
September 30, 1996
MEMORANDUM T0: Members of the Advisory Committee on the

Medical Uses of Isotopes
|

FROM: Larry W. Camper, Chief
Medical, Academic And Commercial

Use Branch

SUBJECT: STRATEGIC ASSESSMENT ISSUES PAPERS

The NRC has released for public comment several Direction Setting Issue Papers
as a result of the Strategic Assessment /Re-baselining efforts. A discussion
of the Strategic Assessment efforts and the resulting issue ] apers will be a
major topic of discussion on the agenda for the meeting of t1e Advisory
Committee on the Medical Uses of Isotopes on November 14-15, 1996. I am
enclosing copies of the following documents for your review:

1. Direction Setting Issue Paper No. 7. " Materials / Medical
Oversight "

2. Direction Setting Issue Paper No.12. " Risk-Informed.
Performance-Based Regulation,"

3. Strategic Planning Framework, and

4. Strategic Planning Process.

Briefing books for the meeting will be forwarded at a later date, and will
identify questions and objectives on which we are requesting your comments. I
am providing the pa3ers now to ensure that you have adequate time to
thoroughly review t1e papers prior to the meeting. In general, we will be
discussing the papers and their relationshi
Sciences report on the medical use program:p with the National Academy ofyour views on the preliminary
findings; and recommendations on several different courses of action.

You may also make comments as members of the public. Comments are due byNovember 15, 1996. The address is provided in the attached press release.

Attachments: 1. DSI #7
2. DSI #12
3. Strategic Planning Framework
4. Strategic Planning Process
5. Press Release
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United States Nuclear Regulatory Commission
Office of Public Affairs

Washington, OC 20555
Phone 301-415-8200 Fax 301-415-2234

'

:nternet:cpalnre. gov
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| F .da2, Sep terter * 3, _)?6.

l

I NRC SEEKS .:UBL:C COMMENT ON ASINCY'S
STRATEGIC ASSESSMENT OF REGULATORY ACT:VITIES

The Nuclear Regulatory Commission is requesting publicj

| comment on the second phase of a critical evaluation known as
strategic assessment and rebaselining of its regulatory'

activities.

During the week of September 16, 1996, documents dealing
with the strategic assessment are being made available to the
public and several public conferences will be held around the
country.

l

Initiated in September las- year by Chairman Shirl., Ann

,

Jackson, the NRC assessment and rebaselining of'its activities is
! intended to provide a sound foundation for the agency's direction

and decision-making for the rest of this decade and into the
next. This initiative has four phases: Phase I-strategic
Assessment, Phase II-Rebaselining and Development of. Decision
Papers, Phase III-Production of a Strategic Plan, and Phase IV-i

Implementation.

In the first phase a steering committee made up of senior
agency managers, working with an outside consultant, reviewed the ,

NRC's activities in order to understand where the NRC is today, !
'

and what needs to be considered in providing options for
. responding to change.
(

Some of the key objectives identified by the steering j

| committee are:
|

Establish a strategic framework under which the NRC willo
continue to meet its primary responsibility of protecting public

| health and safety and the environment. |

l

o Provide a sound and well-rounded foundation for the NRC's
direction and decision-making for the rest of this decade and
into the next century.

o Ensure that the Commission, its staff, Congress, other
.

Governe. .,t agencies, and the public have a common understanding
of what tha NRC's strategic goals are'.
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o Establish agency performance measures to determine the
extent.to which strategic or tactical objectives are being
achieved.

The second phase bu 1ds :n~s:ra:egi: _ssues ; den::fied in l

Fhase . For key stra:ep:: _ssues, papers have beer deve_: ped |
::ntaining p: ::y :p:::ns f:r ::- ussi:n ::ns;dera:::n 3ef:re
rea:h;n; final decisi:r.s :n the .ssues. : :e :: ::ss r wan:s :: l
have the benef;; :f-s akeh:;ders c;ews--:::se wh: x;-_ he

'

affe::ed bf -he de :s;:ns. :
f Three documen:s are ava '.ab;e :: .e _; :he put;_: w;;h making |
| c mmen:s: 1. a stakeho' der inve'vemen: crocess racer, 2, a se:.

| of direction-setting papers on 16_ issues'with Cok.m'ission
i preliminary views-on each, and 3) a strategic planning framework '

paper which explains how the issues relate to the strategic plan
!and how the plan will be developed.
|
1

| Copies of the three documents can be obtained electronically
! from the NRC's Home Page on the World Wide Web (Internet address

http://www.nrc. gov) and FedWorld at 1-800-303-9672. Paper copies
,are available by calling NRC's Public Document Room at 1-800-397- |

4209.
l I

In addition to NRC employees, stakeholders asked to comment
.

on the NRC strategic plan incluce Federal entities (t' e |
I

,

Administration / Office of Management and Budget, Congress and |other agencies), Agreement States, non-Agreement States, NRC. !

j licensees and their employees, nuclear industry' groups, public j
| interest groups, and the general public.
t

The NRC will hold three public conferences to discuss the
L issue papers and to obtain comments from stakeholders. The
! conference dates and locations are:

|

October 24-25, Washington, DC--Washington Hilton; I

October 31-November 1,. Colorado Springs, CO--Sheraton Hotel;
November 7-8, Chicago, IL--the Famada O' Hare.

Additional information on times and locations of the ;

conferences is available via Internet (http://www.nrc. gov),
FedWorld, or by calling NRC's public meeting recorded
announcement system at 1-800-952-9674.

To help understand their viewpoints, stakeholders are asked,

| to focus on the following in responding to the NRC:

1. What, if any, important considerations may have been
- omitted from the issue papers?

! 2. How accurate are.the NRC's assumptions and projections
| for internal and external factors discussed in the issue papers?
i
| '
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! 3. Do the commission's preliminary views asscciated wi:h
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United States Nuclear Regulatory Commission

i Strategic Assessment and Rebaselining Initiative

| Stakeholder involvement Process Paper
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! Release Date: September 16,1996
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NRC Stratsgic Asssssmint and R:bistlining |

Process Paper
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NRC Strati 0 c Asssssmsnt and Rabas: liningi

Process Paper

PURPOSE

This document provides an overview of the NRC Strategic Assessment and
Rebaselining initiative, and in particular, describes how the NRC will
interact with its stakeholders in developing a strategic plan for NRC. It is
one of three documents that are being made available to the public as part ofthis initiative.

The second document that is being made available to the public consists of 16
issue papers that discuss the key strategic issues--referred to as direction-
setting issues--the Commission is presently considering and the Commission'spreliminary views on them.

The Commission's final decisions on the issue
,

i papers will be used in developing the strategic plan. The NRC is seeking
comments from its stakeholders on th9 issue papers and associated Commissionpreliminary views.

The third document that is being made available to the public is the strategic
planning framework document, which presents an overview of the process for
developing the NRC strategic plan. Its purpose is to show how the issue
papers relate to the NRC strategic plan. In addition, it identifies the major

,

components of the strategic plan and illustrates the relationship among thesemajor components.

Copies can be obtained from the NRC Public Document Room, downloaded from
NRC's Home Page on the Internet, 'or downloaded from the FedWorld electronic
bulletin board system. .NRC employees can access these documents through the
NRC AUTOS system and are encouraged to request hard copies through the
Document Distribution System. Instructions on how to obtain these documents
are described later in this document.

'

.

w-
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NRC Stratagic Assessment and Rebasslining .'
| Process Paper

.

BACKGROUND

Against the backdrop of change in our regulatory and fiscal environment,
Chairman Shirley Ann Jackson initiated a strategic assessment and rebaselining
of the agency. This effort was initiated in September 1995, and is being
completed in four phases--as described later in this document--with the goal
of finalizing a strategic plan in early CY 1997. The development and
implementation of this strategic plan will meet the requirements of the

|

Government Performance and Results Act. (GPRA) of 1993.

The effort is presently in the l'atter portion of the second phase where the
- Commission is considering a variety of options for addressing key strategic
issues facing the NRC as it prepares to move into the 21st century. The NRC
will be seeking the views and comments of its stakeholders--Federal entities

| (Administration /0MB, Congress, and other agencies), NRC employees and their
representatives, Agreement States, non-Agreement States, compliers (e.g.,
licensees, employees of licensees, industry groups), public interest groups,t

I and the general public--as part of the decision-making process. The NRC plans
to utilize various media and conduct several public conferences in order to
reach as many stakeholders as possible. The stakeholder involvement effort
begins in mid-September and concludes in mid-November 1996. The Commission
will consider stakeholder comments before making final decisions on the key
strategic issues.

Work on the third phase--development of NRC's Strategic Plan--has also begun.
The strategic plan is a principal outcome of the strategic assessment and
rebaselining initiative. The strategic plan will establish the framework that
will guide future NRC decision-making and help the organization continue to
meet its responsibility for protecting the public health and safety and the
environment. In addition, the plan will provide a basis for al.igning the
NRC's budget and organizational systems with its mission and goals. In order
for NRC's stakeholders to understand how the issue papers relate to the NRC

| Strategic Plan, a strategic planning framework document has been developed for
use during the public comment period. Together with this process paper, the
strategic planning framework document and issue papers should be useful to the
stakcholders in understanding how they can participate in the NRC's Strategic
Assessment and Rebaselining Initiative. Instructions on how to obtain copies
of these documents--electronically or hard copy--is described later in this
paper.

i

To learn more about the NRC's Strategic Assessment and Rebaselining
Initiative, read the section below titled Overview. Information about how to
obtain key strategic issue papers, how to provide stakeholder views and
comments on the key strategic issues to the NRC, and Stakeholder Conference
dates and locations is provided in the section titled Stakeho7 der Involvement.

Page 2
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NRC Strategic Ass:ssment and Ribasslining
Process Pbper

.

OVERVIEW.

The environment i, which the NRC conducts <its activities is rapidly changing
as a result of many influences. These include resource constraints, changes
in the industry that NRC regulates, and the potential for new and revise.dmission requirements. Efforts to balance the Federal budget will continue,
which will result in resource constraints for the NRC.

The nuclear power industry has matured. No new reactor orders of any kind are
projected in the foreseeable future, and although license renewal applications
are anticipated, none as yet have been filed. The existing licensed reactors
are aging and decommissioning has begun. Further economic deregulation of the
industry could raise more challenges. In addition, the agency has initiated
reviews of the underlying issues raised at Millstone Nuclear Power Site.

The variety and number of existing and potential materials licensees represent
their own unique challenges. The NRC must respond by improving its
effectiveness in regulating materials and its relationships with materials
licensees.

Also, in order to accomplish regulatory effectiveness, the agency must
continually reassess changing technology, . accumulated safety experience and
improved assessment techniques for both the reactor and materials programs.
Only by being prepared for the challenges.of a changing environment will the
agency continue to keep its health and safety mission in ' harp focus.s

With these challenges in mind, the Chairman established the Strategic
Assessment and Rebaselining Initiative. To oversee this activity, a Strategic
Assessment and Rebaselining Steering Committee (Steering Committee) of senior
agency managers was formed. The Steering Committee is analyzing where the NRC
is today and developing options which the Commission can use to determine the
agency's future path. The effort is divided into four broad phases that will
be carried out sequentially, with each phase building on the preceding phase.

.

M

4
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NRC Strategic Asssssm:nt and Rzbasslining .'
Process Paper

Overall Objectives

The Steering Committee was tasked by the Chairman to analyze.where the NRC is
today and to outline a path to take the NRC where the Comissioners believe it
should be in the future. Eight overall objectives have been identified. They
are:

1. Establish a strategic framework under which the NRC will continue to
meet 'its core responsibility for protection of the public health and
safety and the environment.

2. Provide a sound and well-rounded foundation for the NRC's direction and
decision-making for the rest of this decade and into the twenty-first
century.

-

3. Ensure that the Comission, its staff, the Congress, other Guernment
agencies, and the public have a comon understanding of what t'le NRC's
strategic goals are.

4. Bring a zero-based, bottom-up approach, not constrained by existing
organizational structure or practice, to the planning process in order

j to. create a sound basis for resetting the agency goals.
,

5. P ovide a basis for reconciliation of agency strategic objectives to
available resources so that resource constraints do not define the end
strategic results.

6. Establish agency performance metrics to enable the Commission, NRC
staff, as well as the Congress and the public to know the extent to
which strategic or tactical objectives are being achieved.

7. Establish a framework for use by the Commission and NRC staff for
|developing an agency response to requests for NRC assistance by various

State and Federal government agencies, comercial entities foreign or
domestic, by foreign governments, or international agencies and
organizations.

8. Ensure coordination with other agency planning activities so that a '

single agency-wide strategic reassessment, incorporating the substance
of other specific agency planning efforts, is produced.

