sulluf (odors) Mo exiting Kralt pulp milly
will gllow States flexibiltly in estadlishing con-
trols.

40 CFR 80 Lis! of New Souree Ferformanee
Sranaards, CAA 11D, The 1977 Clean Alr Aet
requires the Adminiatrator to list {he categories
of major statisnary sourded ti:at are hot alreagy
controllied By NSPS. He mus! then issue stand-
ards for these catepores within 4 pooesy,

Febhruary 1979 ..

March 1970,

November 1972 i

BETLTIEV ST - T OO e sp——

December 1978 ...

April 1979

Oot. 34877 TN

Ootaber 1880 ...,

January 1979................

Feb. 23, 198 RN

L YUE 20 E VO £ £ R ——

o .

e L 8

September 1980 ..,

Maovemboer 1980 .

Diecember 1979, wrerrersminersnseseens

Februry 1980......covmmmmemserrarrrererees

February 187%...mmunmmsrnmne

AUTUAL 1BBI o issisiisss i s

March 1880 .. PO

b DAL T T R R ——

LY ILEY T L T ——

May 187H

Do,

We are developing emission standirds tor hazardous adr pollutants under sec, L12 of the CAA. This sectlon requires that the Administrator develop National
Emisston Standards jor Huzardows Air Pollutantx (NESHAPS; for emlsgions which cause or contrivute to air pallution which resylts In an inersase In morlality, or
AN increae in serious oF ineapacitting iNacss. The standnrds would apply (6 both new sources and existing soUrces.

4 CFR 61 NENHAPY Aabestosdran Ore Benef
cialran. CAA 112 This repulation wauld esiag-
sk Umuts on Rabeslos enussions from jroa ore
bBeneficiation faciltlies,

40 CFR 61 NESNAPS Viawl Chloride Amrerd.
menls, CAA (12, The proposed fegulations have
ealied fot increascd control ol exlsiing sources
stringent control of new sources, and a Zoro emia-
sion goal.

40 CFR 61 NESHAPS Handling and Storage
CAA 112, This rewtlatton would control the han-
diing angd storRges of benzend and beosene-rict

Tigurds.
40 CFR 81 NESILLPE Gusoltne DMstPibulion Sya-
feney, CAA 112 This regulation would eonirol

benfene erlt-iohs fram masor marketing sourees
surh as bulk termuils. bulk phiita, and servies
statinny

A0CIR 61 NESMAFRE —Retimery Sourcey, CAA 112,
Thus regnlation would eoniral the emisston of
benzine {rom pownt sources is well zx from fugi
tive rourees {puanps. valves. ce) and wiste dis-
posnl.

40 CFR 6] NESHAPS— Walvie Anhydnde. CAA 112,
Tha regulation would contrel the cmission of
benrene i (he manufactiure uf maleie anbydride.

40 CFR Bl NESHAPS—EW Benzene CAA 1IN
Thix regulation would contral the ermisdioh of
Benzene o the manulactupee of ethiyl benzene,

Septotnber 15979 ...

June 7,1977...... pereresimnononreseam smeneneneanann

August 1BTE ...,

INOCtErAINALE o nererrrnres |

Sepiomber 1979 s

January 1878 ... e e b b

March 19T .

July 1980,

Indeterminate...

June 1980

T

Indeterminate. ... ...

Novembor 1900 ...

Noverber 1999 ..

January 1980......

FEDERAL REGISTER, VOL. 43, NO. T71—THURSDAY, NOVEMBER 30, 1978

A-32

Don Gosdwin (MID-13),
Envirenmental Pratection Agency.
Rescarch  Triangle Park, N.C.
FITH, B18.-541-5271, FTS 8-429-
S27i.
Do
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THE Crean AR ACT

'n CFR 61 NESHAPI—&tyreac. CAA 112, This
frpaialinon would control Lthe emission of bomzene

. inthe manufadcture of styrene.

W0 O 81 NESITAFPY, Asbeslos Relrased from
Crished Stene. CAA 112, Use of crished serpen-
tine rock {or roadway suracing mny reliade EIR-
nlbicans quartitles of asbestos, A DOHILAMHRE Dro.
wrebn s tacer woy and rosults indrose sinndards
will be propoused.

40 CrR 61 NESHAPRS Coke Oven Emis;ion-
Crarging Operations. CAA 112 The regpulation
would doTine enke oven CmisSions &3 A hazardnus
ait Bellulant, Charging aperaclons would be reg-
‘;lulr.-d firat. Regulations on top sikle loaks wouid

LR+ 12N

w0 CFR 61 NESHAPS: Arsenie. CAA 112, A health
ik asynsimnent 18 being conducted, if 1 15 deters
mincd that Arsenic emissiens (primarily from
ropdrer smellers) gre & hazacdeot aic pollutant,
tlien emis{on standards would he proposed.

40 CFR 57 FPrimgry Nonferrous Smelier Qrders,
CAA 119 These repulatisns will cstabilsh the
gubstantive requirements of inilial primary non-
ferreus smelier orders (NS5} and the prove.
dures to¢ be used in issuing them. NSO's will
wliow ceriain cotper,. lead, and zine smeliers to
delay eomplianee with the requirements [or con-
sant control of suilur disxlde crmisslons and et
thetn tie tatl stacks and supplemnentary control
systems to meet amblent standards,

40 LFR 56 Noncompliance Penallics, CAA 120,
FPA s required to establish & penalty program
w start coliccting money from poiluters aftor
mig-1879 in 30 amseunt cgual to the mokey the
polluter saves by Iniling to obey e law,

40 CFR %) Tall Stack Pegulabion, CAA 123. The
regalations will 2pecify what helght ataeks may
be given eredit for disperston under State imple-
tnenlation plans.

40 CFR 51.240 Rerpulations Providing for Sletes
Lacel Consultation. CAA 121, The rrgulations
will &3k the States to provide a satinfactary prog-
oz of ¢oonsulintion with taea! governments, eleat-
od officlais. and Peders! fand managers. The reg.
ulazlans will also reguire e Blates (o choose a
lead planuing organizziion te coordinate the
Btate Implementailon Plan vrevislons for oxidants
(smnog) 2nd earbon monaxide,

1972 Lislirg of Radisaelice Pelluifants CAA
122 Derermine whether radiosttive pallutants
zhall be oinssified 88 108, 111, or 112 poliutants or
none of these talegorics.

40 CFR 51 Emission Qffsel Policy Regqulglions.
CAA 128, Theso regulations address the issuc of
whether and to what extent the national ambis
ont air guality strngdards establizhed under CAA
resiricl or prohibit growil of major new or ex.
panded air pellution, sourees, These proposed re.
visiehs teflrsd the public commenta (including
fouy public herrings on the De¢cember 21 rullng
and the changssd réguired by CAA Amendments
of 19771

40 CFR 31 and 52 Prevention of Significani Dete.
rioration {PED) Bet JI, CAA 166, These regulps
tiont Wil ingyre that areas whieh are in compli-
anee with hydearathan, sart.an monoxlde, phote.
chernicat exidnnt, and nltrogen axide stondoards
will rematn in eempiianee,

Visbitity Profection CAA 18T3) EPA 3 re.
quired to prepmre B report to Congross and guides
lings which require SIF'S Lo ndoress visibilley
Problems,

%0 CFR 85 Reguiremenis to Build Deanonstration
Cars Mecting dd Gram /A le NOg Standant CAA
202, Al manuiacturers with a Ieast a .5 pot
share of the U.S. patenser car markct wiil have
to bulld resesrch vehicles which et the 0.4
grams nitrogen dioXide prr mile research objec-
tive, This regulation will be publistivd in interime
final form.

40 CFR B& Light.Duty Dicsel Particuiale Stand.
ardz. CAA 202 EFA (5 required 1o set patliculate
sandards for mobile sources SATHDE in 1981,
The regulation will coptun 1988 standards and
more stringent standards for 193] and lwer
Inadel years. '

June L1074

May 1380

Diccember 1878 ...

Dacember 1870, ..

December 1878, s

orn

April 1980

Mprch 1981 ...

Boptember 1979 s e

FL3- 1110 1. 1 o v A—

Undetermined

November 1978 e

May 18, 1878 .. st s

XY ITE B -1 P ——

ol 00 W -1 U ——

inlllo 1T B E P —

[ SI700-T1 8 1 R ——

Decemnber 187B.....vssermimrmenmmarsns

f— .

Aprih 1979

fn it £ e —

Undetermined .

sl i tid o R [ S ———

CELOBEE 1980 coecrsi e omesemsrserrrsaners

AUUEL 1580, ermrrrs rerrresesssrmrs s

July 1979

July 1979
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Joo Padgeft (MDD 120

Environmenial Protegtion Ageney.
Rezearch  Triangle Park. N C.
STl $19-551-5204, FTS B 529~
5204

Judith Larsen (E-341),

Environmental Proteclion Ageney,
g:shington. DLC. 20460, 200.T55-

3.

Bob Homisk (EN-3413

Envitonmenta! Protection Agercy,
Warshingion, D.C. 20460, M2.754%
2542

Dick Rivoxds (MD-15).

