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June 14, 1995 SECY-95-154

FOR: The Commission

FROM: James M. Taylor
Executive Director for Operations

SUBJECT: REPORT ON PARTS TWO AND THREE OF THE NATIONAL PERFORMANCE REVIEW:
PHASE I1 STUDY PLAN - NRC FUNCTIONS AND EFFICIENCY REVIEW

The purpose of this paper is to present the results of the staff’s review of
NRC functions and to recommend indepth studies of those areas identified as
candidates for improved efficiency.

BACKGROUND:

As described in my memorandum of March 15, 1995, the staff has undertaken a
study of agency regulations, functions, and efficiency in response to the
Commission’s staff requirements memorandum (SRM) of February 16, 1995, and
Phase 11 of the Administration’s National Performance Review (NPR). 1In an
April 12, 1995, memorandum ("COMSECY-95-012 - National Performance Review
Phase 11"), the Commission approved the study plan, and provided comments to
be factored into the review. In SECY-95-123 ("Report on Part One of the
National Performance Review: Phase Il - NRC Regulations Review") dated

May 15, 1995, the staff submitted to the Commission the results of the first
part of this study, the regulations review. For the second and third parts of
this study (functions and efficiency review), the Commission requested that
the staff conduct a comprehensive examination of agency functions and
activities, with emphasis on reengineering and the zero-based process, and
examine in detail those NRC functions and activities that are most staff-
intensive and those agency processes and procedures that are used most

CONTACT:
: NOTE: SENSITIVE INFORMATION -
Jack W. Roe, NPR Steering Committee LIMITED TO NRC UNLESS THE

415-1624 COMMISSION DETERMINES
OTHERWISE




-
’...’

POLICY ISSUE
(Notation Vote)

June 14, 1995 SECY-95-154

FOR: The Commission
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Executive Director for Operations

SUBJECT: REPORT ON PARTS TWO AND THREE OF THE NATIONAL PERFORMANCE REVIEW:
PHASE II STUDY PLAN ~ NRC FUNCTIONS AND EFFICIENCY REVIEW

The purpose of this paper is to present the results of the staff’s review of
NRC functions and to recommend indepth studies of those areas identified as
candidates for improved efficiency.

BACKGROUND:

As described in my memorandum of March 15, 1995, the staff has underiaken a
study of agency regulations, functions, and efficiency in response to the
Commission’s staff requirements memorandum (SRM) of February 16, 1995, and
Phase 11 of the Administration’s National Performance Review (NPR). In an
April 12, 1995, memorandum ("COMSECY-95-012 - National Performance Review
Phase II"), the Commission approved the s*udy plan, and provided comments to
be factored into the review. In SECY-95-123 ("Report on Part One of the
National Performance Review: Phase II - NRC Regulations Review") dated

May 15, 1995, the staff submitted to the Commission the results of the first
part of this study, the regulations review. For the second and third parts of
this study (functions and efficiency review), the Commission requested that
the staff conduct a comprehensive examination of agency functions and
activities, with emphasis on reengineering and the zero-based process, and
examine in detail those NRC functions and activities that are most staff-
intensive and those agency processes and procedures that are used most
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frequently in reaching regulatory decisions. The objective of the examination
is to determine whether a specific function or process is needed and, if
needed, whether it can be accomplished more efficiently. The Commission
further requested a critical examination of possible alternatives to agency
procedures for making regulatory decisions and of possible alternatives to
staff activities that involve significant resources. In the SRM, the
Commission requested a two-phase study: the first phase focusing primarily on
identifying those agency functions or activities that could best be done by
other organizations and those activities that need not be done at all and the
second phase focusing primarily on improving the efficiency of those functions
and activities that will be continued Ly the agency (i.e., How can NRC best
carry out its business? How can thirgs be done differently, in simpler and
more efficient ways? What are the impediments to adopting new processes, and
how can those impediments be removed?).

RISCUSSIO. -

The staff ha. completed the first phase of the requested study and has
developed a set of recommended evaluations for the second phase. Each of
these is described in the attached report. In my memorandum of April 3, 1995,
to office directors and regional administrators, each office and region was
asked to examine its functions and activities from a zero-based perspective to
determine if the function is needed, if the function should be performed at
the Federal level or devolved to a lower level, if the function is duplicated
in another Federal agency, and if the NRC or another Federal agency should
perform the function. The focus of the review was on agency functions and
activities that involve significant agency resources (i.e., more than 10 FTEs)
and the processes and procedures used. most frequently to reach regulatory
decisions. In addition, for those functions and activities to be performed,
offices and regions were asked to identify ways to implement them more
efficiently. These were to be identified considering factors such as time
required to accomplish the function or activity, number of steps involved in
performing the function or activity, value added by each step, the number of
NRC offices and/or personnel involved, resources expended, and the levels of
review required to approve the end product of the function or activity.
Organizational changes were not the focus or intent of the review; however, it
is recognized that the results of the functions and efficiency reviews could
ultimately lead to organizational changes.