To accomplish these objectives, the strategic assessment and rebaselining
initiative has been divided into four phases. As described below, they are
Phase I: Strategic Assessment, Phase II: Rebaselining and Development of
Decision Papers, Phase III: Production of the Strategic Plan, and Phase IV: lImplementation.

!

-

.

Page 4
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NRC Stratsgic Asssssmsnt and Rebasslining
Process Paper

PhaseI: Strategic Assessment

The first Phase, the Strategic Assessment phase, began in August 1995 and was
.

completed in April 1996. The Steering Comittee began with a bottom-up I
approach for assessing where the agency is today, with an examination of
current NRC functions and activities. The Steering Comittee requested the i
staff to provide, at the lowest organizational level, each activity presently i

being perf ICommission.ormed by the NRC, as well as it's bases (e.g., statute, regulation,guidance) and the primary internal and external factors that are ;

expected to affect the agency's performance of the activity in the future. !
The staff assessment included approximately 4,500 activities which the

)Steering Comittee reviewed to thoroughly understand what the agency is doing, -

why the agency is doing it, and vaat factors most need to be considered in
providing options for change.

The Steering Comittee organized the activities by major functions and lines
of business (i.e, licensee type). This was done to consolidate similar
activities and to render the data organizationally neutral.

Based on this information, the Steering Comittee applied top-down strategic
thinking to define issues whose resolution will influence the future direction
of the agency. Some of these strategic issues apply to the NRC's external
environment, others are more applicable to the internal environment, and some
involve elements of both. Most. strategic issues were formulated from review
of the activities by the 16dividual Steering Comittee members, using their

Iexperience and knowledge of NRC programs. These issues were refined through '

interactions and discussions by the entire Steering Committee. Additionally,
some strategic issues resulted from other agency evaluation and planning
efforts such as the National Performance Review.

After identifying the strategic issues, the Steering Committee considered them
in an int'egrated fashion. First, the individual strategic issues were
arranged in logical groupings of related issues. The groups were then
examined to determine if a predominant issue existed within each group. The
Steering Committee wanted to determine whether'a predominant strategic issue
within a group subsumed other issues such that resolution of the predominant
issue either resolved the other issues or influenced their resolution. These
predominant. issues are referred to as " Direction-Setting Issues" (DSIs),
because their resolution, taken together, would establish NRC's strategic
direction for the future. The end result was the ide'ntification of a number
of DSIs that affect NRC's philosophy and management principles. Resolution of
the DSIs will provide a strategy for the agency to meet its strategic vision
and goals. DSIs were developed into decision papers, which will be referred
to as " issue papers." As described in the NRC Strategic Planning Framework
document, there may be some voids--that is, a strategic arena that does not
have a corresponding issue paper--in the NRC strategic plan. The process
described in the framework document will be us~ed to fill these " voids" in the
strategic plan.

.

*6
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.

Phase ll: Rebaselining and Issue Papers

The second phase builds on the strategic issues and the DSIs identified in
Phase I. The issue papers are intended to obtain broad direction from the

! Commission. The issue papers include descriptions of the background of the' issue and the external and internal factors that the Commission may wish to be
aware of when considering options for resolution of the issue. The issue
papers also provide the Commission with policy options for the issue. It
should be n'oted that Chairman .lackson encouraged the Steering Comittee to
develop innovative options that are not constrained by existing practices or
organizational structure. Additionally, in some issue papers certain options
could be considered to be extraordinary. While the Commission is unlikely to
select such options, these options have been retained in the issue papers to
illustrate to NRC stakeholders the breadth of options that were considered.

It is anticipated that final Comission decisions on the DSis will result in a
rebaselining or a resetting of the agency's goals, assumptions and strategies.
Final decisions on the issue papers will also influence the related issues ,

identified as part of the assessment conducted during Phase I.
1

Feedback from NRC's various stakeholders continues to be an important aspect
~

of evaluating our regulatory programs. Stakeholders include Federal entities
(Administration /0MB, Congress, and other agencies), NRC employees and their
representatives, States, Agreement States, licensees, industry groups and
special interest groups, and of course.the general. public. The primary goals
in acquiring stakeholder comments are to obtain views for Commission
consideration in reaching final decisions on the issue papers and to determine
whether the agency has omitted any important considerations or issues.

Phase Ill: Production of a Strategic Plan

In Phase III, the Strategic Plan will be developed from the agency's mission
statement, its strate
on the issue papers. gic vision, general goals, and the Comission's decisionsThe development of the Strategic Plan will be guided by
the requirements. contained in the Government Performance and Results Act of
1993. The Strategic Plan will be the agency's. tool for setting priorities and

.

-

allocating resources consistent with the vision and goals of the agency. It -

tis anticipated that the Strategic Plan will be forwarded to the Commission for-
its consideration early in Calendar Year 1997.

Phase IV: Implementation

Phase IV, the implementation phase, will begin as soon as the Commission makes
final decisions on the issue papers. The implementation phase includes
implementing the Commission's decisions based on the issue papers, generating
Commission papers to resolve related strategic issues, and complying with
Commission guidance based on the Strategic Plan. The implementation phase
will also include developing a : framework that allows for updating the
Strategic Plan and for integrating the Strategic Plan in to the budget

.

process, performance monitoring and reporting processes, and the process for -
development of future Commission decisions.

.Page 6
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! STAKEHOLDER INVOLVEMENT

Information about Stakeholder Involvement--how to file a coment, how to
obtain copies of information that will be siiscussed at the stakeholder |

conferences, dates and locations for the stakeholder conferences, and how tne {

! results of stakeholder involvement will be used--is described below. j
.

1
,

Three sets of documents have been prepared in support of stakeholder
<

involvement--issue papers, the strategic planning framework, and this
strategic assessment and rebaselining process paper. Directions on how to4

obtain copies of these other two sets of documents are described below.!

How to File a Comment -

The issue p' apers describe the strategic issues and options from within the
context of the mission statement, strategic vision, and general goals and
objectives. After considering the options described in the issue papers, the

,

4

Commission developed preliminary views on the issue papers and the future i

direction of the agency. Before reaching final decisions on the issue papers, |
<

the Comission wants to give consideration to the viewpoints of its various |
| stakeholders--those who will be affected the most by the decisions. In |
i

responding to the NRC's request for views and coments, stakeholders are
| encouraged to consider NRC's Principles of Good Regulation, Organizational 1

Values, and Mission, Strategic Vision, and General Goals and Objectives (which jj

are provided in't,he appendices to the NRC Strategic Planning Framework
;

|
|

i document)., ,

1

To help the NRC better understand the viewpoints of its stakeholders, '

i stakeholders are asked to consider the following focus questions in
formulating their response to the NRC.i

| 1. What, if any, important considerations may have been omitted from
the issue papers?3

| 2. flow accurate are the NRC's assumptions and projections for internal
and external factors discussed in the issue papers?

!

3. Do the Comission's preliminary views associated with each issue'

paper respond to the current environment and challenges?

! Addition' ally, the Commission is seeking coments on questions related to
j specific issue papers. These questions are contained in the " Preliminary

Constission View" section of applicable issue papers. Stakeholders have a
1

several options for providing their views and coments to the Comission
before any final decisions are reached. The Comission will consider coments
received before reaching final decisions on the issue papers. The coment;

:
period opened with the publication of the issue. papers and will close on

. November 15., 1996. Coments can be provided in writing, electronically, or at'

the stakeholder conferences. Directions on how to provide coments via
Internet or FedWorld are provided in NRC's Website and FedWo'rld Home Pages,
Comments may also be sent to the Commission by mail at the following address:

,

i

,
b
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|

Mr. John C. Hoy1e'
i Secretary of the Commission
| US Nuclear Regulatory Commission

Attn: Chief of Docketing Service Branch
Washington, D.C 20555-0001
Internet:SECY0nrc. gov

Commentors are asked to provide their name, address, organizational
affiliation-(if applicable), the issue paper title and number. NRC employees
should forward their comments the Office of the Secretary (e-mail address:
SECY). In their e-mail message, NRC employees are asked to provide the
document title and, for issue papers, the issue paper number. This

!information will be useful in developing a summary analysis of stakeholder
comments and providing feedback to the Commission on the results of
stakeholder interaction.

How to Obtain Copies of issue Papers and the NRC Strategic
Planning Framework Document

The NRC is utilizing various media in making these documents publicly
available. Electronic versions can be obtained via NRC's Home Page on the
World Wide Web (Internet address http://www.nrc. gov); FedWorld at 1-800-303-
9672; or for NRC employees, via AUTOS LAN under the Agency-Wide group icon.
Specific guidance on how to download documents is provided on-line. Paper
copies can be obtained through NRC's Public Document Room (PDR). The PDR is
located at 2120 L Street, N.W., Lower Level, Washington, DC. You may also
request copies by telephone (1-800-397-4209), by facsimile (202-634-3343) or
by e-mail (PDRONRC. goy).

NRC headquarters employees can obtain paper copies of documents via e-mail
request to GRW1. The e-mail request should identify the document title and,
for issue papers, issue paper number (e.g., NRC Strategic Planning Framework
document or DSI IC--Reactor Licensing for Future Applicants). Requests will
be processed and ready for pick up in OWFN P-132 within 24 hours. In the
regions, requests for documents should be addressed to the Division of
Resources Management. Employees are encouraged to obtain copies from the
Distribution Branch or DRMA, rather than using LAN printers, in order to
minimize the disruption and inconvenience to fellow employees.

i

Stakeholder Conferences--Dates and. Locations

The NRC plans to convene three public conferences to obtain comments from
stakeholders on the issue papers. Issue papers will be discussed at breakout
sessions during the conferences. Each of the three conferences will cover the
same information. The dates and locations of the conferences are:

I

October 24-25 Washington, DC--Washington Hilton
| October 31-November 1 Colorado Springs, 00--Sheraton

November 7-8 Chicago, IL--Ramada O' Hare

!
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Information about the conferences--times, reservation information, and
locations--is available .via Internet (http://www.nrc. gov), FedWorld at 1-800- !|

303-9672,
1-800-952-9674.or by calling NRC's Public Meeting Recorded Announcement System at i

Information on internal stakeholder interaction (NRC employees and theirrepresentatives
correspondence.) will be provided to all NRC employees'by separate

Outcome From Stakeholder involvement
i

Stakeholder comments will be s'ummarized and provided to the Commission for
)

consideratio.n in reaching its final decision on the issue papers. ;

The finalCommission decisions will be used as input to the NRC's Strategic Plan.
'

Strategic Plan will also satisfy the requirements of the Government The

Performance and Results Act of 1993 (GPRA) which requires that agencies shall
solicit the views and suggestions of those entities potentially affected by orinterested in its strategic plan.

QUESTIONS?

Contact John Craig at 301-415-3812 (Internet e-mail address:
Internet: Strategic 0NRC. gov) or NRC's Public Affairs Office at 415-8200.

f

1

l

|

Page 9



.
.

_

,

.

U.S. Nuclear Regulatory Commission

Strategic Planning Framework

.

September 16,1996

/) . 1 - -i t>~.

ns{p fop 9xf ' *

.
..



_._ __ - . __ _ _ _ . _ . . . _

.

. .

:
1

.

NRC Strategic Assessment and Rebaselining;
Strategic Planning Framework,

Table of Contents:

Page
Introduction 24

i

What Have We Done? 3

j What's Next? 5

Framev,ork for Your Comments 6

NRC's Mission, Vision, and Goals 8
,

1 NRC's Values 9

NRC's Strategic Arenas 10

Mission-Critical Strategic Arenas 11

i
'

Assuring Safe Operation of Nuclear Reactors 11
i Assuring Safe Use and Ha:vJling of Nuclear Materials 12

Assuring Safe Management of Nuclear Waste 13
:

Mission-Enabling Strategic Arenas 14

Building Public Trust and Confidence 14
Providing Research Expertise 15
Supporting NRC Domestic Mission and National Objectives in the

intemational Area 16'

Developing Intemal Support Mechanisms that Gustain Safety Activities 17

I
4

Core Resource Strategic Arenas '-

|

| Managing NRC Human Resources 18 |

Managing NRC's Finances 19
Managing Information 20 ,

'

I
Appendix 1: Principles of Good Regulation 21

Appendix II: The NRC's Safety Philosophy 22

'

Appendix lil: NRC Organizational Values 24

Appendix IV: Direction Setting issue Paper Development 26

C:\SP\fw#11.wpd Page 1 9/6/96/1515

_ _ _ _ _ _ _ _ _ _ _ _ _ _ __ __ _ _ - -. _ _ _____ _ __ _ - _ _ _ _ _ __ _.



_ . _ _ _ _ _ _ _ _ _ _ _ .. __ _. .__ ___ _ _

~
.