Envirsthimental Protection Agency,
Ruesearch  Triangle Park, N.C
27711, 9I8-541-5251, FTS R .625-
5251,

John Hidinger (AW-145).

Environtaental Prolection ARency,
Washington, DJ.C. 20460, 202-755-
(L1

William A Miils t AW-4641),

Envirenmental Protection Agency,
Washington, D.C. 20460, T0X-557-
o204,

Fent Berry tMD-11).

Envirpnmential FProtection Agency,
Researth Triangle Patk. N.C
:'r'ru. 815-541-5343, FTS B-618-
43

Dick Rhoads (MD-15),

Environmentnl Protection Agency,
Reszarch  Triangls Park, N.C,
27711, B15-541-3251. PTS 8629
(=11

Jot Padgetl. '

. Environmental Protection Agency,

Research  Triangle Parke NG
27711, B19-541-5204, FT5 B-B20=
S04,

Karl Hetlmawn

Emisslon Control Technotopy Divl-
zlon, Environmental Protection
Arcpcy, 2565 Plymouth Rd. Ann
Arpor, Mich, 43105, 313-668-42486.

Merritl Horth,

Ermbuian Cantrol Technology Divi
slon. Environmental Proteclion -
Agency, 2585 Plymouth R, Ann
Arbaor, Mieh. 48105, 313-G68-4205.
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THE Crtak A AcT

40 CFH B6 Frieary Duty Diegei Partieulate Stapd- Decomber 1980, imreceseerees Augiust 1980 rmnmeem Tessriney D,
prids. CAA 203 Although required By CAA for
1981 evedels, Abeorn Ja nie test procedure divalable
That ean b used ax the basky for o suawdird. A
19HE modad yoor is Largiied,

40 CFR 85 Teal Frocedures for Meuswmang Hegry Dogember 1978, s MWL VIR0
fuly Eraporalice Eyvigstons. TAA 200Ha), The
Ciran Asr Act reguires thal 4 Lest proovdary be

Mike Leiftrmnn.
Environmentai Pratection Agency,
Ann Arbor. Mieh, 48105, 313 -668-

promulgated wineh will reguice measarement of A27%.
evaparative emisaion from the wehicles as on
whals, EFA will promulgale tedgt proscdurne and
standards. !
40 CFA W6 HNrauv-Duly Evanaralire Emission Januhby 1979 s AUELSE IBBO .., D,
Stavderds, CAA BN Slandards Wil apply to
heavy-duty gasobiner vehoeles and will rontrot
emssipns dus Lo evaforelion of gascuny begin
ning in model year 1981
40 CFR 88 Light Duty Trick Emission Standgrds b s AUCUSY LO78 P, Wihianm Houtmann,
tlip te &30 (by. Grosy Vehdole Weishi Ruting— Environimental Protection Agency.
Ann Arbor, Mich, 48105, 311.668-

GVWEYL CAA 2022y CAA requires sandargds for
6.000-8 560 b trucks that represent a 96 precent
reduction in HC and CO from Saschng for 1983,
Standards are expected to be equivalent in strin-
gency to 1981 passxencer car standargs and are
expiecied 1 year abead of CAA deadline. e 1982
mode] year, The same standards will 2)s0 be ap-
piied 1o truchs uhder 6.000 I GYWR.

40 CFR B8 HC gnd JQ Emussion Stendards for December 1978, .. Dwcember 1879, Chet France,

Keavy Duty Velncles «Quer 8,500 FPourds). CAA Environmental Protestion Apency,
202(ax 3y, The CAA requires EPA 10 establish Ann Arhor, bMick, 48105 I13-668-
emission standards for enrines for heavy-duty ve- 4333,

higles over 4,500 pounds. Standards for HQ and

CG oare 8 B prroend reduction [rom baseline

emuwssiond for 1833 medel year. EPA s in the

process of develomng 8 new 1esy pracedure for

MeRSUrNE exnaust cmissions and measUrements

of baseline emiseons,

40 CFR 86 NOz Emassien Standard for Hravy December 1878, Bephember 1080 i, Do,
Duty Vehiclss (Over £330 Poundir CAA
202tan 3y The CAA reauircs EPA to estabush
emisSion sLANANFds for heavy dutt yehicles (over
6,000 lbs. GVWR). A 75 percent reduruon for
NCGE Begimming with 1885 model year, EPA 13 in
the process of developing & new st proecdure
for measunng eXhnast emissions and musl hen
MELsUre haseline emissiorns,

Fill Pipe Starndgards. TA&A 202a¥3) AU such
lime ns phase II vapor recovery regulations are
promulgated. EFA 15 reguired re set standards

v 4271

September 1979 i JUNE 19B0 e e ETTIte Rusenberg AW -24%),
Environmental Protection Agency,
Washington, D.C. 20460, 202-755-

for vehaele refueling orifices ang associated parts 0586,

of the fuel system 1o provide effeclive conneetion

beiween the fll pipe and vapor recovery refuel-

ing noznles. The eifeeiive model s to be deer-

mined on the basiz of irag time reguired far

design and product:ion of the reguiked systems

The type af [iil pipe necded g¢rpends of whether

phase I or anboard HC control s sclecied by

EPA. .

OniBoard  Hufrocarbor  Teoarelocy.  CAA September 1372 oonnnmmmmeeenn JUNE B0 i PRUL Stolpman (AW -443).

202(pM &), Under this sectinn EPA i3 reguired to Envirantnental Protection Agency,

detertnine whether onboard HC controls are fea- Washingien, D.C. 2460, 202-426.
2484,

aple wnd more desirable than Phase M Vapor
Recovery. taking Intp gonsideration suchn faciors
ny fuel economy, costs. adminnstrative burdens,
equitable distnbution of eosts and safety. If
found feaxitle and desirable. onperrd HC contral
standards are (0 be sql by EPA, wuh such joad
tie s needed for BSplemeniaten. In issming
Buch regulations, EFA i required to eotwult with
the Department of Transporiation regarding the

safely of the controls.

40 CFR B8 futrrim High Allttude Regquirements December 1978 nononerne: AUEUEEL LBTR i nereenn WIHlAM Houtmann,
: Environmentnl Froteciipn AgRency,

CAA Mzl o) The reyufalions will 20t teguire-
ments or car to mect the standards at bigh alts Ann Arbor. Mich. 48105. 313-668-
tude for 1981-8). e,
40 CFR 85 Imporiation of Motor Vehiclex and Decernber 1978 vnvnnnnniereme JEIY BBTR e TaT0 Proston (RN 3400
Motor Vehigir Engines. CAA 203, The regulation Envireninental Protcclion Apency,
attempla to tmprove the ¢f (ectiveness and admin- ) Washington, D.C. 20460 202-755.
0944,

Istration of EPA's pragram L0 prevotil omporia-
tien af vehieles and engines which fail (o eon-
form to Federal emission statwiards,
40 CFR 86 Regulations Defintng Certtfteate of Dec. 23 19Tunmmmnmermseccen MBFER 18T i s Do,
Canformity. CAA 2ROAY. Tho resulations will
identify the components and speetficatlons thint
BT R Fequired part of motor vehicle cortifieation:
the parameters of allowable deviation of parts;
nnd the speciflications fur he cCruirleation tosts,
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Mame and deseription of regulation

Froposal date In Provnal Reciaie

40 CYR 86 Xrleelive Enforeement Anditing of Mo-
tarcycles CAA 200008), The regatinon i1 ¢siab
lzh & progTam [or Leeting motnrynivs Al the rs-
sembly line Lo kesure fompliante with emission

© Ataardarcs,

40 CFR &8 Seloelive Enforecment Awditing of
Frravy Duly Ewnines cnd Vehicles, CALA 206ih),
The regilation will cotablish A prozram for teste
Iv:g heavy duty opglaes and vohicles &t ithe a5
srmbly Lbe Lo assure complianee with emizsion
Aisnirrds, '

4 CFR 6 Ensine Parameler Adjustment Requla-
tiss CAA L04(b). This réqulation will imit the
satjuctinert parmmaters ol emissionsrelated con-
trolz an vehicies to enauré thal aiter Lhe vebicles
pase cortifiealion 1o5is, they are nst repdjusted
in i fislid by deslershilps ar service slations to
improve theie driveabliity st the ecosl of in-
area: it painions,

40 CFTL BE 1544 High Altitude Sindards CAA
264:0), These regulations will require all vehicles
to meet standards nt gl gititudes becinning with
1584 models,

& CFR 88 Pengliics for Noncomplying Hegiye
Duty Engines and Vehicles, CAA 206(). This reg-
uiation would allow heavy-duty engine or vehicle
mannfacturers to sell vehlcles or enginet ¢xeoed.
ing the standards if they pay & ooncomplishce
penalty. They stijl would not be sold. however, if
they exceed an upper limit,

40 CFR E8 Emigston Contrgl Wurranly CAA
20Tiaptly, The regulations activate a manuiactur-
crs warranily that becomes enforcesble if the ve
hicle excceds emlstion sinpndzrdd as a resalt of
defects present at the time of saje,

A0 CFH 86 Aftermerkel Parts Certificqgtion, CAA
207tax2), The regulatiah cstaklishes guidelines
30 aftermarket parls monufaciucer: can ceritly
that thelr parts do not degrade eroissions.