To gather and integrate the results of these reviews, the NPR Steering
Committee interviewed each office Jirictor and regional administrator
(including in some cases office and regional staff). The steering committee
also interviewed each Commissioner and the Inspector General. In addition,
the Nuclear Energy Institute (NEI) provided input to this process in a meeting
on March 16, 1995, and also in letters dated May 30, 1995, from William H.
Rasin, Vice President, to Dr. Jack Ror " irector, NPR, and May 31, 1995, from
John Schmitt, Director, Radiological Protection, Emergency Preparedness and
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Waste Regulation, to Jack Roe. These letters addressed risk-based and
performance-based regulation, improving the effectiveness and efficiency of
the inspection process, the concept of regulatory threshold, guidince on
severe accident management, and emergency planning.

On the basis of the results of the interviews and othei information received,
the steering committee developed recommendations regarding functions and areas
that were considered candidates for improved efficiency. These
recommendations represent a distillation of ideas and suggestions obtained
through the interviews and followup discussions. Input received from NEI at
the March 16, 1995, meeting was also considered; however, their written
recommendations will be addressed separately, having been received only
recently.

With respect to functions reviews, the staff considered wh, t functions the
agency was performing, wnether they were appropriately Feder:) functions that
NRC should perform, whether they overlap functions of another Federal agency
and, if so, should the overlap be eliminated. On the basis ot this review,
the staff identified one area where it recommends a change to a current NRC
function. Specifically, the staff recommends that the Commission adopt a
policy to encourage further devolving some materials licensing and low level
waste functions (as defined in the attached report) to the States through
expansion of the Agreement States program. In the attached report, the staff
gives the rationale for this recommendation and proposes an evaluation of how
it should be implemented, including the questions of fees and the results from
the National Academy of Science study on medical licensing. All other
functional areas were considered appropriate Federal functions. In several
areas NRC functions overlap those of other Federal agencies. These areas are
also discussed in the attached report along with actions that have been taken
to eliminate or better coordinate this overlap.

WNith respect to improving efficiency, the staff reviewed a number of new
ideas, suggestions, and ongoing initiatives. This review led to the
identification of seven major candidate efficiency improvements that, because
of their potential policy and/or resource implications, are being provided for
Commission consideration. These seven candidate efficiency improvements are
discussed in more detail in the attachment and are presented in the form of
recommended evaluations that should be conducted to determine what, if any,
changes should be made to current NRC practices and what gain in efficiency
could be expected. They are categorized as either programmatic or
administrative and cover the following areas:

. Programmatic

Safety Research

Agreement State Program and Interface with States
Events Assessment and Review of Operational Data
Incident Response

Maintenance of Staff Expertise
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. Administrative

- Interoffice Administrative/Support Overlap
- Training and Development

For each candidate efficiency improvement, a background discussion, resource
information, a recommendation, lead office, and target date for completing the
evaluation are provided. If approved by the Commission, the lead office will
be responsible for conducting the evaluations and preparing for EDO and
Commission approval the results and final recommendations in thc Vuiw of
individual reports. The results and, in some instances, the ~pproach may
require working in partnership with the union. This will also be included in
the evaluation process. In addition to the seven major items discussed above,
the staff has identified a number of other angoing or planned initiatives that
could improve efficiency. These initiatives were ongoing, planned or
initiated as a result of the NPR Steering Committee’s activities. These are
summarized for the Comrizsion’s information in an appendix to the attached
report.

It is recognized that these evaluations will require staff resources.

However, the amount of resources is not expected to affect other high-priority
work and is justified considering the potential savings and gains in
efficiency that may result. All evaluations are scheduled for completion
within the next 12 months, and the results and recommendations will be
presented individually to the Commission as they are completed. Additionally,
as requested in the SRM of February 16, 1995, the staff will provide a report
to the Commission by June 1, 1996, that will include a status of the efforts
(seven candidate items plus those in Appendix A) as of that date.