4 .

*
i

)i NRC Strategic Assessment and Rebaselining
Strategic Manning Framework

i INTRODUCTION
.

Like all organizations public and private, the Nuclear Regulatory Commission (NRC) is facing a
<

rapidly changing environment as it prepares to enter the 21st century..

! Industry econormc changes are introducing new complexities to the NRC*

regulatory environment.

fiederal budget-cutting and downsizing are resulting in a dedine in appropriated*

NRC rr wurces.

Public interest in the safe operation of nuclear power, use of nuclear materials,| *

] and management of nuclearwaste remains high.
;

i Technology and other societal trends are changing the characteristics of the NRC-
'

workforce and the way that the NRC does its work.
,

I
e

All of this - as well as many other changing conditions - suggest that the NRC's future holds
i many challenges and opportunities, some already known to us, others we cannot anticipate
j today. To respond effectively to these issues, the NRC is working to establish a clear strategic

direction that will enable the organization to cany out its mission and achieve the results4

expected by its primary customers - the collective interests of the American public.

. A pnncipal outcome of this process - entitled the Strategic Assessment and Rebaselining
| Initiative - will be a strategic plan. This plan will establish a strategic framework that will guide

future NRC decision-making and help the organization contmue to meet its responsibility for!

j protecting the public health and safety and the environment. In addition, the plan will provide a
basis for aligning the NRC's budget and organizatenal systems with its mission and goals.

;

| Finally, the development and implementation of the strategic plan will meet the requirements of
the Govemment Performance and Results Act (GPRA).3

:

The followng pages are intended to provide a context for you, as a stakeholder, as you
partidpate in the NRC's Strategic Assessment and Rebaselining Process. Specifically, the
following pages describe the process that the NRC has followed so far, and the next steps in that
process. In addition, you will find the current framework of the NRC's Strategic Plan as well as

; some preliminary work that has been produced. This work is the result of synthesizing the efforts
; of earlier phases of the process, including preliminary views of the Commission. However, the
j strategic plan is still very much a work-in-progress. The NRC is looking forward to your
i feedback, esther in person at one of the public conferences or via one of NRC's many stand-
; alone feedback mechanisms. These mechanisms are described in additional materials being
| provided to you separately.
J

j Welcome to the stakeholder inptet process!

.

1
1

.
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NRC Strategic Asssssment and Rebaselining
Strctzgic PI:nning Frcinework !

!

WHAT HAVE WE DONE? !

l

The strategic assessment and rebaselining process is being accornplished in four broad phases
carried out sequentially, with each phase building on the preceding phase.

PhaseI - Strategic Assessment
Phase II - Rebaselining and Decision Papers Development
Phase 111 - Strategic Plan Development
PhaseIV - Implementation

The relationship among these phases is depicted in Figure 1 on the next page. ,

l

in Phase I, Strategic Assessment, the NRC assessed where the agency is today by examining l
current NRC' functions and activities, including their bases (e.g., statute, regulation, Commission

'

guidance). The NRC assessed the extemal and intemal environment within which NRC operates
now and is likely to operate in the future. Based on analysis of this information, the NRC
identified 24 " Direction-Setting issues" (DSis) whose resolution will influence the strategic
direction of the agency,

in Phase 11, Rebaselining and Decision Papers Dsvelopment, the NRC evaluated the DSis
identified in Phase 1. Using the extemal and intemal factors identified in Phase I, the NRC
developed and evaluated a range of options to address the DSis. These evaluations resulted in
a series ofissue papers The Commission has since reviewed the issue papers and issued its
preliminary views on the optiens presented in the papers. As part of its review, the Commission
consolidated some issue papers and deemed others non-strategic (See Appendix IV for details).
Copies of the resulting issue papers are available for public review and comment and are
appropriately referenced in this document.

Currently in the early stages of Phase lil, Strategic Plan Development, the NRC has formulated
a mission statement, a vision statement and a set of agency-wMe goals to guide the strategic
plan development. Drawing on the issue papers and Commission preliminary views, the NRC
has also identified ten strategic arenas, which will provide the framework for the NRC's future
strategies. The ten strategic arenas are:

Mission-Critical Strateoic Arenas

Assuring Safe Operations of Nuclear Reactors-

1Assuring Safe Use and Handling of Nuclear Materials-

Assuring Safe Management of Nuclear Waste-

Mission-Enablina Strateaic Arenas

Building Public Trust and Confidence-

Providing Research Expertise |-

Supporting NRC Domestic Mission and National Objectives in the Intemational-
,

Area 1
1Developing Intemal Support Mechanisms that Sustain Safety Activities-

Core Resource Strateoic Arenas
.

~* Managing NRC's Human Resources |
-

Managing NRC's Finances
_ ;

-

Managing information '-
-

C:\SP\fw#11.wpd Page 3 9/6/96/1515
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Figure 1

Strategic Assessment and Rebaseling Process
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,

WHAT'S NEXT?

Recognizing the key role of the NRC staff, the general public and other extemal stakeholders in
implementing the NRC mission, the NRC is seeking your views and comments on the strategic
direction of the agency. Your input will helo ensure that important considerations are not omitted
in our evaluations and decisions leading to a strategic plan. Several mechanisms have been
developed for you to provide your input. Specific details on these mechanisms are being
provided separately.

In developing strategies for each of the ten strategic arenas, the NRC is ig a five-step
process. First, the NRC will identify the customers and stakeholders for each strategic arena by
drawing from the agency's mission statement and the Phase I and Phase || products. The;

bottom-up analysis generated in Phase I identified all of the activities performed by the NRC and
for whose benefit those activities are done.

The purpose of step two, is to identify the interests of the stakeholders for each arena. The
Phase il issue papers will initially be used as the principal source for this information. These
documents made observations regarding the positions that customers and stakeholders have
historically taken with respect to particular issues and strategies. In addition, the NRC will
update this information by directly engaging stakeholders through facilitated and stand-alone
stakeholder interactions.

During the third step, the NRC will complete a high-level situation analysis of the current and
future environment surrounding the strategic arena. This analysis will draw information regarding
NRC strengths, weaknesses, opportunities, and threats from the Phase || issue papers and
stakeholder input on these issue papers.

In step four, the NRC will formulate a statement articulating the central challenge facing the
agency with respect to each strategic arena. The Phase 11 issue papers and Commission
preliminary views will provide the underpinnings for this step in the process.

In the fifth and final step, the NRC will develop the set of strategies that responds to the
challenges. This will involve examining current policies and decisions (including Commission
preliminary views on issue papers) as well as developing new strategies that might help close the
gap between where the NRC is today and where it wants to be.

These strategies along with a proposed mission, vision, goals and measures, and value
statements will be integrated into an NRC strategic plan for Commission approval. This plan will
later be used to inform the NRC budget, performance plan, and future decision making.
Recognizing that the NRC must adapt to a constantly changing environment, the agency will
periodically review and update the strategic plan.

C:\SP\fw#11.wpd Pa0e 5 9/6/96/1515
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1

|

|

FRAMEWORK FOR YOUR COMMENTS
;

This section provides a framework for providing input to NRC's future strategies. It consists cf
!

subsections on NRC's mission, vision, goals and measures, values, and strategic arenas. The !

relationship between the major components for the strategic plan is depicted in Figure 2 on the 1

following page. The mechanisms for providir.g your input are described in additional materials
being provided to you separately.

.

|

|

|

|

|

2

.
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j Figure 2 !
'

NRC'S STRATEGIC PLAN
r

g r % <,
j X I NRC VISION

|

( ? )
l_ . x. .

NRC MISSION
f

; q To regulate the Nation's civilian use of byproduct, source,
i and special nuclear materials to ensure adequate protection:

1
'

of the public health and safety, to promote the common
*

] defense and security, and to protect the environment
:

; I-

| ..
. NRC. .

'

ORGANIZATIONAL NRC GOALS WM |
'

: . VALUES PHILOSOPHY
4

- ' .

1 l
J j,
!
'

MISSION-CRITICAL STRATEGIES
'

Assuring safe operation of nuclear reactors

|1

Assuring safe use and handling of nuclear -

i materials 'OF GOOD |
; | REGULATION ;

,

Assuring safe management of nuclear
.

'

waste

f

a

'

: ,5

MISSION-ENABLING STRATEGIES iCORE RESOURCE STRATEGIES' Building public trust and confidence

Providing research expertise

"
Supporting National objectives in the
intemational aream

Developing intemal support mechanisms
that sustain safety activities

W Page 7 s-
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NRC'S MISSION, VISION, AND GOALS

i

Mission: Goals:

NRC's mission is to regulate the The NRC will implement its mission and achieve its i
Nabon's endlian use of byproduct, vision vnthin the contcxt of its Principles of Good '

source, and speaal nuclear Regulabon (Appendoc I) and consistent with its safety
materials to ensure adequate Philosophy (Appendoc 11). To this end, the NRC will
protection of the public health ensure the following
and safety, to promote the
common defense and secunty, a. That it anticipates and proactively addresses its
and to protect the environment. changing environment.

b. That its regulations are consistent with other
Vision: Federal regulations, nationally and intemationally

recognized standards, and State regulations to the
in implementation ofits mission, greatest extent possible.
Nuclear Regulatory Commission
actions enable the nation to c. That its employees maintain the highest ethical
safety and efficiently use nuclear standards and professionalism in performance of
materials. NRC's actions should their responsibilities.
be such that the public, those it
regulates, and other stakeholders d. That the public is informed about, and has the
in the national and intemational opportunity to participate in, the regulatory process.
nuclear community have tne
utmost respect for and e. That its regulatory framework includes a risk-

|confidence in the NRC. informed, performance-based approach and
{

provides flexibility to achieve the required level of !
Safety Philosophy: safety and security by the most cost effective

mcans.
The NRC safety philosophy
comprises several closely f. That the scope of its responsibilities, decisions and
interrelated elements: actions, and their bases, are clearly understood by

the public and regulated community.
. Defense in Depth

g. That its regulations are based on the best available
. Licensee Responsibility knowledge, that its actions are fully in accord with

written regulations and are promptly, fairly,
* Safety Culture consistently, and decisively administered.

,

Regulatory Effectiveness Recognizing that the Agency's mission can be fulfilled
and its vision achieved only through the commitment of

* Accountability to the Public its employees, the NRC will support its employees with.

a work environment and resources that enable them to
make the best use of their capabihties.3, ,f

C:\SP\fw#11.wpd Page 8 9/6/96/1515
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j

NRC'S VALUES !

!

Principles of Good Regulation: NRC Organizational Values:
i

in 1991, the Commission issued the in 1994, NRC employees developed and the,

NRC Principles of Good Regulation Commission adopted a complementary set of
as a guide to both agency decision- organizational values that influence our day-to-day
making and individual conduct as interactions:
NRC employees. These principles
are fundaindntal guideposts in Integrity in our working relationships, practices,*

ensuring the quality, correctness and and decisions
consistency of our regulatory Excellence in both ourindividualandcollective.

activities. actions
Service to the public and others who are*

Independence affected by our work |
=

Respect forindividuals' roles, diversity, and |*

Openness viewpoints
*

Cooperation in the planning, management, and*

Etficiency work of the agency
*

Commitment to protecting public health and*

Clarity. safety |
*

~ Openness in communications and decision-*

Reliability making
|

*

1

(See Appendix ! for complete text) (See Appendix 111 for complete text)
,

|

1

!

|

|
|
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i
1

NRC'S STRATEGIC ARENAS
.

; Definition: Overview of Strategic Arenas

The strategic arenas describe the Driven by the mission, vision, goals, and issues
enbcal areas of the NRC's work. For addressed in Phase || of NRC's Strategic
each strategic arena there is a Assessment, the NRC has identified ten strategic

;

fundamental challenge that the NRC arenas. These arenas are organized into three
*

must address to be successfulin the categories:
future. In response to the challenge,4

'

the NRC will develop a series of Mission-Critical Strateoic Arenas
strategies th' t Inform NRC decision-a

i making regardmg how the Assuring Safe Operations of Nuclear Reactors-

t
! organizabon should be run. These Assuring Safe Use and Handling of Nuclear )

-

strategy statements willinclude a Materials
a discussion of the intemal and Assuring Safe Management of Nuclear Waste-
"

extemal factors dnvng NRC change.
While not detailed tactical plans, the Mission-Enablina Strateoic Arenas
strategies will guide future NRC
achvities at alllevels of the Building Public Trust and Confidence4 -

organizatson. Provid ng Research Expertise
.