40 CPR 86 Zharl Tost for Enission Worrgnides
CAA 20%b). The refulstion entnblishes proce.
dures for tesis of emixscns from lght duly
trusks apd Mzht duty veliclos (o be pecformed ln
tunjunction with inspuectioh/maintenatice pro-
Frams. '

40 CFT: 33 Emission Conlrol (Porformances) Wers
ranidy CAA 2ABMY), Thiz regtlition spooifics
performanee WArTSOLY régGuirements based on
ghard.cyclvd emistions tes! for in-use vehicles, It

~was poposed in May 1977 and Is now bring re.
prupssed to take the' Clean Air Act Amendinenis
inte ACCOLNT.

40 CFR 704 Fucls and Fucl Additives Profocoly
Jar Pescing, CAH 211, The prodocels will heip de-
termine cffects of fuels and fuel additives on
public health and emissicn contrel devices,

W CFR BE High Altitude Perigrriance Adjust-
meats, CAA 215 EPA i3 required 1o 50t proce.
durea by which matulncloerens moat DAve adjusk.
ra¢nats Lo thelr cars for high allithde operaiion
approved.

40 CFR 86 Turbine Aircreft Gaseaus Emissions
Refrosit and Modificalion of 1973 Slandardy,
CAA 23), This regulation will progace, and for
rome  Clisses of  alreraft, repropose emisslon
standards for large atreraft to redoce HO, NOx,
aid OO,

i CFR 88 Repranal Qomdidic.wy. CAA 301 EPA
i required 1o provide for eonsisient implementa-
tion of thy Clean Akr Act by the varlous EPA Re-
xional Ofticed.

42 CFR 51, %2 53, 58, and 60 Morniluring Regulas
friorg, CAA 3. Theae repulations will revise the
seqinrdments for Brate and local nir polludion
nitoriag fur purgases of Suate inpleteautotion
ane wid for reportitig air quality duda tg KPA,

T T

THE CLpaN Atk Act
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Finat date i Faoeral Recivizk

Contact person and address

—_ -

Perember 1978 .. v

Qet, 21497

Mzy 1981

Droccmber I8 v sstasi s

Diezember 19780 coensssssesienees

Janunry 1978 e v

May 25, 197V i

MNovember 1978 e -

BENTIT AT 3 A ——

FEBPUATY 15T uerercscsmomeeersmsans

Mar, 24, 1078 e

FLEDLTIET L | A —

Aug. 7, 1878 ...,

February 1978 . nmmieriesccereceomsrrarrnes

Novemnber 1978 v ey

Mpy 1582

Feoruary 878 .

June 1379

FYLTTI N € L O ————

BETTFES L B b b —

Apri} 1979 -

May 1578

L1 o TRt e T —

September 1978 ot

Ungotermined. ..o niiio—

January 1979.........

Frank Slaveter {EN.333),

Envirenmental Proteciion Arency,
Washityion, DU, 20460, Dyl 755
0596,

Do,

Ron Kruse. - -

Environmental Proteclian Arcncy,
Ann Arbor, Mich, 48105, 313668
4317, .

Ernie Rosenberg (AW-455),

Environmental Protection Apency,
Washingten, D.C, 20460, 202-753«
0596.

Frank Staverer tEM-338).

Euvironmental Protection Agency,
Washingron, D.C. 20460, 202-T755-
1574,

Rick Friedman (EN-340)

Environmental Protection Agency,
Washington. D.C. 20460, 202.406-
4650;

David Feldman (EN-3401

Environmental Proteclion Agensy,
Washington. D.C. 20460, 202-755=
0247,

DHek Nashe

Environmepta] Protection Agebwy,
Am; Arbor. Mich. 48105, JLY.568-
1%

David Pridmen (EN 3400,

Envirornratal Frotection Agency,
Washington, D.C. 20460, 262-785-
0287, :

Mzttt Bills «RD-820),

Envirgnmenlal Protection Agency,
Washingion, D)C. 20460, 202-426-
4457,

Ernie Rosenberg (AW-455),

Environmental Protectiosn Agency,
Washington, D.C. 20460, 202-755~
b,

William Houimann.

Envirenmental Pretection Agency,
Ann Arbar, Mich, 45105, 313-648-
4252,

Dyl Tyler 1 MD-130.

Environmental Proteciion Agency,
Researcl) Trianvie Park, N.OC
2311, F19-541-525), FIS B 639
5125,

Rabert Meligan (MD-14

Envirentental Proteckion Agetey,
Reoyearciy  Trinngle  Park, N.C.
27711, 919-541.5447, FIS 8-629-
S447.

THE Metor VEHICLE INFOIMATION AND COST Savines ACT (MVICSAY

A0 CYR 8% Trshing Kelrofil Devdess Jor Fucl Econs
emp Performance. MYVICEA 5t). The regutadion
wrovigea far LA evalinstion of giafms by 2 mana-
facturer 1that it has prodgesd 8 fuel PORABEY oLy
talit device,

L YTES0 TN 11 —

Deeembior 1978,....ven

Ernie Rosenberg (AW - 4555

Environmental Protection Apency,
Washimeton, DVC. 20460, 202-753-
0598,
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Numc and deseription of regulstion

Propossl date in FZOERAL RECISTER Final date in Froykal RECISTIR

Conlact prryon whd Radross

THE CLEan WATER AcCT

(Federal Water Poliutlon Control Act as amended by the Clean Water Aot Amendments of 1977)

48 , CFTL 35Fy Statr Manupomend Asvixtanes
CWA L1k /205, Blates may 450 up 1o 2 pereent
of their title {1 alivtment or $400,000 whichever
Iy greater, Lo finance the adnonisiration of seq,
201, 207, 208. 211 402, and 401 progreama.

T CFR &M Agrcultural Cost Shomng CWA
208t 0. The Department of Apricuiture will pra-
vide grants covering unp to 59 percent of costs to
fnztall Best managermoent practices for waler qual-
iy management, The program will he impie-by
the USDA. The regulations will be promulgated
by USDA with EPA concwrrence.

40 CFR 35 Water Quality Manegemen! Regula.
tians. OWA 108, 208, 303te). These regulations
revize and vpdate the water gquality management
regulations previgusly issusd under 40 CFR 130
and 131,

40 CFR 3515 State 208 Regulalory Programs for
Dredge end Fill Malerials. CWA 208534} These
regulations will authorize States to establish reg-
ulstory programs lor the discharge of dredge and
fill material Lo supplement State 404 permit pro-
grams.

40 CFR 23} Modification of Secondary Treatmen!
Requirements for Marine [scharcers. CWA
30L(Rh} The 1877 amendments of the Clean water
Act allow EFA to modily the treatinent requires
ments for exlsling ocran disehiargers fram Pub-
ficly Qwn Treatment Works (POTW s in regard
to the required degres of removal of Blalagical
Cxygen Demand (BODN, Total Suspended Solids
{TEE), and pH. Applicants are required 1o meet
eight speclfic 301(n) eriteria in nddition to any
olher applicable criteria of the Act. The receipt
of madifleation would not relieve a POTW from
eompllance with performanee standardd which
EPA will later pubiish to refleet Bust Practicable
Wasteo ater Treatment Technoology (BPWTTTS
This rule establishes the erjterin which EPA will
apnly and the procedores i1 wil) [ollow inits eval-
votien of spplication for & modification,

40 CFR 124 Eriension of Pottution Control Dead-
tines far Publicly Quned Treaiment Works and
Cther Point Sources Planning lo Diccharge o
Those Publicly Qun Trralmrat Works. CWA
33ic). This regulntion estaplishes erlteria which
EPA and NPDES States will ute in reviewning re-
quests for 30101 extensions {rom the July ).
1977, treatmen! requirements,

40 CPR 125 Reguirements for Apptication for 101
ic) and @) Varances, CWA 30L03KEB), These
regulations reguire discharyes desinng 301 (o)
and (g} variances to {he ipitinl appilientions by
Bepy, 25, 1978, or 270 days after promulgation of
BAT timitations whichoever iz later .

Apr, 25, 1978 tnterim fBal e, SODL ZT I0TB Lo

June 22, 1978, eeee..o.. AR Rpp e eenns .. Tobe determined..............

Bept. 12, 198 ... Januury 1878,

JARUATY 18TF iirrres eeeeeens July 1978

ADT. 25, 1978, 0iirsrgreeceneee e DBCETIEE LBTB v iarrereeees cosissasarin

Will be incorporated into NPOES
program regulations 40 CFPR 122
to 125

May 16, 1978, irdecitn HDAL . enmen.-

January 1975, wil} be incorporated
into NFD'ES program
regulations 40 QFR L322 to 125,

Sept. 13, 1978, tnwerim final ...occoooee.

Joe Easley (WH-547).

Environmental Protrglinn Ageticy.
Washington, D.C. 20460, 202-§26-
1445,

Joe Krivak ¢WH-58%)

Envirohmacntal Protection Agency,
WashingLon, D.C. 20440, 202-755-
16040,

Lindg Eichmilior { WEH-554).