RECOMMENDATION:

-1 support the recommendations in this report, however, as you are aware, the
Executive Director’s Senior Executive Review Committee is producing a separate
report dealing with organizational efficiency and effectiveness matters.
Initiatives from this committee could impact some of the recommendations in
this Commicsion Paper. My final recommendations for Commission action will be
addressed in the EDO Senior Executive Review Committee Report. I recommend
the Commission consider both reports together.
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SCHEDULING:

The staff recommends a closed session if this paper is scheduled for a
Commission meeting.

COORDINATION:

This paper has been coordinated with other affected offices, and the Office of
the General Counsel has no legal objection.

/—-ﬂ
b or
ecutive Director
for Operations

Attachment: Report on Agency Functions and Efficiency

Commissioners' comments or consent should be provided directly
to the Office of the Secretary by COB Thursday, June 29, 1995.

Commission Staff Office comments, if any, should be submitted

to the Commissioners NLT Thursday, June 22, 1985, with an infor-
mation copy to the Office of the Secretary. If the paper is of
such a nature that it recuires additional review and comment,
the Commissioners and the Secretariat should be apprised of
when comments may be expected.

This paper is tentatively scheduled for discussion at a Closed
Meeting on Wednesday, June 21, 1995.
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INTRODUCTION

in's report presents the results of a functions and efficiency review
conducted in response to a February 16, 1995, Commission request. The report
is divided into three chapters. Chapter 1 describes the approach and process
for conducting the review, as well as the process for translating the results
of the review into candidate efficiency improvements. Chapter 2 describes the
results of the functions review, including recommended changes. Chapter 3 and
Appendix A describe the results of the efficiency review, and, additionally
Chapter 3 contains recommendations for Commission approval to evaluate in more
detail seven candidate efficiency improvements.

BACKGROUND

As described in a memorandum dated March 15, 1995, from James M. Taylor to the
Commissioners, the staff has undertaken a study of agency regulations,
functions, and efficiency in response to the Commission’s February 16, 1995,
staff requirements memorandum (SRM) and Phase Il of the Administration’s
National Performance Review (NPR).

In an April 12, 1995, memorandum, ("COMSECY-95-012 - National Performance
Review Phase II"), the Commission approved the study plan and provided
additional comments to be factored into the review.

In SECY-95-123 ("Report on Part One of the National Performance Review:

Phase II - NRC Regulations Review"), dated May 15, 1995, the staff gave the
Commission the results of the first part of this study. For the second and
third parts of this study (functions and efficiency review), the Commission
requested that the staff comprehensively examine agency functions and
activities, emphasizing reengineering and the zero-based process and including
those NRC functions and activities that are most staff-intensive and those
agency processes and procedures that are used most frequently in reaching
regulatory decisions. The objective of the examination was to determine
whether a specific function or process is needed and, if needed, whether it
.can be accomplished more efficiently. The Commission further requested a
critical examination of possible alternatives to agency procedures for making
regulatory decisions and of possible alternatives to staff activities that
involve significant resources.

This SRM requested a two-phase study: the first phase focusing primarily on
identifying those agency functions or activities that could best be done by
other organizations and on those activities that need not be done at all and
the second phase focusing primarily on improving the efficiency of those
functions and activities that will be continued by the agency (i.e., How can
NRC best carry out its business? How could things be done differently, in
simpier and more efficient ways? What are the impediments to adopting new
processes, and how can those impediments be removed?).
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CHAPTER 1: APPROACH AND PROCESS FOR CONDUCTING THE
REVIEW

In this chapter, the approach and process for conducting the functions and
efficiency review are described, as well as the process for translating the
results of the review into cendidate efficiency improvements.

The staff, as requested, examined in detail those NRC functions and activities
that are most staff intensive and those agency processes and procedures used
most frequently to reach regulatory decisions with a view to determining
whether the function or process is needed, and whether it could be
accomplished more efficiently. An NRC NPR-1I Steering Comaittee comprised of
senior NRC staff representing major headquarters offices and regional offices
was established to coordinate and help perform the review. The steering
committee members were selected on the basis of their broad experience and
knowledge of agency regulations, functions, and organizational structure. The
steering committee members are listed in Appendix B.

The objective of the review was to identify those agency functions and
activities that should continue to be performed at the Federal level by NRC,
that could best be done by other organizations (Federal or other, e.g.,
States, professional boards, industry), or that need not be done at all. For
those functions and activities to be performed by NRC, the review was to
identify candidate areas for improved efficiency and a plan for improving
their efficiency.