-

{ Supporting NRC Domestic Mission and National-

|
Objectives in the intemational Area
Developing intemal Support Mechanisms that-

Sustain Safety Activities

. Core Resource Strateaic Arenas
1

Managing NRC's Human Resources-

- Managing NRC's Finances
Managing information3 -

! For each of the ten strategic arenas, the following
; discussion provides a description of the strategic
! arena and the relevant Phase il DSI issue papers,

including Commission preliminary views, from which
j information will be drawn. While most of the listed
j DSis are directly related to the particular strategic
; arena, some are noted because the associated

issue Papers contain periph.al, yet relevant
; material that informs tha' '. strategic arena.
|

*

NOTE: Wtule WI 10 of the strategic arenat, have been listed for completeness, the extemal stake holders
meetnOs will focus on six of the arenas -(1) Assuring Safe Operabon Of Nuclear Reactors, (2) Assuring

1 Safe Use and Handling of Nuclear Materials,(3) Assuring Eafe Management of Nuclear Waste, (4) Building
: Public Trust and Confidence, (5) Providing Research Expertise, and (6) Supporting NRC Domestic Mission
I and Nabonal Objectives in the intemational Area. The remaming four strategic arenas involve intemal

operatons and will not be a part of extemal stakeholder meetings. However, written comthents on these,

; arenas from any stakeh' older will be welcome.

i

C:LSP\fw#11.wpd Page 10 9/6/96/1515
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MISSION-CRITICAL STRATEGIC ARENAS

Assuring Safe Operation of Description:
Nuclear Reactors

The NRC ensures that civilian reactor facilities are
6

issue papers that may inform your designed, constructed, operated, and
comments about this strategic arena decommissioned safely, and are in compliance with
are: agency regulations in order to protect health and

safety of the public. NRC's responsibilities for
Directiv Related issue Papers: reactors also include protecting the environment,

protecting and safeguarding nuclear power plants in
Reacfor' Licensing for Future the interest of national security, and assuring-

Applicants (#10) conformity with antitrust laws. Agency functions are
Operating Reactor Program performed through standards setting and-

i Oversight (#11) rulemaking; technical reviews and studies; public
Risk-informed, Performance- hearings; issuance of authorization permits and-

Based Regulation (#12) licenses; inspection, investigation, and
Role of industry (#13) enforcement; evaluation of operating experience;-

Research (#22) and confirmatory research.-

Enhancing Regulatory Excellence-

(#23)
Power Reactor Decommissioning-

(#24)

Other Relevant Issue Papers:

Oversight of the Department of-

Energy (#2)
NRC's Relationship with-

Agreement States (#4)
-

Low-Level Waste (#5)
High-Level Waste and Spent-

Fuel (86)
Intemational(#20)-

Fees (#21)-

C:\SP\fw#11.wpd Page 11 9/6/96/1515
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MISSION-CRITICAL STRATEGIC ARENAS (Continued)

Assuring Safe Use and Handling of Description:
Nuclear Materials

Issue papers that mayinform your- The Nuclear Regulatory Commission (NRC)
currently regulates approximately 6,500 specific andcomments.about this strategic arena 35,000 generallicenses for the possession and useare:
of nudear materials in medical, academic, and

Directiv Related issue Pacers:
industrial applications. Regulated products and

*

uses range from large quantities of radioactive
materials in complex devices to small quantities inOversight of the Department of simple devices. The NRC also licenses and

-

Energy (#2) inspects all commercial nuclear fuel facilities
NRC's Relationship with involved in the processing and fabrication of

-

Agreement States (#4) uranium ore into reactor fuel. Agency functions are
Materials / Medical Oversight (#7) performed through standards setting and

-

Risk-informed, Parformance--

rulemaldng; technical reviews and studies; publicBased Regulation (#12) hearings; issuance of authorization permits and
Role ofindustry(#13) licenses; inspection, investigation, and

-

Enhancing Regulatory Excellence
4 -

(#23) enforcement; evaluation of operating experience;
and confirmatory research. By law, the NRC is

Other Relevant issue Papers: permded to relinquish to the States, on a State-by-
State basis, certain of its authority to regulate the
use of specified nuclear materials. Currently, a totalDecommissioning-Non-Reactor of 29 States have formal agreements with the NRC.

-

Facilities (#9)
Fees (#21)

These 29 Agreement States regulate approximately-

15,000 radioactive materials licensees.
Research (#22)

-

.

1

-
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i

MISSION-CRITICAL STRATEGIC ARENAS (Continued)

Assuring Safe Management of Description:
Nuclear Waste

Radioactive materials are widely used in the U.S. for
issue papers that may inform your energy production, industrial and consumer
comments about this strategic arena products, the diagnosis and treatment of disease,

'are: and research. A byproduct of these activities is

waste. Low-level radioactive waste (LLW) is aDirectiv Related issue Papers: category of waste that generally contains small
amounts orlow concentrations of radioactivity.-

Low-Level Waste (#5) LLW is either stored temporarily, usually by its
.

-

High Level Waste and Spent generator, or sent for permanent disposal to one of
-

Fuel (#6) three currently licensed and operating disposal
Decommissioning --Non-Reactor facilities in the country. By law, each state, either-

Facilshes (#g) by itself or in cooperation with other states, is
Risk-informed, Performance- responsible for providing for disposal of LLW-

Based Regulation (#12) generated within the state. The NRC or Agreement
Research (#22) States license any such disposal facilities. High

-

Enhancing Regulatory Excellence level radsoactive waste (HLW) results primarily from
-

(#23) the fuel used by reactors to produce energy. DOE
is responsible for disposing of the nation's HLW;

Other Relevant Issue Papers: the NRC is responsible for licensing the chosen
HLW repository. The NRC is also responsible for

Overssght of the Department of regulating the storage of spent fuel, pending
-

Energy (#2) disposal.
4NRC's Relationship with-

Agreement States (#4)
Material / Medical Oversight (#7)-

Role ofIndustry(#13)-

Fees (#21)-

Power Reactor Decommissioning-

(#24)

.

_
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MISSION-ENABLING STRATEGIC ARENAS

Building Public Trust and Description:
Confidence

Building and maintaining public trust and confidence
issue papers that mayinform your through effective public participation and
comments about this strategic arena communication is an important contributor to
are: accomplishing NRC's mission. The NRC has a duty

to enable public participation in the regulatory
Directiv Related Issue Papers: process and to provide public access to information

regarding the agency's operation and performance., ,

Public Communication initiatives The NRC currently utilizes several mechanisms for-

(#14) public participation, including permitting petitions for
rulemaking and soliciting comments on proposed

Other Reisvant Issue Papers: rules. In addition, the NRC provides various ways
for the public to obtain agency information, ranging

Operating Reactor Program from Freedom of Information requests to public-

Oversight (#11) document rooms and a World Wide Web Site on the
Role of Industry (#13) Intemet.-

Enhancing Regulatory Excellence-

(#23)

|

|

.

I

.
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MISSION-ENABLING STRATEGIC ARENAS (Continued)

Providing Research Expertise Description:

lesue papers that may inform your Research provides the expertise and information for
comments about this strategic arena making timely regulatoryjudgments, and for
are: anticipating problems of potential safety significance

in the future. Current sources of research are NRC-
Directiv Related issue Papers: funded activities, industry initiatives, and cooperative

intemational agreements. '

Risk-Informed, Performance--

Based Regulation (#12)
- Intemational (#20)

.

|
Research (#22) '-

Enhancmg Regulatory Excellence-

(#23)

Other Relevant issue Papers:

- Oversight of the Department of
Energy (#2)

|

,

Low-Level Waste (#5) '-

- High-Level Waste and Spent Fuel
(#6)

- Operating Reactor Program
Oversight (#11)

)- Role of industry (#13)
|

Fees (#21)-

|

|

|

,e
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MISSION-ENABLING STRATEGIC ARENAS (Continued)

Supporting NRC Domestic Mission Description:
and National objectives in the
international Area The NRC performs intemational activities in support

of the agency's domestic mission and in support of
issue papers that mayinform your U. S. nationalinterests. These activities include
comments about this strategic arcqa intemational policy and priority formulation, export-
are: import licensing for nuclear materials and

equipment, treaty implementation, intemational
Directiv Related issue Papers: information exchange activities, and safety and

-'
safeguards assistance to other countries.

Intemational(#20)-

Research (#22)
-

Other Relevant issue Papers:

4

Operating Reactor Program-

Oversight (#11)
Risk-informed, Performance--

Based Regulation (#12)
Fees (#21)-

Enhancing Regulatory Excellence-

(#23)

.

!

i

:
,

|

4

|
|

^|

1

:
'

,
.
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MISSION-ENABLING STRATEGIC ARENAS (Continued)

Developing internal Support Description:
Mechanisms that Sustain Safety
Activities There are areas of the NRC that do not directly

regulate nuclear reactors, materials, and waste.
Issue papers that may inform your Rather, these functions support the regulatory parts
comments about this strategic arena of the organization. Some of these support areas

<

are: provide a direct service to other parts of the
organization. Other functions exist to ensure that

: - Enhanciru Regulatory Excellence the various units and/or individuals within the! (#23) ~ * agency comply with appropriate statutes and
regulations. '

.

;

,
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CORE RESOURCE STRATEGIC ARENAS

Managing NRC Human Resources Description:

Issue papers that mayinform your The agency staff is the primary resource by which
comments about this strategic arena the NRC fulfills its health and safety mission. Theare:

NRC currently employs approximately 3,000

Directiv Related issue Papers: individuals, located at its headquarters, regional
offices, or other off site locations. The types of
employees range from administrative staff to

Enhancing Regulatory Excellence engineers and scientists to senior managers. When
-

*

(#23)
necessary, the NRC also utilizes contractor support
to accomplish its work. The NRC providesOther Relevant issue Papers:
opportunities to its employees for both in house or
extemal training and development.

- Oversight of the Department of
Energy (#2)

- Operating Reactor Program
Oversight (#11)
Risk-informed, Performance--

Based Regulation (#12)
Research (#22)

-

.
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CORE RESOURCE STRATEGIC ARENAS (Continued)

Managing NRC 's Finances Description:

Issue papers that may inform your The NRC receives an annual appropriation from
comments about this strategic arena Congress. By law, the agency is directed to recover |
are: approximately 100% of that appropriation by

assessing fees to those whom it regulates.
Oversight of the Department of intemally, the NRC's funds are allocated to cost

.

-
'

Energy (#2) centers, such as Reactor Regulation, Fuel Facilities.
NRC's Relationship with and High Level Waste. Multiple offices utilize funds-

Agreement States (#4) from the same cost center for their operations.
Risk-informed, Performance. Similarly, an individual office can utilize funds from-

Based Regulation (#12) multiple cost centers. Centralized controls ensure
Role of Industry (#13) proper fiscal management and practices.-

Fees (#21)-

Research (#22)-

- Enhancing Regulatory Excellence
(#23)

,

<
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CORE RESOURCE STRATEGIC ARENAS (Continued)

Managing information Description:

Issue papers that mayinform your information is a valuable resource - it is both a raw
comments about this strategic arena material and an important output of NRC activities.
are: In the course of it's work, NRC collects, creates,

manages, disseminates, and as required, protects
- Public Communication initiatives the confidentiality of the information. The public

(#14) uses NRC information to participate in the
- Enhancing Regulatory Excellence regulatory process and to evaluate the agency's'

(#23) performance. NRC staff use the information to do
the agency's business.

Information technology is a key tool for managing
information, enabling its communication, and
making it accessible and useful to both employees
and the public.

.

l

l
l

.
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APPENDIX 1

PRINCIPLES OF GOOD REGULATION.

i

The NRC adheres to the following Principles of Good Regulation:,

,

] INDEPENDENT, Nothing but the highest possible standards of ethical performance and
!

professionaksm should influence regulation. However, independence does not imply isolation.
All available facts and opinions must be sought openly from licensees and other interested

*

members of the public. The many and possibly conflicting public interests involved must be
considered. Final decisions must be based on objective, unbiased assessments of all

,

| information, and must be documented with reasons explicitly stated.
2

OPEN. Nuclear regulation is the public's business, and it must be transacted publicly and
candidly. The public must be informed about and have the opportunity to participate in the:

regulatory processes as required bylaw. Open channels of communication must be maintained
j

with Congress, other govemment agencies, licensees, and the public, as well as with the
!intemational nuclear community.

,

'

EFFICIENT. The Amencan taxpayer, the rate-paying consumer, and licensees are all entitled to
the best possible management and administration of regulatory activities. The highest technical

;
and managerial competence is required, and must be a constant agency goal. The NRC must
establish means to evaluate and continually upgrade its regulatory capabilities. Regulatory
activities should be consistent with the degree of risk reduction they achieve. Where several
effective attematives are available, the option which minimizes the use of resources should be
adopted. Regulatory decisions should be made without undue delay.

i.