Environmenta! Protection AGH‘IC}'.
Washington. D.C. 20460, 202-765-
6965,

Jot Krivak,

Environmental Proleclion Agency.
Washington, D.C. 20460, 202.755-
FO0), '

Tom O FParrell (WH-551),

Environmental Protection Agency.
Wwashinglon, D.C. 20480, 202.426-
8578,

Ed Kramer (EN-336),

Environtental Protection Agency.
Washingron, .0, 20460, 202-755-
a750.

Boott Slesinger (EN-336).

Environmental Protection Agency.
Washington, D.C, 20460, 292-T55-
0750

Efflurnt guldelines representing best available treatment technology, new sourée performance standards, and pretreatment standards are being developed
tor the following industries 1o comply with the Act and a courl grder mandating control of certaln toxic subdtances in industrial efftuents, OWA 301, 304, 306, and

307.
40 CFR 420 Jron and Steel Manufacturing....oeunn-

40 CFR 435

Felrolrum Refining....

40 CFR 422 Timber .Pruducfs Processing...... oo

40 CFR 4%3 “Stcam Eleciric Power Planfs ...,
40 CPR 425

Leather Tanning and Firishing...........

1 CFR 421 Norferrowa Molala Manurectunnd ...

November 197 ..o, My 1080

March 1878 ...

Ortober 1979 .

May 1078, e

T 1 TPV

______ TN

January 1979........... August 1879 s e

AUGUEL 1979 i o March 1830 e e e
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Ernst Hall (WH-352).

Environmental Proicclion Agency,
Washington, D.C. 20440, 202-426-
2578, '

Robert Dellinger (WHE-552),

Environmetital Protectlen Azency,
Washington, D.C. 20460, 202.426-
2497,

Jonn Riley {WH-552),

Environmental Potection Ageney,
- Washingtion, D.C, 201480, 202-428-
5554.

John Lum ( WH-530),

Envirenmental Protection Agency,
washingten, DG, 20460 20Z-426-
ABET

Willinm Sonnett (WH-552).

Environmental Protection Ageney.
Whoshington. DG, 20460 202-426-
2444,

Patricta Willlams (WH.552)

Environmental Frotection Agency.
Waslungton, D.C. 20480, 202-428-
2586,
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Contact prraon and sddress

40 CFR 46 Paint and Ink Formulation ..ci..

40 CFR 448
40 CFR T4

40 CFR 434
40 CFR 414
40 CFR 415
0 CFR 410
£0 CFR 41§
40 CFR 430

40 CFR 428
40 CFR 417

40 CFF 444

40 CFR 458 Miscellancous Chemicals—Adhesives

Prinling end Publishing Serviees
Qre Mining and Dresting ...

Coal Mining

Organie Chemicely Manufecturing ...

Inerganic Chemicaly Manufeeluring.,

‘Teztile Mills

Floatics and Synthetic Material ...

Pulp gnd Paper..

Rubber Procersing
Soap and Detergents Manufacluring .

Aulo and Other Leundries. ...

and Sealanis,

10 CFR 457 Miscellancoys Chemicals—Explosives

Menulacturing.

40 CFR AM  Miscellancous Chenleals=Gum aud
Wood, .

40 CFR 455

Mircellgneous Chemicala—Pextitides.,

40 CFR 459 Miscclloncous Chomicals—Fharms

ceubivaly,

40 CFR 413

Electroplating

40 CFR 158 Machinery and Mochanical Prod-
ucls—FPhotographic Equipment and Supplies. «

40 CFR 433 Machinery and Mechanieal Prod.
uctri—Mrchanicel Producis,

40 CFR. 489 Machinery and Mechanicat Prods
yiefa— Electried! and Elecironie Covipanénts,

40 CFH 464 Machircry and Mrechamcal

Frod-

uelt=Foundry Cperalicns.

40 CPR 468 Mackinery and Mechenical

Prod-

ucts—Copper and Copper Alloy Producty,

4 CFR 4l

Machinery angd Mechanical  Prod.

uety—EBaltery Manufacturing.

40 CFR 485 Mormnery and

Mechanical Prod.

ueld=~{"0 Couling,

40 CFR 463 Machinrry and

Mrehanical Prod.

Held— Plaxtios Proeraging.

#H CFR 466 drachinery and

Mechanival Prmd.

ucty—Foreclain Engmel,

40 CFR 407 Machmery and

Mrchanical Prod.

dctr=Alumenum Futttng,

THE CLEAN WATER AcYt

Eoptember 1879 .o J—

November 1579 ..,

Decetabt 1978, venurevsrmammnenm

JanuRry T80 st

September 1979 ..

Moy 1973

January 1880, ... csmren s

April 1980

Junc 1060
Jutly 1980

June 1920,

LITHTE B - - S ————————

Anpril 1980

ERoa 1T L R —

Auguat 1880 i

Fehruary 1980 st

Jurie 1979 January IBO e
July 1960 July 1081

Deeembrer L3 s JU1Y 1980

February 1980, ...

Deember LI s

August 1979 i

MALER 1980 ey seerssrssssssrmsssers

December 179 e srsrennrnn

March 1980....

Fobrudry 1980 . s s innsssssancis

PO ————
March LB s i e s repsrare
Octobor 1979

April 1980

MATER 1080uuunciss i corresrrrrn
AV THTH. s esasense s swmssnsssianss
Qetobrr 1980 ,..ec s s s
Octobor 1979 i

March 1980...,

T T T

July 1880

Wareh 1950 mmeinsaii,

July 1580

Oetobwor 1980 ...

AL B0 s s e

61 & SO ——————
October T80 e it

May 1980
L e b S ——
OCLober 1050 it cemtertrrprerrreen
Mareh 1080 .. s
May 1881
May 1950

Chrtatuer 1980, i

i
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Richard Gigiet (WEH-5351),

Environmental Protection Apgcney,
Washington, DO, 20460, 202 4268.
2583

D,

Gl Coad (WI 5861

Environmental Protettinn Arency,
Wazhington, D.C, 20460, 202 -406-
2500,

William Telliard {WH-586),

Environmental Protection Apency,
x\g;.;hlnxmn. DT, 20400, 202-406-

Faul Farcnthold (WH-552).

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

Walter Hunt {WH-552).

Envirenmental Proteclinn AReney.
Washington, D.C. 20460, 202-428-
2724,

Jamgs Gallup (WH-552)

Envronmental Protection Apcncy..
guhinxtom DG, 20460, 202 426

. )

Paul Fatirenthold CWH-333),

Environmental Protection Agency,
Washington, D.C. 20480, 202-426-
2497, .

Bab Dellivyger {WH.AM, ,

Environmental Protection Agency.
‘Washington D.C. 20460, 202-426~
2554

D,

Eammy Ng (WH-588).

Envirinmentsl Protection Agency.
Washington, DC 20460, 202426
2543

Richard Gigger tWH-552).

Envirenmenia! Prolection ArRciey.
Washington, D.C. 20460, 202426
RSEI.

Elwood Forsht {WH-552%

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

Elwood Martln (WH-552).

Environraental Froteclion Ageocy,
Wazhington. DO 204560, 202-405-
2440,

Richard Willlam® { WH-552).

Enviramental Protection Areocy.
Washington, D.C. 20460, 202-426-
2555,

George Jett (WH-552).

Envirstiwnental Proteetion Apcncy,
Weshington, D.C. 20460, 202-426-
2497

Joe Vitalis (WH-852x

Environmental Protection Apency,
;Vﬁhinan. DD, T0450, 202425

AV,

Maurice Owens (WH-386),

Envircnmental Protection Apency,
?;;.:hlnﬂon. D.C, 20460, 202-755-

Ernat Hall (WH-552),

Environmental Prolection Agetwy,
Washington, DG, 2460, Hor.4t8

2578,
Do,
Dw,
Do
Do,
Do
Do._
Do,

Ernxi Hall ¢WH 552,

Enviretmeninl Pratectlon Avcory,
Wazhington, [, 20460, 202 426

2876,
Do,
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Propose) datc in FEOERAL R StIRTER

Final date in FEBERAL RFGISTER

Contact peiron and addrcss

40 CFR 124 and 185  Veio Modificalion, CWA
30bioua), 304415, 30T, 402780, 50L4a0 This rei-
ulation roviaey #xlsting regutations to conform Lo
the requirerents in the NRIOC versus Truin Con.
sent Doecree June 8, 1978 and Lo ¢lakily the proce-
ourcs under which EPA will exercise ils power Lo
objeet Lo tveto) Stace lesued NPLES premits,

40 CFR 125 Subilantive Criteria for 30it¢y and
1 Vartanees from DAT Requiremends, CWA 301
ig} and (g) This criteria wi)! enfablizh Informs-
tion necessary for assessment of eponomic and
environmenlal variance reguests,

40 CI'R 139.17  “Reviwon of Water Quehiy Stand.
ards Reguletion (Fard 130171 CWA 303, This
regulation will amend the oxisting rexguiation
covering Stnle Waler Qualily Standards bo estab-
lsh requirements reparding &States sdopting
standards for toxle peliviapts when EFA hax
isaued nat) el ambient water quality criterta for
those puilutants, One effeet of thls amendment
will be that diuchargers {both municipal angd in-
dustrial} may huve to install treatment Lechnal-
ogy beyond that required by Best Avallable
Wastewnler Trectment Technelogy (BPWTT) or
Beut Avallabie Teshnology (BAT) guidelines.