The review was performed in two steps as described in an April 3, 1995,
memorandum from James M. Taylor to Office Directors and Regional
Administrators. In the initial step, Mr. Taylor requested that each office
and region examine their functions with respect to whether they (1) are an
appropriate Federal function; (2) overlap with another Federal agency and, if
so, whether they should be given to ahother Federal agency (or vice versa);
(3) should be devolved to States, industry, and so forth, or (4) should be
eliminated. In this first step, the staff also identified those agency
functions and activities that are most resource intensive and are used most
‘often in making regulatory decisions. Legislatively mandated functions were
not exempt from this review, but rather, if a change is recommended, the need
for a legislative change was to also be identified. Because the results of
this review are to be factored into the budget process, this initial step
followed the structure of the agency’s Five-Year Plan. In performing this
review, organizational issues, such as combining offices and realignment of
regional offices, are being evaluated by the Office of the Executive Director
for Operations and, therefore, not explicitly considered within the scope of
the review. However, the results of the functions and efficiency reviews may
ultimately lead to recommended organizational changes.

The steering committee then conducted the second step and interviewed each
Commissioner, office director, regional administrator, and selected advisory
committees (Advisory Committee on Reactor Safeguards, Advisory Committee on
Nuclear Waste and the Advisory Committee on Medical Uses of Isotopes) about
their respective functions and activities and areas for improved efficiency.
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The steering committee also interviewed the Inspector General to obtain his
views on agency functions and efficiencies. To ensure consistency in the
interviews, a core group of full-time committee members participated in all of
the interviews, and additional members of the steerin? committee participating
in some interviews. While the committee primarily relied on using the results
of the internal NRC reviews, it considered any previous public or industry
comments received on functions and efficiency. They also factored into the
review areas where ongoing or planned efficiency improvements have already
been initiated. ’

On the basis of the input received, the steering committee drafted
recommendations abeut the disposition of agency functions and activities and
candidate areas for assessing improved efficiency, considering the following
factors:

e how often a function or activity occurs,
e the complexity and sequencing of steps required to accomplish a
function or activity,

e the number of organizational entities involved (Branches,
Division, Offices),

the number of individuals involved,

the levels of review and approval involved,

the time it takes to complete a function or activity,

the value added by the various steps, reviews, organizations,

and whether they can they be consolidated or eliminated,

whether technology could improve efficiency,

e the success of previous efficiency improvements, and

o whether further improvements should be undertaken.

In general, functions or activities performed at least once per month were
defined as "frequently" and "resource intensive" and as requiring more than 10
full-time employees (FTEs), or equivalent, per year. Also, if it was
estimated that a 10% or greater improvement in efficiency could be obtained,
then a function or activity was considered a candidate for improvement. These
draft recommendations were then given to the offices and regions for review
_and comment.

For those functions and activities the steering committee identified as
candidates for improved efficiency, they requested a lead office/region to
develop a plan for evaluating improving efficiency. Each lead office or
region then recommended to the steering committee what additional efforts
should be undertaken to improve efficiency and a brief plan for evaluating the
improvements in more detail, including a schedule.

As a result of the functicas and efficiency review, recommendations were
developed regarding overlapping and devolving functions and improving
efficiency. Chapter 2 describes the areas of overlapping functions with other
Federal agencies and provides recommendations for their disposition.
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Chapter 2 also recommends evaluating further devolving of certain functions to
the States. Chapter 3 describes the results of the efficiency review and
recommends seven areas for more detailed evaluation. Appendix A summarizes
other ongoing efficiency improvement initiatives and planned activities for

the Commission’s information.
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CHAPTER 2: FUNCTIONS REVIEW

In the review of agency functions, the areas of overlap with other Federal
agencies and the possibility of eliminating or devolving functions to the
States were examined. As a result, the steering committee recommended changes
to reduce overlap as well as to devolve more to the States but found no
functions to be eliminated. Section 2.1 discusses the areas of overlap that
were examined and the resulting actions apd recommendations. Section 2.2
discusses the functions that could be devolved to the States and the resulting
recommendation.

2.1 FUNCTIONS THAT OVERLAP WITH OTHER FEDERAL
AGENCIES OR THE STATES

NRC functicns and regulations overlap with those of other Federal agencies in
the following seven areas:

e Drug testing - Department of Transportation (DOT),
e Transportation of radioactive materials - Department of
Transportation (DOT),
e Anti-trust reviews - Department of Justice (DOJ),
- Securities and Exchange Commission (SEC)
- Federal Energy Regulatory Commission (FERC)
e Import-export licensing - Department of State (DOS),
- Department of Energy (DOE),
- Department of Commerce (DOC),
« Radiation protection - Environmental Protection Agency (EPA),
- (for Medical) - Food and Drug administration (FDA),
e Emergency planning - Federal Emergency Management Agency (FEMA), and
o Worker Safety - Occupational Safety and Health Administration
(OSHA) . .