CLEAR. Regulations should be coherent, logical, and practical. There should be a clear nexus
between regulations and agency goals and objectives whether explicitly or implicitly stated.
Agency positions should be readily understood and easily applied.;

PFI lARI F Regulations should be based on the best available knowledge from research and
operational experience. Systems interactions, technological uncertainties, and the diversity of '

;

licensees and regulatory activities must all be taken into account so that risks are maintained at'

an acceptably low level. Once established, regulation should be perceived to be reliable and not
unjustifiably in a state of transition. Regulatory actions should always be fully consistent with
written regulations and should be promptly, fairty, and decisively administered so as to lend,

stability to the nuclear operational and planning processes.'

. ,

. The effective regulation of users of nuclear materials requires constant vigilance and faithful
| adherence to these basic principles.
1
,

i
a

4

:

)
:
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APPENDIX 11

THE NRC'S SAFETY PHILOSOPHY
.|

in the Atomic Energy Act of 1954, Congress authonzed the civilian use of nuclear energy subject
to regulation by the Commission. The piiiicipal terms of this regulatory mandate " protect

--

health and . safety," " assure the common dGnse and secunty," " minimize danger to life or
property," and " provide adequate protecLW - are not defined in the Act, nor are they self-
explanatory. Sece 1954, therefore, the Commission has been engaged in a continuing process
of interpreting and applying these terms in such a way as to give effect to the Congressional
intent. This process has taken place with Congressional oversight as well as judicial review of
specific NRC alebons. The result has been the creation of a body of regulatims, decisions, and
precuces through which the Commission's safety and safeguards philosophy is expressed. This
philosophy cew,yi!ses seversi closely interrelated elements: defense in depth, licensee

-

responsibility, safety culture, regulatory effectiveness, and accountability to the public. ,

!
:

DEFENSE IN DEPTH ensures that successive measures are incorporated into the design and 1

j
operating procedures for nuclear installations to compensate for potential failures in protection or
safety measures, wherever failures could lead to serious public or national security t

consequences. Protechon and safety must be ensured by sound management and engineering, ;

quality assurance, training and qualification of personnel, comprehensive assessments including '

the effect of human performance on safety and safeguards, attention to lessons leamed from
operating exponence and research, and procedures for mitigating accidents and protecting the
public should multiple system failures or malevolent activities nevertheless occur.

UCENSEE RESPONSIBILITY embodies the pnnciple that, although the NRC is responsible for
developing and enforcing the standards goveming the use of nuclear installations and materials,
it is the licensee who bears the primary responsibility for conducting those activities safely. The
NRC's role is not to monitor all licensee activities but to oversee and audit them. This allows the
agency to focus its inspection, licensing, and other activities on those areas where the need, and
the likely safety and safeguards benefit, is greatest.

SAFETY CULTURE recognizes each licensee's responsibility to establish and maintain a set of
attitudes that ensure safety issues get the attention they warrant. A safety culture encourages a
questioning and loaming attitude toward protection and safety and discourages complacency. It
reflects an understanding that safety and protection are permanently the highest priority; that
problems must be identified and addressed promptly and appropriately; that individuals at all
levels must know their msponsibilities and have suitable training; and that, within the
organization, effective communication on protection and safety must be ensured.

REGULATORY EFFECTIVENESS emphasizes the approach that, because safety is paramount.

in the Commission's regulatory program, certam standards and practices to ensure adequate
protection will be required, whatever the cost. Over and above that baseline, additional safety
upgrades will be required only if their benefits justify the added cost. In implementing its
program, moreover, the NRC is conscious of the need to foster efficiency, so that a given level of
safety and safeguards can be achieved through the most cost-effective means. NRC's
requirements and regulatory approaches must reflect state-of-the-art information, taking into
account accumulated operating experience, technological developments, and progress in
research.

.
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APPENDIX 11 (Continued)

THE NRC'S SAFETY PHILOSOPHY
|
l

! ACCOUNTABluTY TO THE PUBUC dictates that just as licensees are accountable to the NRC,
I so too is the NRC accountable to the American people and their elected representatives, the

Congress. For the NRC, part of accountability entails being candid with the public about what it
is doing and why, as well as acknowledging the public's interest in safety issues and its right to

|
know, in addition, the NRC recognizes that the Atomic Energy Act ensures that the public has an

; important role to play as the agency addresses issues of safety and health. For members of the
| pubic to perform that role, they need sound, complete, and up-to-date information from NRC. A

key element'of the NRC's safety philosophy is that nuclear regulation is the public's business.'

|

I

-

|

i

e
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APPENDIX lli

NRC ORGANIZATIONAL VALUES

in 1991 the Commission issued the NRC Principles of Good Regulation as a guide to both
agency decision-making and individual conduct as NRC employees. These principles of
independence, Openness, Efficiency, Clanty and Reliability are fundamental guideposts in
ensuring the quality, correctness and consistency of our regulatory activities. Complementing
these principles are the organizational values that influence our day-to-day interactions. To
promote continued success in our mission, we strive to demonstrate the following organizational
values:

Integrity in our' working relationships, practices and decisions

o Promote adherence to high standards of conduct and ethical behavior in all of our activities
and interactions

o Hold the public's trust in high regard and constantly strive to achieve and maintain it
o Meet our commitments, exceed expectations, and do what is right

Excellence in both ourindmdual and collectin actions
.

o Base our actions on h6gh-quality work and hold ourselves accountable for those actions
o Continuously evaluate and improve our performance through candid self-assessments and

rigorous pursuit of training and developmental opportunities
o Encourage creativity and acknowledge the uncertainties associated with innovation

Service to the public and others who are affected by our work

o Respond to the needs of those whom we sterve
o Understand and take responsibility for the effect of our actions on others

Respect forindividuals' roles, diversity and viewpoints

o Treat everyone with faimess, dignity, and sincerity
<

o Understand and appreciate the perspective of others

Cooperation in the planning, management, and work of the agency

o Work as a team creating an environment in which everyone can contribute, take pride in the
organization and feel responsible for its success

o Recognize that the combination of our individual talents produces the highest quality wo,''
o Promote employee involvement in agency decision-making

Commitment to protecting public health and safety

o Hold the health and safety of the public as our first priority
o identify and thoroughly assess health, safety, and environmental issues, and ensure that they

are resolved in a timely manner
o Work to achieve a reasonable balance between risks and benefits to the public in our

regulatory activities

CSSP\fw#11.wpd Page 24 9/6/96/1515
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APPENDIX lli (Continued)

NRC ORGANIZATIONAL VALUES

Openness in communications and decision-making
,

o Encourage discussion and openly seek all available facts and opinions
o Listen carefully and respectfully to others and welcome diverse views
o infonn others of the basis for our actions and decisions

,

i

.

I

!

w

4

1
. .

.
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APPENDIX IV

|
DIRECTION SETTING ISSUE PAPER DEVELOPMENT;

,

i
1 DSI

| No. Direction Setting issue (OSI) Title DSI Paper Disposition

i 1 RegulE4|6g Areas of Uttle Public Risk Topic addressed in the context of DSl 12.
: 2 Oversight of the Department of Energy Released for Stakeholder Comment,e

3
q Dual Regulation with Other Federal Agencies Topic addressed in the context of DSis 7 and 12.
j 4 NRC's Relationship with Agreement States

Released for Stakeholder Comment.
5 Low-Level' Waste

Released for Stakeholder Comment.
,

6 R$,-Level Waste and Spent Fuel
Released for StakehaMar Comment.1

! 7 Materials / Medical Oversight
Released for Stakeholder Comment.2

! 8 Regulating a Small Number of Licensees
The Commission does not view the issues in thisi

4 paper to be at a level that warrant further
conssderation within the context of Direction j; Setting issues in the Strategic Assessment and

.i Rebaselining effort.
; 9 Decommissioning - Non-Reactor Facilities

Released for Stakeholder CG 6.vient.
f 10 Reactor Licensmg for Future ApF .gias Released for Stakeholder CommentA
t
*

11 Operating Reactor Program Oversight Released for Stakeholder Comment.
12 Risk-informed, Performance-Based Regulation Released for Stakeholder Comment.

i 13 Role ofIndustry
Released for Stakeholder Comment.

I 14 Public Communicatxm initiatives Released for Stakeholder Comment.
15 Management Philosophy The Commission believes that this issue paper

i
i presents intemal issues. Therefore, it should not

be included in the set of papers for er,tablishing
preliminary Commission views or for stakeholder
comment. However, the Commission believes,

j that the issue paper as presented addresses
; issues, options, and strategies which should be
i

addressed by the EDO following final decisions on
j the DSis.
.

| 16 Information Resources Management Planning The Commission believes that no further action
should be taken on this issue paper because it
has been superseded by the Commission's
implementation of the information Technology
Management Reform Act.

,
-
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i DIRECTION SETTING ISSUE PAPER DEVELOPMENT

DSI
No. Direction Setting issu(- (DSI) Title DSI Paper Disposition

17 Management and Organization The Commission believes that this issue paper
presents intemal issues. Therefore, it should not
be included in the set of papers for establishing
preliminary Commission views or for stakeholder
comment. However, the Commission believes
that the issue paper as presented addresses
issues, options, and strategies which should be
addressed by the EDO following final decisions on
the DSis.'

18 Staffing and Core Capabilities The Commission believes that this issue paper
presents intemal issues. Therefore, it should not
be included in the set of papers for establishing
preliminary Commission views or for stakeholder
comment. However, the Commission believes
that the issue paper as presented addresses
issues, options, and strategies which should be
addressed by the EDO following final decisions on
the DSis.

19 Independent Oversight The Commission does not believe that this issue
isdirection setting and believes that it should not
be included in the set of issue papers for public
comment.

20 Intemational Activities Released for Stakeholder Comment.

21 Fees Released for Stakeholder Comment.

22 Research Released for Stakeholder Comment.

23 Enhancing Regulatory Excellence Released fcr Stakeholder Comment.

24 Power Reactor Decommissioning Released for Stakeholder Comment.

L
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STRATEGIC ASSESSMENT ISSUE PAPER
|.

|

|
,

DSI 7: MATERIALS / MEDICAL OVERSIGHT

INTRODUCTION

In August'I995, the Nuclear Regulatory Commission (NRC) staff initiated a I
IStrategic Assessment and Rebaselining Project. This project was intended to

take.a new look at the NRC by conducting a reassessment of NRC activities in ;

order to redefine the basic nature of the work of the agency and the means by !
which that work is accomplished, and to apply to these redefined activities a |
rigorous screening process to produce (or rebaseline) a new set of i
assumptions, goals, and strategies for the NRC. The results of this project ;

are intended to provide an agency-wide Strategic Plan which can be developed i

and implemented to allow the NRC to meet the current and future challenges.
IA key aspect of this project was the identification and classification of

issues that affect the basic nature of NRC activities and the means by which I

this work is accomplished. These issues fall into three categories. The !
first category includes broad issues defined as Direction-Setting Issues
(DSIs). DSIs are issues that affect NRC management philosophy and principles.
The second category includes subsumed issues. Subsumed issues are those that .
should be considered along with the DSIs. The third category includes related
issues. These are issues that should be considered after the Commission makes
a decision on the option (s) for a DSI. Also, as part of the project, other
issues of an operational nature were identified. These are not strategic
issues and are appropriately resolved by the staff, and are not discussed in
the issue papers.

Following the reassessment of NRC activities, issue papers were prepared to
provide a discussion of DSIs and subsumed issues, and to obtain a review of ,

these broad, high-level issues. These papers are intended to provide a brief |

discussion of the options as well as sumaries of the consequences of the
options related to the DSIs. Final decisions related to the DSIs will
influence the related issues which are listed, but not discussed, in each
issue paper. As part of the Strategic Assessment and Rebaselining Project,
the issue papers are being provided to interested parties and to the public.
Following distribution of the issue papers, a series of meetings are planned
to provide a forum to discuss and receive coment on the issue papers. After
receiving public coment on the issue papers, the Commission will make final
decisions concerning the DSIs and options. These decisions will then be used
to develop a Strategic Plan for the NRC. In sumary, the Strategic Assessment
and Rebaselining Project will analyze where the NRC is today, including
internal and external factors, and outline a path to provide direction to move
forward in a changing environment.
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DSI 7 MATERIALS / MEDICAL OVERSIGHT

I
I. SUMMARY

A. Direction-Setting Issue

The Nucle.ar Regulatory Commission (NRC) Byproduct Materials Program currently ,

regulates approximately 6,400 specific and 35,000 general licenses for the
possession and use of nuclear materials in medical, academic, and industrial
applications. The Materials Program includes licensing and inspection '

activities, primarily administered by the NRC regional offices, and exempt
distribution licenses and sealed source and device (SS&D) reviews, which are ;

handled by NRC Headquarters. The various regulated products and uses range |

from large quantities of radioactive materials in complex devf ces or in the
manufacture of radiopharmaceuticals to small quantities in radioactive tracer
studies or in simple devices. The NRC is evaluating the. level of control and
regulation needed to oversee its diverse Nuclear Materials Program. Many of ,

the applications pose similar risks and could be regulated by other Federal
and State agencies. Specifically, the NRC has been considering whether to
continue to regulate or to revise its oversight of the medical uses of nuclear
byproduct materials. To obtain input on the medical regulation issue, the NRC

.
contracted with the National Academy of Sciences (NAS), Institute of Medicine
(IOM), to perform an external review and to assess the adequacy and !