40 CFR Quelily Criterta for Waler Volume [,
CWA 304(a). Ambient water quality eriteria will
br established for €5 potlulanta

40 CFR 400 to 489 Scecondury Indusiry Review,
CWA 304¢h), This regulation will provide for pro-
mulgated of Best Pracileable Conveniional Fols
futant Control Technology (BTCY [or ceriain
subcategories of the “sceondary industries' In.
dustrirs not covered by the KTNTDC Setlement
Agresmnent. For other subcatemories, Hest Availas
ble Technology (BAT) limits wil be suspended.
The merhodolagy that will be used for BCT for
seconidary industries wiil piso be applied to BCT
far privrary indusifies at the time that BAT reg-
ulitions Are rstaRitshed

40 CPR 125 Criteria and Standards for Impostng
Rrat Monogemen! Priciees for Ancillery Fredus-
triad Acfrciics, CWa 304¢e). Thia rerulation will
indicate how “boest managemest practices” Tor
on-stte industrial delvitles may be imposed in
NPDES permtbis Lo prevent release of toxte and
hrozardaus poliutants 00 BUFi0re WatLrs

General Preireatment Repulations for Eristing and
New Sources of Poltutieon. CWA I0NBX1) This
regulntion establshes requiremonts And proves
dires for & general protreatment program efud-
by vevelopment of Siale and joral programs.

40 CFR 117 Rrrinion of Harardond Subslanges
Dischurge Reguietony, CWA 311 Ax & regult of
amendments of se¢, 311, pta. 117 and i19 will be
withdrawn and pt, 118 revised, principally (o
clarily whirh dischargers will be aalject to the
provigions of sec, 311,

49 CHPH - il Spil Liobility, ©WA 311g) This
role will establish aximum bmits of hability for
fixed non.transportalion relaled facidlics which
may [ace cleanup liamlities under sec. 311

40 CFR 40 Aarine Sanitedion Devices, CWA 312,
These ruled w111 satahlish secondory Lrew’ nient or
equivalent for shups navigating the Great Lakes.

40 CFR 140 Drinking Water Intake Zone Fremp:
ttons CWA 31d. Tovse rogulations, wihileh wiil (s
tablish pdidance for Siate no-discharee probibi-
tiong for drinking water intake zohes, are 2 part
af the Marine Sanilation Deviers regulations.

40 CFR 33 Qhran Lekrs. OWA JE4. These rules
will  establish  procedures for  adminislering
grants to the Stales for the purpose of restoring
ke

40 CFR 151 Marardous Jubataners Follution Fro-
rention Jor Facilities Subject fo Peentifiing Re
Gutrements, WA 402 Thiy propoxed revabatlon
aets forth requirements Tor Sl Preventon Cans
tro! and Counlenneasure Blans for ponranspor-
Latieay relaled faciitiey which hondle haardous
substances and are sebject to NPDES permits,

40 CFR  NPDRES Program, OWA 402 This feguln-
tion revises, updales, clarifiva, and reorgnuazses
eaistbiid NIMDES evulations.

40 CFR 124 Veto Modification. CWA 402 These
Fogulations will establisty the use of shot.leem
peruils ak the grefereed mechaniam for psuring
eanphintcye with NIDC Cunsenl Ducbes,

Tue CLEAN WATER ACT

Jan. B, 1478.......

RS\ TTER ST T ——

Mnarech 1979

29 pollutanta) Mareh 1870 .
136 pollutants) July 1978 ..

Aug, 23,1978 ...

Sept. 1, 1078

MNovernber 1878 o

September 1979 s

bR R b S ——

Will be Incorporated lnte NFDES
proyram reguletlons 40 CFR 122
in 125

March 1980,

Beptember 1979,
December 1978......

April 199

e deebianarasi

WII be incorparated into NFDES
program regulations 40 CFR 122
Lo 1335

June 28, 1978 ... Abdemeodtiidti e vy

Deearnber 1078... i s

FETELIR .1 e ——

TTTTITT R prp—

Decernber 1978....

Sept, L1978 i venees

AT 21 18R e

Mpy 23, 1078...._..........

FeBruArY 1879 .. .o

g TR LT s S ———
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Ed Kramer { EN-336).

Environmentnl Profection Areney.
Washtugion, D.C, 2460, Z02-755-
4750.

Ken Mackernthun (WH-588),

Environmental Prolection Ageney,
Wazhington, .G, 20460, 202-75%-
0140, ’

Do.

Dave Fege {WH-588).

Ervironmental Proteciion Agency,
Waoshington, D.C. 20480, 202-426-
2617, .

Ed Kramer (EN-336)

Environmental Protectisn Agency,
Washinglon, DG, 20460, 202-T35-
Q75

Bteve Heare {WH-580),

Environmental Protection Agency, -

Washington, D.C, 20460, 202755
GORE,

Colburn T. Cherney (A-131)

Environmental Protection Agency.
Washington, D.C, 20460, 202-755-
7460,

Jeseph Lewis (WH-535).
Envirenmental Protection Arency,
Washington, D¢, 20460, 202-245-
Gaal,
Jonathan Amson (\WH-585).
Environnméntal Protection Agrnoy,
washington, D.C, 20460, 202-243-
30386,
Da.

Rabert Johnson (WH-585),

Eavironmantal Protection Agency,
Washington, D.C, 20480, 202472~
3400

Thomas J. Charltan (WH-5459),

Environmental Frotection Azency,
Washingion, D.C. 20469, 202245~
3045,

Fd KErnmer {EN-326).
Environmental Proteetion Agency.
Washington, I2C. 20480, 202-755-
750,
D
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Tak Ciian Watin Aot

{Pedcral Water Pollution Control Act pz amended by Lhe Clean Water Act Amendments of 1977}

40 CFR 23] Qeean Discharge Criterie. CWA
403tcy, These guidulines portaln to diseharges to
the oceatr. They are based on prevention of envi-
renmentsl degradation of waters of the territoris
ai Reat, the epnligucus zone, and the oceans.
Both indusirial and municipal discharpers would
have o meet these eriteria

40 CFR 230 Cieidelines ta Proteet the Agualic En.
virgnmen!l, Incliuding Wetlonds, From the Dis-
charpe of Dredund or Fiil Mlaterial CWA
404B)(1). These guldetines must be cunsidered in
the ssuance of individual and geteral permits, in
the preparstion of Environmenta! Impact State.

miettx (E15's) for Federal activicies speefically-

puthaorized by the Congress, snd in preparation
of Best Managetnent Practices (BMP'2) under
the State 208(BHAXE) program, Pallure to
comply with these guidetines justiliex denial of
permit sppllcations and réturn of Siatn permit
programs te the Corps of Engineers Sept. §,
1975, interim-final guidelifes are being revised
and expanded &Y Lhis effort,

40 CFR 122 FProcedural Regulalions Concerning
Flale Qualificationy for Assuming the Seéction
¢4 Permit Program. CWA 404ig), Certain re-
quirernmentt that must be met for Slates to
wssume permitting autherity under sec. 404(2)
gueh a2 eodificalion of State laws and eertifita.
tions by the State attorney geperal arc similar to
NPDES requirements, Thercfore, the appropei.
ate parts of se¢, 404(g) have been iteluded in the
proposed revision of existing regulations for
NPDEE In pt. 123.

40 CFHK 117 Precedvral Kepulations for Exeroiy
ng the 404tc) Vela, CWA 404rc), These rogula-
tions witl astadlish the procedures for preventing
the dizcharge of dredged or fill materinl into &
defined area of the waters of the United States.

40 CFR 128 Subslonitve Reoulations Qoneerning
State Implementaltion of Seoton 44 Permit Pro-
gram. CWA 404¢g). (h). States tnay propose lor
spproval by the Administrator of RPA a sec. 404
program i licw of the Fedoral for petmitting the
discharge of dredee o fill matenial ip certain
waters of he Unlted Btates. These réguiitions
described the components of a State permit pro-
grat that will be minimalty zeceptable Lo the
Administrator.

40 CFR 258 Sewgpe Studpe DMiposal. CWA 405
nnd RCRA 40/, These regulations gre Lo aysure
that muenieipal $ludge s managed Inca matner
that will protect public health and the environ-
ment and that valuable resources aAre eorserved
threugh beneticinl utiliration where practicable,

APl 1878 Dt rmbEr 1819, . weserseereessssmnaons

PA:0 U BT £ ———— 1 ¢t

Lo 12 M 11 1 TR —— e it VT2 T S —

January L. e July 18T
B ET U AT B0y — LT} 1 5 1
July 1879 FLATLTER L T —

Tom O Farcetl (WH-551).