Drug Testing

Both NRC and DOT have drug testing programs and potentially could overlap in
regulating the area of transportation of category 1A material (highly enriched
uranium or plutonium directly useable in the manufacture of a nuclear
explosive device). Part 26 of Title 10 of the Code of Federal Regulations (10
CFR Part 26) includes persons who transport such material in the NRC drug
testing program for licensees (transporters are under a general license in 10
CFR Part 70). If such licensees are also common or contract carriers subject
to DOT safety rules, drivers would be subject to the DOT drug testing program.
Currently and for several previous years, no commercial carrier has
transported such material. Such material is now transported exclusively in
United States Government DOE-owned and operated vehicles exempted from NRC
regulation. Thus, while a potential for overlap exists if a commercial
carrier ever again engages in this activity, in practice, no overlap exists
today. Nevertheless, a rulemaking action is underway to reduce overlap in the
area of drug testing. This was summarized in SECY-95-123, dated May 15, 1995.
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Iransportation of Radioactive Materials
With respect to the regulation of the transportation of licensed radioactive
material, the statutory jurisdictions of the NRC and the Department of
Transportation (DOT) overlap. The Atomic Energy Act of 1954, as amended, and
the Encr?y Reorganization Act of 1974, as amended, authorize NRC to license
and regulate the receipt, possession, use and transfer of "source material,"
*byproduct material,” and "spocial nuclear material.” The NRC is, thus,
responsible for ensuring that standards, rules, and regulations provide for
adequate protection of the health and safety of the public and maintenance of
the national defense and security during the transport of radioactive
materials. The Hazardous Materials Transportation Act and other statutes
require the DOT to regulate safety in the transportation of all hazardous
materials, including radicactive materials. This role includes ensuring the
safety of certain packages and regulating the conduct of shippers and
carriers.

A Memorandum of Understanding (MOU) published in the Federal Register on
July 2, 1979, was entered into by the NRC and DOT to avoid duplication of
effort and to clarify agency roles. In general, the DOT is responsible for
regulating safety during transport of all radioactive materials and packaging
for smaller quantities of radioactive materials. The NRC is responsible for
regulating the design, manufacture, and use of packages containing fissile
material and larger quantities of radioactive material as described in 10 CFR
Part 71. Additionally, 10 CFR Part 73 includes requirements for the protection
of certain radioactive materials during transport against deliberate acts to
seize, damage, or sabotage the shipments. Comments received from the Nuclear
Energy Institute (NEI) indicated that in the area of transportation of
radioactive materials, the functions of NRC and DOT were well coordinated and
no changes were recommended. The staff also agrees with this view and,
accordingly, recommends no changes in this area.

NRC certification of DOE packages is not required for most DOE shipments
because DOE has its own certification program. One significant exception is
the requirement in an amendment to the Nuclear Waste Policy Act (NWPA)
requiring use of NRC certified packages for NWPA shipments. This requirement
was consistent with an earlier NRC/DOE Procedural Agreement For Nuclear Waste
Policy Act Shipments signed on November 3, 1983, which expressed DOE’s intent
to use NRC-certified packages and provided for pre-licensing consultation on
package design, development and testing. This is the only formal procedure
that exists between DOE and NRC for package review although DOE has requested
NRC review of packages used in other DOE shipments (i.e., spent fuel from
naval reactors and shipments of radioactive waste to the Waste Isolation Pilot
Plant, WIPP). With re?ard to the NRC/DOE interface, the staff is considering
development of a formal procedure between NRC and DOE regarding NRC
certification of packages in addition to the procedure developed for NWPA
shipments.

Anti-trust Review

In the area of anti-trust reviews, NRC is required by the Atomic Energy Act to
conduct these reviews for reactor applicants and licensees. As discussed in
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SECY-95-123, the staff views this as unnecessary overlap with the DOJ, SEC and
FERC and has recommended preparing a legis'ative proposal that will remove
this responsibility from NRC.

Import-Export Licensing

Responsibilities in the import-export licensing area are shared among NRC,
DOE, DCS, and DOC. NEI recommended that NRC responsibilities in this area be
reduced to that of provid1n? technical assistance on an as requested basis.
As a result, import-export licensing is discussed separately below in

Section 2.1.1.