'

appropriateness of the current regulatory framework. The IOM final report, ;

" Radiation in Medicine: A Need fo= Regulatory Reform," provides
reconsnendations to give regulatory authority over medical uses to the States,
with a Federal agency other than the NRC providing leadership and guidance'. ;

A decision on the Medical Use Program may effect a rethinking of the NRC's
fundamental philosophy on the extent to which it should regulate other nuclear
materials. This issue paper provides options _ associated with the Direction-
Setting Issue (DSI) of what should be the future role and scope of the NRC's i

'Nuclear Materials Program, and in particular, NRC's regulation of the medical
use of nuclear material. The options include expanding, retaining and
revising, retaining in part, or eliminating the Nuclear Byproduct Materials
Program with particular emphasis on medical use. '

B. Options

Option 1: Increase Regulatory Responsibility With Addition of X-Ray,
Accelerators, and Naturally Occurring and Accelerator-Produced Radioactive
Materials

This option would transfer the regulatory responsibility for non-Atomic Energy
Act of,1954, as amended (AEA), sources of ionizing radiation, such as x-ray,
linear accelerators, and naturally occurring and accelerator-produced

''See Attachment, " Regulation of Radiation in Medicine - IOM lssues"
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DSI 7 MATERIALS / MEDICAL OVERSIGHT

radioactive materials (NARM), from other Federal agencies and the States to
| the NRC. An Agreement States Program would continue. Legislation would be

required to implement this option.;

|

Option 2: Continue Ongoing Program (With Improvements)
(

This option would maintain the current regulatory responsibility of the NRC j

and the States, while making continual improvements to increase efficiency and
i

| revising regulations to be raore risk-informed and performance-based rather
| than prescriptive. Some of these improvements are currently ongoing (business
~ process reengineering (BPR]) or are on temporary hold (revirion of Part 35 of

Title 10 of the Code of Federal Reaulations (10 CFR Part 35]). Legislation
would not be required.

Option 3: Decrease Oversight of Low-Risk Activities With Continued Emphasis
of High-Risk Activities

This option would decrease regulatory responsibility for all materials that !
'

pose a low risk to the workers and the public. Examples of these materials
| include diagnostic nuclear medicine, gas chromatographs, some portable gauges,
i

and so on. Tts NRC would retain oversight of SS&D reviews, manufacturers and j

distributors, and high-risk applications, such as medical therapy,
radiography, and large irradiators. Specific regulations and guidance in the
high-risk area would be revised to make them more risk-informed and
performance-based. |

Option 4: Discontinue Regulation of All Medical Activities Except NRC
Oversight of Devices and Manufacturers (Nati' aal Academy of Sciences
Recomendation)

In this option, the regulatory authority over all medical uses of byproduct
material would be given to the States, with a Federal agency (not NRC) in a
guidance leadership role. The NRC would retain authority for SS&D reviews,
manufacturers and distributors, and all nonmedical applications. Findings
under Section 81 of the AEA for exemption or legislation would be required to
discontinue NRC responsibilities over medical uses. Legislation would be
required to give authority to the States and to name a lead Federal agency.

Option 5: Discontinue Materials Program

In this option, the regulatory authority for byproduct material applications
would be given to another Federal agency or the States, with the assumption

,

'

that an acceptable level of safety would be maintained. The NRC would have no
remaining authority for any byproduct materials oversight. Legislation would

,

|
be required.

:
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II. DESCRIPTION OF ISSUES :

1

A. Background / Bases '

i The key considerations in reexamining the role and scope of NRC's Byproduct I

j Materials Program, and specifically its regulation of the medical use of |

byproduct material, are NRC's responsibilities as defined by the AEA to
protect public health and safety, the common defense, and the environment.;

Although the Byproduct Materials Program must be performed in response to the i-

AEA, the AEA also provides NRC with broad authority regarding the standards
and processes that it applies in implementing this responsibility. This issue
paper addresses the extent or scope of a Byproduct Materials Oversight Program
necessary to ensure adequate protection in the use of byproduct materials.

Section 81 of the AEA directs the NRC to regulate the manufacture, production, i

transfer, receipt in interstate connerce, acquisition, ownership, possession,
import, and export of byproduct material. Among other things, Section 81
authorizes the NRC "to issue general or specific licenses to applicants
seeking to use byproduct material." Byproduct material is defined in Section
11e(1) of the AEA as nuclear materials created or made radioactive by exposure
to the radiation during the fissioning process in a reactor. As provided
under the AEA, the NRC also regulates Federal licensees in all States. The
NRC has only limited responsibility, however, for regulating uses of nuclear
material by the Department of Energy or the Department of Defense.

The nuclear materials licensees can be categorized into several major groups
ccvering various products and uses regulated by the NRC and the Agreement
States, under either a specific license or a general license.2

1. Specific Licensed Nuclear Materials

These groups include (1) broad-scope materials licenses; (2) manufacturers and
distributors; (3) hospitals, clinics, nuclear pharmacies, and private
physicians; (4) limited research and development operations; (5) measuring
systems; (6) irradiators; (7) industrial radiography; (8) Well logging; and
(9) other material licenses. All of these licensees are regulated under
applicable provisions in 10 CFR Parts 19, 20, and 30 for dyproduct materials.
In addition, individual sections of Title 10 provide specific requirements for ,

some activities, such as medical, radiography, and irradiators.
|

l
|' In addition, the Commission has exempted certain nuclear materiai

uses, activities, and products from regulation. The most widely exempted !

products are residential smoke detectors that contain small quantities of !
'americium-241.
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i

Presented below are descriptions of the major groups of nuclear materials
licensees regulated by NRC and the Agreement States that require a specific,

license.
,

1
'

a. Broad-Scope Materials Licenses

The broad-scope licensees include universities, medical schools, large medical
centers, large manufacturers, and research and development facilities that
cannot operate under a more limited specific license without seriously
disrupting their programs. These licensees use-nuclear materials for a wide

,

,

' variety of activities, including research and development, laboratory testing,4

and medical diagnosis and therapy. Broad-scope licenses authorize the use of
any byproduct material by anyone in accordance with review and approval
procedures and criteria established by the radiation cafety committee. Under
the broad-scope license, the NRC places significant rc iance on the
organization's radiation safety committee and radiation safety officer to
ensure that NRC's regulations are met. At present, the NRC regulates about
300 broad-scope licensees."

b. Manufacturers and Distributors

Manufacturers and distributors of nuclear materials include those that
fabricate SS&Ds (e.g., brachytherapy sources, portable gauges, radiography.
cameras), as well as those that make radiopharmaceuticals. The manufacturers
usually use unsealed nuclear materials that must be controlled to a greater
extent than sealed materials. Currently, NRC licenses 129 manufacturers and
distributors under 10 CFR Part 32. Twenty of these manufacturers also have
received broad-scope licenses from the NRC.

Hospitals, Medical Clinics, Nuclear Pharmacies, and Private Physiciansc.

The Medical Use Program represents approximately one-third of NRC's nuclear
. materials licensees and includes uses of byproduct material in medical
diagnosis, therapy, and research. Currently, there are approximately
2,000 NRC licenses authorizing the medical use of byproduct material under
10 CFR Part 35.

d. Limited Research and Development Operations

Research and development licenses are issued for possession and use of
specifically designated radionuclides in academic institutions, industrial
facilities, and medical institutions. for nonmedical use. The NRC regulates
approximately 500 limited research and development licensees under applicabic
sections of 10 CFR Parts 20 and 30.
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e. Measuring Systems j
l

Measuring system licenses are issued for the possession and use of measuring !

devices and are regulated under applicable sections of 10 CFR Parts 20, 30,
and 70. Measuring systems include fixed gauges for measuring or controlling
parameters, such as material density, flow,' thickness, or weight; portable
gauges, such as moisture-density gauges used at fixed locations; x-ray
fluorescence analyzers; gas chromatographs; and others. The NRC regulates
approximately 2,200 measuring system licensees. 1

I

f. Irradiators

Irradiator licensees use radiation for purposes such as sterilizing blood
products, disposable medical supplies, and food and polymerizing compounds in
wood finishes. Irradiators are also used for some recearch applications. ;I

Approximately 40 irradiator licensees are authorized, pursuant to 10 CFR Part |36, to possess radioactive material in excess of 10,000 curies each for use in
irradiation activities. Several commercial NRC-licensed irradiator licensees I

'use more than 6 million curies to process materials in their facilities. The
NRC regulates 204 irradiator licensees.

g. Industrial Radiography

In industrial radiography, radiographers use sealed radiation sources to make
x-ray-like pictures of metal objects such as pipes and valves. Radiography is
a form of nondestructive testing that uses radiation from sealed sources
(principally iridium-192 and. cobalt-60) to examine the internal structure of
objects. The portable radiography devices may contain radioactive sources
with as much as 200 curies of iridium-192 or 100 curies of cobalt-60. The NRC
has issued about 160 industrial radiography licenses pursuant to 10 CFR
Part 34.

h. Well Logging

In well logging, sealed nuclear sources, unsealed radioactive trace material,
and radioactive markers are used for subsurface surveying to obtain geological
information. The testing procedures are primarily used in oil, gas, and
mineral exploration to identify subsurface geologic formations. NRC licenses
about 60 firms for well logging under the provisions of 10 CFR Part 39.

1. Other Material Licenses

The other types of materials uses that require a specific license include such
diverse activities as nuclear laundries, which clean protective clothing
contaminated with radioactive material; leak test and other service companies
that provide services to other licensees to leak test sealed sources or
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I
devices containing sealed sources, to analyze leak test samples, to calibrate i

radiation survey or~ monitoring equipment, or to repair devices containing l

sealed sources; waste disposal services; and other:. The NRC has about 900 i
licensees performing these remaining diverse activities,!

i

|
2. General Licensed Devices )
Although specific licensees must submit a license application to the NRC and
receive a written specific license, this is .not the case for most general
licensees. An NRC general license becomes effective on the basis of the
general license provisions in NRC's regulations. In most cases, a general
license is effective without the filing of an application with the Commission
or the issuance of a licensing document to the license holder. An example
would be the acceptance of a nuclear materials product at the point of sale,

'

which would make the buyer a general licensee.

General license provisions authorize a variety of am.'vities, such as holding
title to licensed material, as well as use of licensed material contained in a
device. The generally licensed devices must meet regulatory standards for
design and manufacture so that they may be used by persons with minimal
instruction in their proper use. (As previously discussed, manufacturers and
distributors of devices intended for use under a general license must be
specifically licensed for this purpose.)

Examples of these devices include static eliminators, nuclear gauges, and
self-luminous signs. An NRC database indicates that there are approximately
35,000 general licensees that use about 600,000 regulated devices.

3. Exempt Distribution Licenses

In addition to specific and general license products and uses, the Comission
has exempted certain nuclear material products, quantities, or concentrations
from the requirements for a license and from the regulations. These
exemptions have been made with prior findings that such exemptions will not
constitute an unreasonable risk to the common defense and security and to the
health and safety of the public. Exemptions have been authorized for products
such as gemstones, watches with tritium paint, and smoke detectors, once there
has been an initial transfer or distribution of the product.

4. Sealed Source and Device Reviews

The NRC further exercises its statutory responsibilities by the certification
or registration of SS&Ds. SS&D manufacturers submit specific information on
manufacturing techniques, prototype test results, and other data related to
engineering and radiation safety to the NRC or the appropriate Agreement i

State. These data are evaluated and an SS&D certificate is issued after a
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determination is made that the product is safe for the proposed uses. The NRC
maintains a registry of SS&Ds approved by the NRC and the Agreement States.
Applicants for specific licenses can reference these approved products in
their applications.

B. External Factors

Notwithstanding the aforementioned oversight process, the operational history
!

and knowledge base inherent in the current nuclear materials industry allows '

opportunities for streamlining NRC's Regulatory Program. The nuclear
materials industry, with an operational history exceeding 40 years, has a firm
foundation in the knowledge and understanding of the properties of nuclear
materials and the applicable handling and radiation safety procedures, as well
as the metallurgical and engineering requirements for fabricating SS&Ds.
However, even with such an operational history, some factors, such as
technological advances and aging equipment, may affect streamlining
considerations.