Environimental Protection Agency,
Washington D.C. 20460, 201-£26~
BBTE.

John Crowder CWE-3ES),

Envirenmentsl Protection Atency,
Washington. D.C. 20460, 202-472-
3400.

Office of Water Enforcement.

Environmental Protection Ageney,
Wishington, DG, 2460, 202.755=
M40,

John Crowder,

Environmental Protection Agency,
Washityeten, DO, 20480, 02.4T2-
400,

D

Bruce Weddle (WH-364).

Environraental Protection Apency,
Washinglon, B.C. 20460, 202-755-
9120, -

THE BAFE DRINKING Warer AcT

40 CFR 141 *Control of Orpanie Cheémital Cons
teminanty in Drinking Waler. SDWA 1412, The
first part of this régulntisn 5045 A maximuon con-
tnminant levels for trikalomethanes and the
sccond part establishes 8 roquired trestment
techniques for synthetic organic chetnieals,

40 CFR 141 Technical Amendmiéniy lo the Nation-
& InterizaPamary Loy daer Regulalzons,
SDWA 1412 These repulations wiil be adjuat-
ments to the previously publlshed RKattonal In.
terim-Primary Dirinking Water reguislions.

40 CFR 143 Nalional Srcondary Drinking Waler
SDWA 141280 ‘Thege regulations will be nonen-
forcenble puldelitie: an exihelic drinking water
quakity,

40 CFR 146 Undvrground Weler Source Protee-
tien Program Graniz, SDWA 1443h) This fogu-
latton would aet furth reguiremcnts tor under-
pround injection contral wrants.

40 CFR 1468 Underground Weler Source Proive-
tfon Program, SDWA 1421(0). These regulations
are intended fe protect groundwaier drinking
auppiies from contamination caused by impropes
underground Indection of flulds. The vast major-
ity of thjeellon pragtices ooours o Lve o] and pas
fhdustey. Stotes can apply for primary énforce.

- ment auihority if Lhey meet the minlmum crite-
rla gpecified in the reguintions. The regitiatlons
eiun require g permit Program to ensere that g
ease-by-Chse dedermination is made,

Feb 8, 1978 e sieieciee. JAAGARY TR s

December 1978...,.... April 1979

Mar, 31, 1977,

s, Fobruary 1974,

Oect. 12, 1978,

Aug. 31, 1976 ..,

May 1879

January Y819 {reproposal)

Jou Cotruve (WH-550).

Envirohmerntal Prolection Apepcy,
Washington, D.C. 20460, 202-471-
s018. N

Do,

Frank Bell (WH-550. -
Enviranmental Protection Agency,
Washington, DnC, 20460, 0-472-
8820
Tom Betik (WH-8507,
Envirenraental Protection Apency,
Washiogton, D.C, 20480, 208-426-
3934,
Do,

- — L ——— e e mm——
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Name and deacription of regulation

Proposnt date in FEDFRAL Rrolsten

Fina) datv in Proreal Resreron

Contact person and addresx

THE Nisk ConThoL ACT

40 CFR 205 Light Duty Malur Vehicles. NCA 5.
Thia gctlan will result in R deciston rekgrding
whelher of Dot lieht derty Vehicles are or aré not
& major noise aodrce, If Lthey abe Tound to be,
Lthen resulting nol-c emission and/or noise abet-
ing slandards wil B prepared.

4 CFR 205 Buars. NUA %/6. This requlation will
acl Rolne ¢mizsion slandsrds for naew Inter-Stace,
inner-eity. angd schooibuxes,

40 CFR 204 Tryckmountod Soltd Waxte Compac-
tar, NCA 5/6. The reguintions sets nolse omission
sanoards for solid waste compagtors,

CFR 206. 207 Lawnmoiwaers, NCA 5/6. The regula.

Waork plan undot develo | -
SepL. 12, JFTT rvrvseereeemcemesmessessssinens
Aug 26 1977 PP

Hon 1ots nolse emission staldards 1or new lawh- |

Howers,

40 CFR 204 Pouvement Breakers and fock DA
NCA 5/6. The regulation sets noize emission
standards for new pavement breakers and rock
drills,

4% CFR 204 Truck Trensporied Refriperatfon
Unifa, NCA 5/8. The regulelion seld Nolse £mis
glon atandards for new truck transport refripera-
tion uniLs,

40 CFR 204 Wheel end Cratwler Tractors. NCA &/
8. The regulation seta g noise etnission siandard
for new whee) and crawler tractors.

40 CFR 20% Molorgycles. HCA 5/8. This rogula.
tion eets nelse ernlssion steandards for molorcy-
cles mnd replacement exhibiist systoma.

40 CFR 211‘ Labeling: Hraring Pratectors. NCA B,
The regulation requires Lhe lubeling of hearing
Protestors.

£0 CFR 211 lgheling' General. NCA B, The regu-
lation extablishes gereral lnbeling provisions,

40 CYR 210 Admiatstrative Heannp Procedurss
NCA 11, Thise procedures will Apkly (o Dearings
for the \ssuanee of remcdial orders under sec,
110d) of the Act. As mandaled, thedse are adjudis
eatoury heanngs under the Administrative Prorce-
dure Act, 5 U5 3.

40 CFR 20 Low Nolse Emisaien Products NCA
15 This regulstion allows a determinntien of
when o produst 13 & low poise emission produet
and whether |t 15 sultable for special considern.
tion in Pederal purchasing.

40 CFR 20% /nigrsiale Ratl Carricrs. NCA 17,
This regulation sets nolss emission standards for
raiiroad "facilities.” EPA hag prepared 1his regu-
lation a2 & result of 8 successiul lawsult brought
by the Aszoclation of American Ratlraads which
eald EPA's regulations sctilhg nolse smissloh
elanidarda {or jocomotives and cars fallnd to pds
dress the reinted probiem of noise from facilities
guch @5 rRitrpad yards. The Court prdered EPA
to adept final regulptipns controlling ratiread
faciiitics—cverything in addition o Lhe cars and
letomotives.

40 CPFR 201 Spectal Local Conditiont. NCA
1T(c:2/18(012, The regulation osiablishes proce:
dures permitung adoption by a State er ather-
wise proempled State and iocal radl and metor
enrriet figise regulations when hecessitaled by
apecinl Jora) conditiona.. .

40 CF# 202 [nierstate AMfedor Copeer NOS 18
This action will update the nolse emission stand-
ards for intersiate moter carrivrs to refteet ins
creased Knowledge about avalable poige ahate-
ment technology,

June 1979,

Developmental work halied
pending analysis of regulacory
slternatives.

July 1§, 1877

Feb. 15. I078. unueriresse e,

June 22, 18TT. i nsirnermimaresre.-

R . .+ T

Jun= 1878

June 1979

Oetober EY ...,

June 1530

June 1879

October 1879 e PN

RLETSSTEN L0 E g ——

w0

Aug. 3, 1078 i

May 27, 1077,

Deceraber 1978

Wov, 29, 1876

Deécember 1975......

LT T U0 B - O —

Work plan under development ...,

Willinm Roper t AW-490).

Envirotimental Protegiion Ageney,
Waoghington, 1D.C. 20460, 703 -551-
T4t

Do,

Kunncth Prith (AW 480).
Envirenmental Prolection Apeney,
:;Tsmngmn. D.C. 204689, Tp3.-357-
0
Henry Thomas (AW-450).
Envirotimenlal Proteclion Azenty,
Washington, ID.C. 20460, TO3-55T-
T743.
Kenneth Pellth (AW 4801,
Environmental Frolection Agency,
Washington, DC. 20460, T03.45T-
710,
Da.

Hénry Thomas (AW-430),

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

Wiliam Reper {AW-4801,

Environmental Protection Agency.
Wwashington, D.C, 20480, 703-557-
TI47.

Henry Thomas (AW-450).

Envirenmenia) Prolection Agency.
Washington, DG, 20460, T03.557-
Tiad,

Dao.

Jim Kerr (EN-38T).

Enviranrmental Protection Agency,
Washingion, D.C. 20460, 703-357-
Tdla.

Henry Thomas (AW-490),

Environmentsl Protectlon Agency,
Washigton, D.C, 20480, T03=557-
TT43.

Wwiltiam Roper (AW-480),

Environmenta! Protection Agency.
Washington, DL.C, 20460, 703-557-
7147,

Henry Thomas (AW-450).

Environmental Protection Ageney,
Washinglon, D.C. 20460, 703-357-
TTHA.

William Roper (tAW-490),

Emvirenmenta) Protection Agency,
whashinglon, D.C. 20460, T03-557-
TI4T. )
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Namet and description of regulation

Propessl dote in FERERAL RicisTes

Finsl date in FEvina, REcIsTeR

Contacl person snd saddress

THE Feneiar INSECTIC(DE, FUNGICIDE, AND RODENTICIDE AT

—— i —

e —— i ——

10 CFR 162 "FPesticidr Registration Guidelines:

Introduclion. FIPRA 3. Thisz Xubpart B (will
become A) includes the general purposes of ) of
the puidelines, degree of flexibility in require-
ments and in tnterirn dala usage. definltion of
terms used throuxhoul the guldelines, and re-
quirements for reicntlon of data and tesl sam-
pins 3t laboratoriss.