Radiation Protection

On March 16, 1992, NRC and EPA signed a Memorandum of Understanding, which has
been periodically revised, that provides the framework for the agencies’
regulation of radionuclides in the environment. In the area of medical
radiation regulation, NRC and the Food and Drug Administration, Department of
Health and Human Services (DHHS), share regulatory responsibilities and to
coordinate these an MOU was signed on August 26, 1993. NEI did, however,
recommend that the overlap between NRC and EPA on radiation protection be
eliminated. As a result, radiation protection, including medical, are
discussed separately below in Section 2.1.2

Emergency Planning

The recponsibilities of the FEMA and NRC overlap both substantively and
procedurally in the area of emergency planning. By Executive Order, FEMA has
been charged with the responsibility for establishing Federal policies and
coordinating emergency planning activities among Federal, State, and local
authoirities to facilitate emergency preparedness, emergency response, and
recovery programs. The NRC, under its general authority to license nuclear
facilities only if the health and safety of the public is adequately
protected, has developed regulations requiring mandatory emergency planning
for certain NRC licensees, almost all of which are power reactors. The
_President has specifically assigned FEMA the responsibility to review and
evaluate the adequacy of the off-site portion of emergency plans required by
NRC.

An MOU between FEMA and NRC became effective on June 17, 1993, updating
several previous MOUs. Abiding by this MOU, the agencies cooperate to ensure
FEMA can provide the results of its reviews of NRC applicant’s or licensee’s
emergency plans for consideration during the NRC licensing process. NRC and
FEMA have also developed joint guidance documents for use by NRC licensees to
assist them in developing adequate emergency plans for radiological
emergencies. Overlapping areas of interest have led to a?ency cooperation
with respect to coordination of Federal response to radiological emergencies.
The agencies have reached agreement as to lead responsibilities during
radiological emergencies that require Federal response.

Currently, NRC and FEMA have an effective, cooperative relationship. The
process developed for FEMA review of emergency plans and supplying of input
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for use in the NRC licensing processes has worked well, resulting in
relatively efficient treatment of emergency planning issues in the context of
NRC licensing proceedings. Agreements for cooperation with respect to joint
response to radiological emergencies are in place. Absent significant changes
in either the responsibilities of the respective agencies or the magnitude of
radiological emergency planning activitirs involving the agencies, no specific
recommendation is being made to change the WRC/FEMA roles in emergency
planning. NEI, however, recommended in a letter from John Schmitt to

Jack Roe, dated May 31, 1995, that FEMA ‘involvement in emergency preparedness
be greatly reduced. Due to this recommendation being received only recently,
it is to be responded to in a separate action.

Worker Safety

The responsibilities of the OSHA and NRC, while not overlapping, exist
concurrently at NRC licensed facilities. OSHA’s enabling statute does not
permit OSHA regulation of an area of worker safety that is being regulated by
another Federal agency. This effectively prevents a direct overlap of
jurisdiction by NRC and OSHA in such areas as radiological health and safety
where NRC has developed comprehensive regulations to protect the worker. An
MOU between OSHA and NRC, dated October 21, 1988, provides a framework for
OSHA and NRC activities within each agency’s respective jurisdiction at
NRC-1icensed facilities. From NRC's perspective, the current OSHA/NRC
interface has worked well. Expanded NRC and OSHA responsibilities with
respect to the assumption of regulatory oversight for the DOE-owned, and
United States Enrichment Corporation operated, gaseous diffusion plants (GDPs)
are currently being addressed by the agencies through development of an
additional MOU. Other than completing the current agreements related to the
GDPs, no further action is recommended at this time.

2.1.1 Import-Export Licensing

NRC's role in export-import licensing is defined by the Atomic Energy Act
(AEA), especially in the amendments contained in the Nuclear Non-Proliferation
Act of 1978 (NNPA), and in associated procedures and regulations including
.10 CFR Part 110. NRC's primary role concerns the issuance of licenses for
nuclear materials and equipment, including reactors. We consult with other
agencies before approving such exports and our regulations provide for public
participation. Other agencies issue licenses or authorizations in related
areas: (1) DOE for nuclear technology exports and for re-transfers of
previously exported materials and equipment; (2) DOS for munitions made with
depleted uranium; and (3) DOC for nuclear reactor balance-of-plant eqguipment
and nuclear/non-nuclear “"dual-use commodities."”