1. Technological Advances

The nuclear materials industry has been and will continue to be affected by
technological advances in other fields. For example, advanced computer
technology has been combined with the use of sealed sources for new products
and devices. This has been the case especially in radiation medicine with the
advent of the gamma knife (used for brain radiosurgery) and remote
afterloading brachytherapy devices. Technological enhancements are not
limited to radiation medicine. As the SS&Ds are affected by more
sophisticated nonnuclear technology, the regulations, review process, and
qualifications of NRC technical staff required to review these applications
may change. In the case of the gamma knife, for example, there are no
specific medical use requirements in 10 CFR Part 35, although the regulations
do address procedures for conventional cobalt-60 teletherapy devices.

2. Aging Equipment.

Additionally, with a mature industry, some licensed nuclear material devices
are becoming old and/or obsolete. One result may be increased mechanical and
metallurgical problems. Aging devices may warrant special consideration when
and if the NRC undertakes to streamline its Regulatory Program, especially in
the areas of routine inspections and guidance to licensees.

3. External In:erest

Unlike the organized opposition to nuclear reactors or nuclear waste disposal,
the public (in most cases) has been supportive (at times, by remaining silent)
on the use of nuclear materials in medicine, industry, and commerce. There
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have been times, however, when the public has expressed concern about new uses
of nuclear radiation (e.g., opposition to irradiation of fresh foods). For
the most part, the external interests in the Materials Program.have involved a
few concerned citizens, licensees and their associations and professional
societies, and the news media. The print media have published in-depth
articles on issues such as radiation medicine misadministrations that have
resulted in deaths; radioactively contaminated sites whose licenses have been
terminated; and reconcentrated radioactive sewage sludges found at sewer
treatment facilities. Additionally, Congress has shown and continues to show
interest in the Nuclear Materials Programs of both NRC and the Agreement
States.

An example of this external interest is found in the medical use of byproduct
Gaterials. During the past several years, the medical community, regulated by
NRC and Agreement States, has been very vocal on specific requirements of
Part 35. In general, this medical comunity, including physicians,
physicists, pharmacists, hospitals, professional associations, and others,
regards the detailed prescriptive requirements of Part 35 as unnecessarily
burdensome. A specific target has been the regulation on " Quality Management
Program and Misadministrations" (the QM rule), which became effective on
January 27, 1992. The medical community has asserted that the requirements
are an intrusion into medical practice, are cost-ineffective, and have no
utility. The QM rule was strongly opposed by several professional societies,
which made their views known to the Office of Management and Budget (OMB). In
June 1992, OMB disapproved the record collection requirements of the QM rule
on the basis that the NRC had not demonstrated that the rule would yield
significant benefits. The NRC Comissioners overrode the OMB determination,
citing the necessity of the information collection requirements for public
health and safety. In addition, the American College of Nuclear Physicians
and the Society of Nuclear Medicine took the NRC to court to overturn the QM
rule. The court ruled in favor of the NRC. Shortly after, in November 1992,
a patient in Indiana, Pennsylvania, died as a result of a therapy
misadministration. A month later, the Cleveland Plain Dealer ran a week-long
series entitled " Lethal Doses: Radiation That Kills." These events resulted
in congressional hearings on NRC's Medical Radiation Program and its Agreement
States Program that raised questions about the adequacy of control of the
medical use of byproduct material by the NRC and the Agreement States. As a
result of the two opposing, strongly held views of the regulated medical
connunity, and Congress and the media, the Commission directed the staff to
reevaluate the Medical Use Program with the assistance and advice of the NAS.
To that end, the staff contracted with the Institute of Medicine of the NAS to
perform the external review mentioned earlier in this issue paper. The report
of that review, " Radiation in Medicine: A Need for Regulatory Reform," is
discussed in .the Attachment to this paper, " Regulation of Radiation in
Medicine - IOM Issues"
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4. Full Cost Recovery

Another significant external factor is the Omnibus Budget Reconciliation Act
of 1990, which requires that the NRC recover almost 100 percent of its budget
authority. The number of NRC licensees has declined since about 1990 due
primarily to the requirement for full fee recovery. This declining trend will
continue, with the number of licensees decreasing by about one third if States I
that are currently negotiating agreements (Massachusetts, Pennsylvania, Ohio, ]
and Oklahoma) become Agreement States and additional States continue to pursa '

this status. The reduced number of NRC licensees will further compound the
full-fee-recovery cost issue, even though the BPR efforts will likely reduce
licensing fees for some categories of NRC licensees. Also, State interest in
becoming an Agreement State may be reduced by NRC changes in funding for
Agreement State training and technical assistance.

C. Internal Factor

In addition to the described external factors, an ongoing internal initiative
could affect any decision on the role and scope of the Nuclear Mateiials
Program.

Business Process Reengineering

In 1994, the staff began a major reevaluation of the regulatory process in
NRC's oversight of licensed materials. This reevaluation is being carried out
as part of a BPR effort. Phase I was completed in the spring of 1995. This
phase was directed toward proposing a fundamentally new approach to materials
licensing designed to (1) perform at least an order of magnitude faster than
the current system; (2) be supported by clear, consistent, and timely
regulatory guidance; and (3) ensure that no adverse effect on public health
and safety results from its implementation. The new process will use modern
information technology to streamline operations. The new approach focuses on ;

including performance requirements in NRC's regulations, discontinuing the
current practice of incorporating licensee practices and procedures in license
conditions, and considering changes to the duration of materials licenses. As
part of these efforts, a rulemaking has been promulgated to extend qualified
materials licenses for an additional 5 years.

It is envisioned that the BPR will have a significant impact on the entire
Nuclear Materials Program during the next several years. The number of
licensing actions should significantly decrease, as should the amount of
required review time. Inspections for certain materials licensees will be
streamlined or eliminated. Overall, as a result of the reengineering efforts,
the NRC's Materials Program should be significantly more efficient and
responsive to both the public and licensees. During the past several years,
the NRC's Materials Program has remained at about the same level in the use of
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staff and resources. However, in fiscal year 1997 the program will begin to
decrease in both staff and technical assistance contractual support. This
decrease is due, partially, to the increased efficiencies in licensing and
inspection anticipated from BPR, and partially from additional Agreement
States.

III. DISCUSSIONS

A. Discussion of Direction-Setting Issue

The key considerations in reexamining the role and scope of NRC's Byproduct
Materials Program, and specifically its regulation of the medical use of
byproduct material, are NRC's responsibilities as defined by the AEA to
protect public health and safety, the common defense, and the environment.
Although the Byproduct Materials Program must be performed in response to the !

AEA, the AEA also provides NRC with broad authority regarding the standards i

and processes that it applies in implementing this responsibility. |

Also to be considered is the interpretation that the Commission has adopted
and implemented that medical patients are included in the "public."

The options on the role and scope of the Nuclear Materials Program are the
result of management and staff review and subsequent initiatives such as the
Medical Management Plan, BPR, and planned revisions to 10 CFR Parts 34 and 35.
Other factors influencing the development of options included resource
limitations, growth in the number of Agreement States, a desire for increased
efficiency and effectiveness, and the recomendations of the IOM.

Although the primary focus of the Byproduct Materials Program is on protecting
public health and safet/, it must also ensure that the extent of control is
tempered by the risk to the public. The focus should be on the safety-

significant issues and on providing timely and consistent geidance and
licensing that will allow licensees to meet the regulations and standards in
the most efficient and economic way. In turn, these considerations need to be
viewed in terms of a broader, changing environment. For example, it is
anticipated that the number of Agreement States will increase over the next 5
years, significantly reducing the number of NRC licensees. The NRC will need
to consider what steps to take to account for the anticipated reduction in
resources. Although the BPR process is a step in the right direction,
additional steps need to be initiated. The NRC may also have to consider
chkuges in how it regulates areas of low public risk. This issue paper
addresses the extent or scope of a Byproduct Materials Oversight Program
necessary to ensure adequate protection in the use of byproduct materials.

RELEASE DATE: SEPTEMBER 16, 1996 11 DSI 7

. .



_ _ . . _ . _ _ ._.. _ . _ _ _ _ _ _ _ .._ . _ _ _ _ ._ _ _ _ _

.

.

DSI 7
MATERIALS / MEDICAL OVERSIGHT

|

B. Discussion of Subsumed Issue
'

As a part of selecting an option on the future role and scope of the NRC's
Byproduct Materials Program, the following strategic issues should be

| considered and resolved as a result of this issue paper.
1

Issue: What should be the role of NRC in regulating the medical use of
nuclear material?

|
Under the AEA, NRC has responsibility for two categories of radiation medicine
use. Regulation of these two broad categories represents approximately one-
third of NRC's Nuclear Materials Program. One category of radiation medicine
is nuclear medicine, which employs radioactive drugs (radiopharmaceuticals).
These drugs usually contain only very small quantities of radioactive
material, which is used primarily for the diagnosis and followup of disease.
Nuclear medicine occasionally includes the use of larger quantities of
unsealed radioactive material ~for therapy, especially for diseases of the
thyroid gland. The other category of radiation medicine is radiation therapy
(radiation oncology). In radiation therapy, larger quantities of radioactive
material, usually in the form of sealed sources, are used primarily in cancer
treatment. Sealed quantities of radioactive material are used both external

| to and within a patient. Sealed radiation sources regulated under the AEA are
used in about 25 percent of radiotherapy treatments. Radiation produced by
electronic devices not regulated under the AEA, such as x-ray equipment and
linear accelerators, is used in the other 75 percent of treatments.

| Therapeutic radiation devices,'such as a gamma knife, may contain more than
! 6,000 curies, while diagnostic nuclear medicine procedures ety be limited to
| microcurie or millicurie quantities.
|

| By authority of the AEA and Comission policy, the NRC regulates the medical
| use of nuclear materials as necessary to provide for the radiation safety of
| workers and the general public. NRC also regulates the radiation safety of
! patients when justified by the risk to patients, but minimizes the agency's
| intrusion into medical judgments affecting patients and into other areas
'

traditionally considered to be the practice of medicine. The NRC recognizes
that physicians have primary responsibility for the protection of their

.

patients. NRC regulations assume that authorized physician users, with
I appropriate training and experience, will make decisions in the best interest

of their patients.

Over the years, the Commission has made a concerted effort to improve and
strengthen the Medical Use Program. Following a 1976 report of hundreds of
patient overexposures at Riverside Methodist Hospital in Columbus, Ohio, NRC
took action to upgrade its regulation of radiation sources in medical use.
Also, in February 1979, NRC issued a policy statement to guide its Regulatory

|
Program in the medical area. A fundamental tenet in the policy statement is

1

'
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the commitment to protect patient safety without intrusion into the practice
of medicine. However, there has been frequent tension with the regulated
medical comunity on a number of medical use regulatory initiatives that have
been opposed by members of the regulated comunity as an intrusion into the
practice of medicine. This. tension and opposition to NRC's regulation of the
medical u'ses of byproduct material have been a continuing problem.

Additional problems arise from the jurisdictional responsibilities for the
different sources of radiation. Jurisdiction over various aspects of the
regulation and use of ionizing radiation in medicine is exercised by both the
Federal Government, primarily through the Department of Health and Human
Services, the rood and Drug Administration (FDA) and the NRC, and the States.
Within this regulatory framework, the NRC has jurisdiction over the medical
use of byproduct and special nuclear material and regulates radiation safety
associated with the actual use of these products. The FDA regulates the

| manufaci.ure and distribution of radiopharmaceuticals, biologics, and medical
devices for safety and efficacy. For the most part, FDA does not regulate at,

| the user level. The States have broad regulatory authority over the general
| public health and safety of their residents. This includes authority over the
| use of all sources of ionizing radiation, except AEA material, which is
| regulated by the NRC. The States control most of radiation medicine, but the

degree to which they exercise control varies from State to State.!

! In 1992, the staff began to develop a Medical Management Plan to guide the
conduct of the Medical Use Regulatory Program. Although delayed as a result
of staff actions in response to a radiation therapy misadministration and the
associated patient fatality, media interest, and congressional hearings, the
plan was subsequently completed and initiated. In parallel, the staff was
directed by the Commission to initiate an external review of. the Medical Use |
Regulatory Program.

As a result, NRC contracted with the NAS in 1994 for the IOM to conduct that
external review, addressing not only the role of the NRC but also the roles of
the FDA and the States in this area. The IOM has completed its review and
recomended that regulatory authority over medical uses of byproduct material|

; be given to the States. The IOM also recomended that only licensed users
have access to byproduct material and identifies the Department of Health and
Human Services (DHHS) as the agency that should exercise a leadership role in
the radiation safety comunity. Further, the report suggests that DHHS assist
in developing recommended State laws and regulations, act as an information
clearinghouse, and distribute resources for training and research.