Experimentgl Ui Prrmils. FIFRA 3, This sub-
part A (will beeome subpart ©) specities the data
that must be sybmitted tn suppart of an applica-
tion for an experimental usé permit,

Chemistry Requircmenls, FIFRA 3. This sub-
part D eovers data submizsion requircments re-
lating to ¢hemistry of pesticlde producta” aetive
ingredientz and their formulation components
and mantifasturing impurities. (Chéemicnt study
requirements deallng with stvironments! fate of
pesticldes may be fncleded here or be moved to 3
new subpart.y,

Haxard Fvalualion: Wildlife qnd Aquatic Or
ganizms, FIFRA 3. This subpart E outlines the
data sebmission requirements for studiss of pes-
tivide effects on birds, wild mammals, Hsh, and
other aguatic animals,

Hazard Evaluation; Humana and Domeslic
Antmais. FIFRA 3. Thizs subpart P dellneates the
daty submission requirements for studies of pes-
ticlde effectz it Jaboratory shimals involving
oral, dermel. and Inkalation uptake routcs.
seute, subchronie, unbd chronle exposurea. and
Aneludlngg oot or systemic injury and malpdics
such ay oncogenie, teratogenle, mutagenic, and
neurotoxic effects,

Product Ferfarmance, FIFRA 3. This subpart
G specilles the data submisslon regquirements
that reglstrants must apbmit to demensirate that
the prospective pesticlde product will control the
prsts or control undesired growth or behavior ax
apecified in label claims.

Label Develogment, PIFRA 3. This subpart K
describes all esmential parts of & pesticide product
tabel, how labsling and lobel statementz must
romply with the Act, and how claims and diree.
tions must correspond 1o evidence presenbied or
on hand {n data on efficacy and safety,

40 CFR 162 Pesticide Use Restriciions. FIFRA 3,
This regulatian witl elassily pesticide ses for re-
stricted use,,

Conditiong! Remistretion Regulalion. FIFRA
HexT144) and (B). This interim/[inal regulation
wotlld establish procedures for rondltional regis.
tration of pesticidée products whieh are jdentleal
or aubatantinlly similar to those currently regis.
tered or new uses of existing peaticide products,

Conditional Reolstralion Reguylation, FIFRA
IenTaC, This regulation provides Ier the condi-
tignal registration of new chemigals when certain
data hre missing.

40 CFR 16298, 170 Repirtration Delg Compensa.
tion. FIFRA WCHIKDY. These rules previde for
comprnsation when one pestieide reglstrant
Wﬂ?;i afi test data Fenerated by another regis.
Leahi.

40 CFPR 172 Stale Erperimenial  Use Pernils

FIFRA (5, The regulation defines the scope of
State jurlsdiction to nllow experifaetilal uses of
pirsticides. .

40 CER 185 XLrgrage and Disposa! Practices (Pro-
hibition), FIFRA 19, These rules will prohindt
dangerous or cuvironmentaily unsound pestivide
SLQrAfe Practices,

40 CFR 162 Stale Regisiration to Mect Special
Local Necds. FIFRA 24ch This port defines the
scope of State jurisdiction over the registration
of pesticides.

40 CFR 16216 Posticids Special Packeging Rrgu-
felivas, FIFRA 25 The rule prederibes when and
what fortn of child-prool packaging Is reguived.

40 CFR 182 FEremplton of New Humen Drugs
FIFRA 2oy This part would exempl (rom
FIFHA pestigides that are gls new drugs regu-
1ated by FDA.

July 50, 1978, i e AR 1979
July 10, 1978, it APTLY 19T
[ 1 Muy 1878

Aug. 22, 1978 e

ol b T o L S ——

BMareh $979 e

December I8, cnums v snapipiatieres

July 1879

June 1878

AUgust 1979 ..o

OBLABAE 19T 1o orrsemsns

JROUALY 1879 i

Februgry M8 smbomiasons s

June 21 9T v ssasn

Sept, 30, 1475, interitn Tinal

February 19719 i rrrermmnianans

Oct, 15, 1974,

-2 S R 1 1 O ——

T L0 B i S ———

et L3, 1978

Wiil not be istued..

L L L T o T —
Decomber 1978 covmnissmmananas

Bill Prexton (TS-T69),

Envirenmental Proeotion ASCnoy,
washington, D.C, XM60, 703-557-
1351,

Walt Waldrop (T3-TT0>.

Environmental Protoction Agency,
ggﬁhimgn. L. GABD, ROF-TA5-

Bab Rose (TE-T687).

Environmental Protection Ageney,
gazhmﬁun, D.C. 20460, 207-40%-

. 2810, :

Do. .

Ed Ciray {A-132),

Environmental Protection Agency.
Wazhington, I).C, WHED, 202-755-
OB44, e

Fhil Gray (TST70, -

_Environmental Protection Axency,

Waahinpton, DO 20460, 202-T55%
014, .

John Lehman (WH-585). .

Environmental Protection Agency,
Washington, D.C. 20460, 202-755
V1E5.

Phil Gray {(T5-TT0).

Environmental Protection Ageney,
Washington, D.C. 20460, 202-755-
Told

Maureen Grimmer (TS-T66).

Environmental Proteciion Acrney.
Washington, D0, 260, 202-755-
8030,

Dave Brhodtwedn (TS5-T663.

‘Environmental Protection Agency.

Withington, D.C, 20460, 202-T55~
3037,
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Name and gegeriptlon of regulation

Ivopuhai dale ih FToraal RAGISTER

Finel date in Funrwar FrosTex

T E———— . . mmamTer = — e

T

Contact persen mind sddress

AT ERGRGY AcT

—_ =

Frotecine Aplion Gwvdrfines fur Myclear Emérgen-
rirs. AEA 274000, This 1woa gndance for emergen-
cy rexpnnse PIADS In the pvehit of 2 nueirar acet
sl be, fffluenl reinfet from & OUCICRT reactor,

Cudenoe for Oecupetisnud Radiadliog Expojurg.
A'A 040N Thix guwiance will undate extsing
CVBED) rainuinn fvcupationdi exposube jimits for
wirkers al Fed ra) facitities and those factlitics
Irger Lol Dy Frderal agener s,

Trgusuranic £loeenty, ARA 27400 This guidaner
L Feoerpd pgeodieg falpinilibes Jose rate finuts
Tur pesont expased Lo Urasuranium Cerents n
L gonvral wnaronment, 300 float gutdance is
1o B gned B e Proshient.

cEntiecnienlc! Standeras for Ifigh-Level Radio-
active Wourrs, AYA 27400 The regulation will
Fet mtandaits Tor egliense of ragiopclivity to the
envireninent wa a fegull of storage of waste ixo-
Lopisg,

Envirgnaz-nf-J 9 rie for Radiooctive Wasles.
AEA Zi4inr Thoe epirerly are genetal guidance as
to what e 2 Uaes radioadiuive weste and factors
to be cor “lired (b oevalialing Qisposal medex
and alled. .

FRoridg Phosphale Tatlimgs. PHSA 301, A 1975
eotnmitment 19 the CGoverner af Flopida by the
Administralor reguries EPA to establish guide-
Unes &4 t0 whnt o do /1) aboul existing houses
on wranius Ceontaminaled” land: t2) abautl new
cohstruclion en sueh land,

Loplember 19759 ...,

January 1979.........

Rov. 3, 1977 e

January 1879 i,

NovembBer 1BTB ...uunnrrepmeeeenes

Janbary 19T9......

= —

y— — - wmm-

Frbruaty 170 nninmserersresssiees

JURE LT vt amtanains

BETTIT Vo 3 T —

Jaly T e

April 1978

Juty I8

Jire HaoMn (AW, 4605

Envitotmoninl Prolection Apenev,
Woshinglosn, D.C, 20460, 103-557-
HGLD.

Lang Careia (AW -460),

Environmeaktsl Froteetion Agency,
Washirgton, 1.0, 204580, TO3.557-
BiZi.

Gordon Burley (AW-460),

Envi:onmental Protection Agency.
Wreshington, D.C, 20460, T03-557-
BElw,

JEn Martin (AW 360,

Envirenmenial Frotecthon Agency,
Washington, I.C. 20460, TG3-537+
B827.

Harry Peitongill (AW-4801.

Environmental Frotectlon Agenyy,
Washington, DC, 20480, 103-4567-
B527.

Joe Fitzgerald ( ATVO480).

Environmental Proiection Axency,
Washington, D.C. 20460, T03-557-
B224.