Each agency is obliged to consult with the other departments and agencies
about certain types of cases, and with the Department of Defense and the Arms
Control and Disarmament Agency for the most significant cases. This
complexity was legislated with greater concern for checks and balances than
for efficiency and user-friendliness. In NRC’s case, the emphasis was on our
role as an independent agency.
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In 1980, following the accident at TMI-2, the possibility of ceding NRC's
import-export licensing role to the DOS was considered as part of the NRC
Reorganization Plan. In the months before the accident, NRC had been busy
implementing NRC's export-related responsibilities under the NNPA. Although a
majority of the Commissioners expressed support for transferring NRC's export
licensing role to the State Department, this did not occur because of

Congressional opposition.

Current Situation

NRC processes about 100 Ticensing applications per year. About 1.5 FTE are
committed by the Office of International Programs (0IP) to this effort. The
work is supervised by the OIP Director for Non-Proliferation, Exports and
Multilateral Relations. Outside technical (safeguards) and iegal support is
provided by NMSS and OGC, respectively. These utilize approximately another 2
FTE. License application fees are collected to recover these costs. An
additional 1-2 FTE of OIP effort per year is spent on generally-related
matters, e.g., rulemaking activities; U.S. export control and non-
proliferation policy issues; export authorizations under the jurisdiction of
other agencies; and international safeguards and physical security issues.

NRC's export licensing cases are processed in a timely manner. Moreover,
because of the clearly-defined licensing criteria in the AEA and Part 110, and
well-documented findings on past cases, NRC staff and Conmission decisions are

predictable.

The steering committee considered the following pros and cons for reducing
NRC's role in export licensing:

Pros:

1. Divestiture would simplify the interagency review process, making it
somewhat less confusing and more efficient. Less time would be
required by government and private sector personnel on procedural
and jurisdictional questions.

‘2. NRC’s role is, in NPR-II terms, similar to that of other Executive
Branch agencies that have the expertise and are required by statute
to review all matters relating to an export license that NRC

subsequently reviews.

3. Nuclear export licensing decisions, including analysis of the
criteria established by law, are based on non-proliferation,
national security and foreign policy considerations. Such
considerations are within the appropriate constitutional purview of

the President.

4. NRC charges application and processing fees to applicants; other
agencies do not charge fees.

§. A small number of NRC resources would be freed to perform health and
safety functions.
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Cons:

1. NRC’s role is defined by statute. Divestiture would require
legislation. Reopening the AEA/NNPA for amendment could involve an
array of conflicting or intersecting interests, such as, regulatory
reform; non-proliferation policy; open trade; trade sanctions; and
foreign aid restrictions. Senator Glenn was a principal sponsor of
the NNPA. He supports NRC’s central involvement in nuclear export
licensing as a means of ensuring that long-term non-proliferation
interests are not sacrificed to the exigencies of U.S. foreign
policy.

2. U.S. trading partners (e.g., EURATOM) would be especially concerned
about proposed changes on the U.S. side that might give the Congress
a basis for extending U.S. statutory controls over reprocessing of
exported U.S. fuel. A vital U.S.-EURATOM nuclear supply and
cooperation agreement is near the end of several years of difficult
negotiations wherein Europe’s fear of "another NNPA," imposing U.S.
requirements, was a central concern.

3. Part 110 contains public participation provisions that may be
difficult to shift to an Executive Branch agency.

Recommendation

On the basis of the above pros and cons, reducing the NRC's role in export
licensing is not recommended unless overall agency priorities and available
and projected resources dictate such a change.

2.1.2 Radiation Protection

The responsibilities of NRC and EPA overlap in a number of areas in which EPA
issues standards for activities that are also subject to NRC Ticensing. EPA
also has statutory authority to issue generally applicable standards to
protect the environment from many soucces, including radiological hazards
_assocfated with activities Ticensed under the Atomic Energy Act. For example,
one that has been prominent in the last several years is the regulation of
emissions of radionuclides to the air. The NRC regulates air emissions from
its licenzees, while EPA has ?eneral authority to regulate emissions of
hazardous air pollutants, including radionuclides.

Other areas in which the obligations and interests of the two agencies overlap
include high-level radioactive waste, low-level radioactive waste, mixed waste
(containing both NRC-regulated radioactive material and EPA-regulated
chemicals), and sites to be cleaned up under the Superfund legislation.