THE RESQURCE

CONSERVATION AND RECOVERY ACT

40 CI'R 241 Guidelines for Solid Waer Alanages
ment Longspreading Prgciices, RCEA LUUBa),
Thexe are nonregulatory technleal guidelines on
landscaping practioes tor the benelicial use of
selid waste as soil conditoner and plant AuTrient,

44 CFR 250 ffazgrdous Waxte Crilerig—Identisi-
eation and Listing. RCRA 3001 These regula-
o1k gofine those wastes thoat will be controlied
1ider the natiohwige huzardous voasie manages
menl program. Criteria are provided foe identify-
ing gharacteristics of hazardous was(e nnd fer
lAURE hazardous waste, The selected elAracietis-
viea nre lpniiabllity, sorrosivensss, Teartivity, and
foxicity, Testing procedvres are included for de-
terminziich of whether a wagte meets the des
acribed characterigiics. The requlation also Hsts
rertalil hazardouy wasies oFf processes which are
presumed Lo gensrate happrdons wastes, Alsg,
means afe provided for demonatration of nonln-
cluston in the Subtitle € svstem.,

40 CFR 250 =Standards for Geacrglors of Harard-
ous Waslcs, RCERA 3[)0"_’._ Thit rrgdiation exfiabs
Hshes naiienal standards for graeratars of laz-
nrdous Wastes, covering zucy iLems a5 records
xerping, contalnerization wnnd labelihg. waste
identification. and reporiing. This regulallon
piso contlaths provielans for a barardous waste
moanifest syziem.

40 CPR 250 Stgndards for fransporiers of Haz-
ardour Warstes. RCRA 3003, These natisnal
standacds make tranaporters of NAZATOOUS wWasies
responsibie [oF &liipping only properly labeled
containers and only (o permitted {acitities.

40 CFR 26n "Srandards fer Mererdous
Treafmend, Storage awd  Dizrosel Focodtlies.
HCTtA 3004, The strndards establish technical
prrigrmuence statdards for Regardous watls man-
riftrent faciitilies, relative (6 OPEPALINGE prags
tices, loeatten, fnd design, The conmtain provi-
=slona for protection of surface waker, ground
water, and adr guetily,

40 CFR 250 Permit Reguiationg Sfor Muzardous
Warte Tevufment, Starape, end Dirposal Feorhe
Ors. RCRA 3005, Thid sedniidion esiabliahes a
permiit propram te masure wnilorm contrel by
States tor EDPA) over haeardows wagte madaee-
tarnt faciities,

Wasir

January 19749...

-1

January 1980,

. ]

Apr, 28, 1978

et

January 1979..

.. ]

JRPPIT - | R [YPTPITPTIP TP S,
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Bruce Weddic (WH.564).

Environmental Proteclion Agency,
Warhington, .. 20460, 202-755~
9120,

Atan Corson (WH-5E5).

Envirenmental Preiection Agency,
Washizpten, D.C, 20480, 202-755-
2187,

Barry Trask (WH-565).

Environmentol Frotection Apency,
Washington, D.C. 20460, 202-755~-
BIET.

John Scheom CW H-348).

Environmental Profvetion Ameney,
‘Washinglon, D.C. 20460, 202-785-
920D,

Ham Moreias (WH-581).

Environmental FProtecldon Apency,
Washington, D.C. 20460, 2070755
[18: :
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Proposal date In FEDERAL RetsTen

Finsl date in FroERAL FLEGIBTER

Contact person and adaress

THE Risourct CansERVATION aND Recovery Act |

40 CFR %0 Guidelinss for Stwte Hersardous
Waste Proyrams, RCHA 1006, These guidelines
are to posist Sualed o the development of their
own_harardous waste reguintory programs. The
gutdelines also speeify minfrautn requirrments
States must ment In order to be authorized by
EPA to Dnplement thelr hazardous wasie pro-
ETaimy,

44 CFR 250 Notification System for Ha-crdous
Wasle Generolors, Transporisrs, Slorery, Frooi-
ery, and Dizpaters. RCRA 2010, The regulation
deseribts Lthe ope-time notifisation requirement
for geneTRLOrE, LFRANSDGriers, LFLRLEFS, SLOrets,
end dlsposesz of kazurdous waste, which will
Briag them to the attention of the persons ad-
ministering RCRA'E hazardous wiste program.

40 CFR 256 Guid=olines for Slale Sclid Wasts Pro
grams. RCRA 40G2(h), These guidelings pre to
askbcr Bigtes in Lhe devolepment and implemen-
tation of solid waste mapagement programe.

40 CFR 257 Criterig for Classification of Solid
Waste and Disposal Faeilities. ROCRA 4004{3).
These criteria provide e basls against whish solid
waste land dizposal facllitiea ean B ¢valuated in
order to determine probability of adverse effecis
on heaith or the environment.

Guidelines for Federal FProturgmeni Praciices.
RCRA 6002(0). These guidelines will asyist Ped-
eral agencies o comply with the RCHA's re-
quirement that procured malerials be composed
of the highest peroentage of recovered materials
practicable; }

Utilization of Fly Ash and 589 . mvvrinnn
Use of Recucled Faper in Paper Products..
Use of Waste in Construction Products ...

Feb. L1878 -

B IRLE ST O
ISt AL A O —
Feb. 6, 1978...

April 1979,
June 1979
July 1879

PETTET ST - Lo O

August 1979 ...

June 1979

July 1879

July 1979
September 1979,
Oetober 1979 .

Dmn Derkles (WH-585),

Envirenmemal Prolectioh Azeney,
Washinrton, D.C. 20450, 203-Thb-
9150,

Timothy Ficlds (WE-565).

Envirommental Prolection Agency,
Washington, DG, 20460, 202.755.-
FI0E,

Cirorge Gartand (WH-5551.
Environmenisl Proteetion Agency.
202-755-5125.

Kenneth Shuster (WH-5641

Environmentzl Protection Agency,
Wazhinyton, DG, 20460, 202-755-
ilG,

Stephen Lingle !WH-“E).

Environmental Protection Agenry,
Washington, D.C. 260, 202-755-
4G,

THE ToXi¢ Syastance CONTROL AcT

10 CFR 740 to— *Testing of Chemical Subslaners
and Mizfures. TECA 4, These regulations require
testing of chemical subdianees that may present
an unreasonable risk te human healch or the ens
vironment, or are produced In substantial geantl-
tiex but are ool sUpporied by ndeguate test data.
EPA ig preparing two Lesting regolations: ¢n go-
genieity trsting and environntenta) fzie tosling,

40 CFR 120 Premtaufacture Nolification. TSCQA
5. This regulation will establish the procedure
whereby 8 company will notily EPA of fta intent
to manufacture 8 new chetical. The regulation
wil] prescribe the required premanufacture notis
ficatioty form, describe the procedurs far EPA
review, and contain teztlng guidetines.

40 CFR 761 P8y Manwfaciure and Distribyiion,
TSCA 6 This regulation bans the manufacturing
and distribution ¢f PCBs and produets centain.
ing FCHs,

Control of Folybramingicd Biphenyis. TSCA 8.
The regulition would control the tse of polybro-
minated biphenyls '

Chiorofluoroearbon Emizsiony, TSCA 6. Thia
regulation wouold apply to nonaerasol ises of
ehlorofluorocarcons.

40 CFR T30 Reporting on Subrigncey Recom-
mended for Tesling TRCA By, The regulation
requires teporting of existing heatth and safety
atudies for chemical eategories as recommended
for testing.

40 CFR 7MY ERecords of Adveérse Rroction, TSHCA
Bic), The repitlation requires Industey to keep
records of gllegations of aignificant advorse
heajth snd environmwnial reactions to it chemnis
cal products,

4¢ CFR  Proceduresd for Erpart Nofification.
TSCA 12tb). These rules tell exportets how pnd
whirn te submit cxport notifications,

40 CFR 22 Consolidaled Ruleg of Fraclice Goo
eming the Assegsment of Civil Penoellicy, TSCA
18 These rules weutd be promalested under e
authority of FIFRA 14. RCRA 3008, Murine Pro-
tection Research and SBapciuaries Act (MPRBAY
105, CAA 211, and TSCA 16,

Drecember 1978w

T 1978...

Drcemb

June 7, 1978 ..o rrnrmssrnsm s

January 19T

Ta be determined oo

May 1979

MArch 1879 ., s e

Doeerrmber 1978, s,

Aug, 4, 1978, interim final . voeeener

Mar. 1979, T4D .

April 1979

January 1978, .

July 1974

December 1979 i e

L2LoLE=100 g o T ——

May 1978

Ootober 1979 . s

Norbert Pege (TS-T92),

Environmental Protection Apcocy.
Washington, D.C. 20460, 202-755-
8841,

Blake Biles (TS-T8),

Environmenial Protéction Agency,
Whashington, DnC, 20460, 202-755-
Mg, : .

Pater Pringios (T5-T94), .

Environmental Protection Ageney,
washington, D.C, 20460, 202-T45-
0a2a,

Lucy Sibold (TS-T04), .

Envirpamental Frotection Agency,
Washington, D.C. 20460, 200755
B9E3. !

Ferial Blshop (TS-784) ;

Environmenial Protection Adency,
Washington, D.C. 20460, 202-755-
£963. :

Ed Browks (T5-783 .

Environmental Protection Agency.
Washington, D.C, 20460, 202-T55-

- G932, .

Do,

Do,

Terrell Hunt (EN-342)

Envirahmental Protection Agency,
Wazhington DG XHB0, 202-T05~
Ly (18

(PR Doc. T8-33253 Filed 11-29-78; 8:45 am]
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