EPA and NRC have been attempting to address problems associated with dual
regulation, through a March 1992 MOU, and periodic revisions, that provides
the framework for resolving differences. In addition, the staffs of NRC and
EPA are working together to develop a white paper on "risk harmonization,"
designed to ensure yreater consistency in the two agencies’ approach to
radiological hazards of various kinds.
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In the area of medical radiation protection, NRC and FDA share regulatory
responsibilities. On August 26, 1993, the two agencies signed an MOU to
coordinate their regulatory programs in this area.

FDA regulates manufacturers to ensure the safoty and effectiveness of drugs,
biological products and medical devices, including those that utilize or
produce ionizing radiation. The FDA oversight of radiation therapy devices is
not limited by the source of radiation. However, FDA’s regulatory programs
have focused on the approval of devices or drugs for clinical use, review of
voluntary or mandatory problem reports, enforcement actions including product
removal and recall, and prosecution and civil penalties against manufacturers.
Simply stated, NRC and the Agreement States regulate the medical use and users
of bypro*uct material, whereas FDA regulates the manufacturers of drugs and

devices.

Recommendation

Currently, NRC has a cooperative working relationship with EPA. There remain
however, significant matters of mutual interest whose resolution will require
continued management attention. The staff believes that at the present time
it is more productive to continue to work with EPA through the MOU to resolve
differences and develop a consistent regulatory program. Pursuing legislation
will be time consuming, will probably affect the current working relationship
with EPA, and may result in an outcome less desirable than the current

arrangement.

With respect to the cooperative working relationship with FDA, it is premature
to make a recommendation for changes since regulation of NRC's medical area is
being evaluated. The National Academy of Sciences study is scheduled to be
completed by January of 1996; the staff must then evaluate it and develop
recommendations for Commission consideration. Once the Commission’s decision
on these recommendations is reached, it may be appropriate to reevaluate our
MOU with FDA at that time.

2.2 FUNCTIONS THAT COULD BE DEVOLVED TO THE STATES

The NRC materials regulation role was identified as a functional area where
the NRC could devolve a significant part of this function to the States. The
basis for the position is described in the following section.

The NRC Materials Regulation Role

States have traditionally been responsible for assuring protection of the
public health and safety of its citizens. However, in the area of radiation

' section 201(h) of the Federal, Food, Drug, and Cosmetic Act, as
amended, defines device as follows: "The term "device" means an instrument,
apparatus, implement, machine, contrivance, implant, in vitro reagent, or
other similar or related article.....




protection, this responsibility is commonly carried out by the Federal
government or by a regulatory program managed by a specifically designated
State agency. These State regulatory programs normally encompass rulemaking,
licensing, registration of sources of radiation, or inspection of licensees
and registrants, and enforcement.

In 1959, Congress enacted Section 274 of the Atomic Energy Act to establish a
statutory framework under which States could assume certain regulatory
jurisdiction over byproduct, source, and small quantities of special nuclear
material. A primary purpose of the legislation was to authorize the NRC to
devolve some of its responsibilities in this area, and for the States to
assume regulatory authority over these materials. The Commission retains
regulatory authority over the licensing of certain facilities and activities
such as nuclear reactors, large quantities of special nuclear material (fuel
cycle facilities), and the export and import of nuclear materials. Although
the Commission retained authority over Low-Level Waste (LLW) management and
disposal, in practice, LLW burial sites are regulated by States.

At present, 29 States have entered into such agreements and the 29 Agreement
States collectively exercise regulatory responsibility over more than two-
thirds of the nation’s approximately 22,000 materials licensees. Four States
(MA, PA, OH and OK) are also currently seeking Agreement State status.

There has been a decline in the number of NRC licensees since 1990 due
primarily to the requirement for full fee recovery. This declining trend will
continue if States that are currently negotiating agreements consummate full
agreements and additional States enter negotiations for agreements. The
reduced number of NRC licensees will further compound the full fee-recovery

cost issue.

The legislative history of section 274 recognized that the legislation passed
in 1959 was considered interim in nature. Section 274a.(6) of the AEA which
states: "a. It is the purpose of this section -~ (6) to recognize that, as the
States improve their capabilities to regulate effectively such materials,
additional legislation may be desirable.” The Joint Committee on Atomic
_Energy recognized that "this is interim legislation in that, as the States
improve their capabilities, additional legislation may be needed, perhaps in
approximately five years....". None of the amendments to section 274 since
its initial promulgation in 1959 have expanded the responsibilities of the
Agreement States.

After 36 years, it is time to consider whether the regulation of some
materials should remain a Federal function, and whether the States should be
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