The NRC has reviewed the IOM recomendations at length and has held several
public meetings on them. As of August,1996, the NRC had received 41 coments
on the subject. Although some comentors supported the recomendations, the
CRCPD expressed concern about the elimination of the entire medical use

i

|
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program and the absence of Federal authority in the medical use area. DHHS I

stated that it could not support the recommendation that it provide the
leadership role suggested by IOM. A more extensive summary of the
reconnendations and comments appears in the Attachment to this paper,
" Regulation of Radiation in Medicine - IOM Issues"

IV. OPTIONS

In this section, the five options described earlier are detailed, including,
if applicable, required regulatory or legislative changes, impacts, resource
implications, and the reaction of stakeholders.

Option 1: Increase Regulatory Responsibility With Addition of X-ray,
Accelerators, and Naturally Occurring and Accelerator-Produced Radioactive
Materials

Option

Under this option, the NRC would continue with its ongoing program and
improvements and seek legislation for regulatory oversight of other sources of
ionizing radiation, including x-ray, accelerators, and discrete NARM Discrete
sources of NARM include radium sources used in medicine and industry and the
wastes resulting from cyclotrons and linear accelerators. They do not include 1

wastes from the mining and processing of radium or other radionuclides. An |
Agreement States Program would continue. This option would significantly
increase NRC's jurisdiction in the control of ionizing radiation; it would
result in responsibility being taken away from other Federal agencies and the
States. Variations of this option could include consideration of limiting
oversight to specific applications, such as industrial and commercial uses, or
to only those applications that pose a high risk (Option 3).

Regulatory Changes

Legislation would be needed to remove the responsibility for the regulation of
these sources of radiation from other Federal agencies and the States and to

transfer it to NRC. Coupled with this action would be new and revised policy
statements, such as the 1979 Medical Policy Statement, memoranda of
understanding with other Federal agencies, and agreements with the Agreement
States. -Rulemaking to expand and modify existing regulations and generation
or revision of the companion guidance documents for the NRC staff and I

licensees would be necessary.

I
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i

Impacts
j

! This option would ensure increased uniformity and consistency in the
regulation of all sources and uses of ionizing radiation. It would avoid

,

substantive differences in regulations and oversight between AEA and non-AEA'

sources of radiation. Also, it could eliminate regulatory advantage of one
raabtion modality over another for a given application (e.g., x-ray
radiography versus gamma radiography). This option would require an expansion
of NRC's technological base to include specialists in x-ray and accelerator
equipment, and the medical and commercial uses of this equipment. It would
result in a significant increase in the number of NRC licensees (which would
multiply 5 to 10 times), especially in the medical area. This increase would
require additional personnel and physical resources, including .the possibility
of additional regional offices. Such wide-sweeping legislation may be
difficult to support in the absence of a compelling safety problem.

The resources required to develop the necessary legislation would include
resources from the other Federal agencies currently providing some radiation
protection or source and device oversight (e.g., FDA, the Environmental
Protection Agency (EPA]), as well as NRC. A comprehensive program that would
implement such legislation, that is to regulate all discrete NARM, including
promulgation of regulations, guidance development, and inspection at
frequencies comparable to those of similar NRC licensees, could require

,

several hundred full-time equivalent (FTE) positions. |

The Advisory Comittee on Medical Uses of Isotopes (ACMUI) would need to be i

expanded to include other areas of expertise such as diagnostic and
interventional radiology.

1

Reaction of Stakeholders |

As described in more detail in Option 4, the Agreement States that now have
authority for non-AEA sources support the approach for a single Federal agency
to be responsible for all radiation use.

Option 2: Continue Ongoing Program (With Improvements)

Option

Under this option, the current regulatory responsibility of NRC and the States
would be maintained. However, there would be continual improvements to
increase efficiency and revision of ugulations to make them more risk-
informed and performance-based rather than prescriptive. Some of these 1

-

improvements are ongoing or are on temporary hold (e.g., BPR and Part 35
revisions).
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The ongoing BPR of the licensing process will result in the use of modern
information technology to streamline operations. The envisioned new licensing
process is composed of three major concepts: (1) a Regulatory Product Design
Center in which technical members of the materials licensing and inspection
community can interact face to face or by way of the computer, to design and
prepare the regulatory products necessary to support, maintain, and enhance
the new licensing process; (2) improved processing of licenses through
reviewer-performed and computer-assisted licensing, using a graded approach
commensurate with the safety hazards the application poses; and (3) a new way
of working in agency-wide teams. The agency-wide team concept, based on BPR
philosophy, will include such attributes as collaborative team-based decisions

| and parallel concurrences.

In addition, NRC is identifying regulations that are obsolete, unnecessarily
burdensome, too prescriptive, or that overlap or duplicate the regulations of
other agencies. As part of this effort, NRC is reviewing Part 35 to evaluate
whether it can be revised to reflect a more risk-informed, performance-based
regulation. To this end, the staff has requested input from the ACMUI and the
Agreement States on what revisions should be made to Part 35 if NRC were to
retain its current statutory authority and also if NRC were to ramp down in

. the regulation of patient safety. Examples of staff-identified and staff-
! suggested requirements needing revision or possible rescission include the As

Low As it Reasonably Achievable (ALARA) Program, the Quality Management
Program, the misadministration definitions and reporting, dose calibrator
checks, surveys, calibration of devices (using industry standards where
possible), and training and experience requirements. Other sections of the -,

regulations pertaining to materials are also being reviewed for appropriate
revisions.

i

Regulatory Changes
4

No legislative changes are needed to implement this option. However, !|

| rulemaking would have to be initiated to revise the byproduct materials )'

regulations, such as Part 35. In addition, internal guidance documents (e.g.,
|inspection procedures, standard review plans, etc.) as well as several

regulatory guides, including Regulatory Guide 10.8, would have to be revised
to reflect the proposed changes.

Impacts

| This option would result in the development of more risk-informed,
performance-based regulations and increased agency efficiencies obtained by
implementation of BPR initiatives.

1

I
,

i
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|

| Amending the regulations and modifying guidance documents and associated
regulatory guides has already been budgeted as part of the Medical Management
Plan. No additional resources would be necessary for the medical use area.
Also, an overall reduction in needed materials resources is anticipated over
the next 5 years. This reduction is predominantly due to the increased

,

efficiencies anticipated with the implementation of planned BPR initiatives,I

as well as anticipation that there will be an increase in the number of
Agreement States within the next 5 years. This possibility could result in a
reduction of approximately 20 FTEs by the year 2000.

Reaction of Stakeholders
|

i Based on IOM interviews and comments on the IOM report, many medical licensees
would continue to support NRC's divesting itself of responsibilities in the

; medical area.
|
'

Option 3: Decrease Oversight of Low-Risk Activities With Continued Emphasis
of High Risk-Activities

Option

This option places priority on the tenet that the regulation of byproduct
caterials should be consistent with the risk involved. Although the NRC has
effectively regulated areas of high risk (e.g., manufacturers, large
irradiators, etc.), it may be overregulating areas that involve low-risk,

activities or sources. Low-risk activities could include the use of devicesj
j such as gas chromatographs and certain gauges, and diagnostic nuclear
I medicine. The oversight of these low-risk activities may be an unnecessary

axpenditure of resources because of the limited additional protection it
provides.

Under this option, the NRC would modify its existing regulatory responsibility
i of low-risk activities and maintain its current responsibility (with some

program modifications) for high-risk activities. This could be accomplished
through policy decisions on decreasing or discontinuing oversight in certain
areas, rulemaking, or an agreed-upon definition of low risk established and
coordinated with other Federal agencies, the States, and the conduct of a
public comment process. This option would encompass the overall Materials
Program and would affect medical as well as nonmedical programs. The low-risk
applications could be placed in a category of licenses (such as general
licenses) that warrants minimal regulatory oversight with no formalized
inspection frequency and minimal licensing requirements. However, some audit
activity might have to be established to periodically assess the general

! licensee's byproduct material possession and performance.
.

i
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once low risk has been defined, this option would necessitate reevaluation of
those licensees currently licensed by the general license provisions, as well
as those activities previously determined to be exempt from regulation. A
reassessment of these licensing categories may result in moving activities and i

uses from one category to another.

In this option, the NRC would probably maintain its current level of
regulatory oversight for the manufacturers of radiopharmaceuticals and sealed
sources because these activities would most likely be considered higher risk
activities. The NRC would also maintain its current level of regulatory
oversight for other high-risk applications, such as therapeutic uses of
byproduct material, large irradiators, and industrial radiography. For the
high-risk applications, the existing specific regulations would be revised to
be more risk-informed and performance-based, or consideration may be given to
limiting oversight to Part 20 compliance only.

Regulatory Changes

The transfer of some of the current specific licenses to general licenses or
to some other category that warrants minimal regulatory oversight would not
require legislative changes. .The transfer of low-risk activities to general
licenses would require modifications to current general license regulations in
Part 31, as well as modifications to current licensing regulatory guides,
internal standard review plans, and inspection procedures.

Impacts

This option would result in increased efficiency and effectiveness within the
agency by focusing NRC's limited resources on higher risk activities and those

!

licensees that warrant enhanced oversight because of poor performance. This '

option might r9sult in the elimination of approximately 50 percent of the
NRC's current pecific licensee base. For the remaining high-risk licensees, |

the NRC would revise the applicable regulations and guidance documents using a |
risk-informed, performance-based approach.

,

It is anticipated that a few FTEs over about a year would be required to
,

complete an analysis and recategorize licensees. If NRC completely |

discontinues its oversight of the low-risk activities, associated legislative
efforts may also require several FTEs over several years.

With NRC either completely discontinuing its regulatory oversight of lower
risk activities or reducing its oversight, the current specific licensee base
could be decreased by about half. Allowing for some resources to track and
audit general licensees, a reduction of approximately 50 FTEs from current
licensing, inspection, and other materitis activities might be realized. This
reduction includes those FTEs eliminated by the BPR.
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,

1

Option 4: Discontinue Regulation of all Medical Activities Except NRC
Oversight of Devices and Manufacturers (National Academy of Sciences Institute
of Medicine Recommendation)

Option

| Under this opti h , the NRC would request that Congress (1) discontinue NRC's
regulatory autho ity over all medical uses of byproduct material (including
biomedical research), (2) give this regulatory authority to the States, and !
(3) name another Federal agency (not NRC) to a guidance leadership role. The

,

IOM report has recomended that this Federal agency be the DHHS. The '

;

leadership role would be nonregulatory and would assist in developing |
'

recommended State laws and regulations, act as an information clearinghouse,
I

and distribute resources for training and research. In this option, the NRC
would retain responsibility for oversight of the manufacture and distribution

| of byproduct material (including SS&Ds) used in medicine. Further, NRC would
! condition these licenses to require that products could only be distributed to
i users who were licensed by a State. Also, the Conference of Radiation Control
i Program Directors (CRCPD) would continue to develop its model regulations for
i adoption by the States. The CRCPD would be expected to continually reevaluate
| its regulations to maintain congruence with any scientific advances in
| knowledge on radiation bioeffects, and benefits and risks of the medical uses
! of ionizing radiation. The NRC's ongoing program for nonmedical licensees

would remain as in Option 2. '

Regulatory Changes

Legislation would be needed to remove responsibility for the regulation of the
| medical uses of byproduct material from the AEA. In lieu of legislation, if

NRC made the requisite findings under Section 81 of the AEA, the NRC could by
" exemption" eliminate this aspect of the Materials Program. Rulemaking to
rescind or modify regulations in Parts 30, 33, and 35, among others, would
follow. This route would require public notice and comment rulemaking.
Coupled with these actions would be a revision or rescission (in whole or in

| part) of the 1979 Medical Policy Statement, the enforcement policy, agreements
| with the 29 Agreement States, and the memorandum of understanding with the

FDA, as well as NRC regulato.ry guides, manuals, and directives.

Impacts

This option would result in the elimination of approximately one-third of the
NRC's current specific licensee base. The States would be responsible for all
radiation medicine applications, which would result in the potential for
increased uniformity of the regulation of all radiation medicine within a
given State. However, the level of oversight may vary considerably from State
to State because currently some States provide oversight (licensing and

.

W
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inspection) through State radiologic health personnel, and others by a simple
registration process. Additionally, inconsistencies could develop between
regulation of basic radiation safety in medical and nonmedical applications.
Finally, DHHS does not support the 10M's recommendation that DHHS be given a
leadership role.

Some of the non-Agreement States may lack the resources, including qualified
personnel, to set up their own safety programs and decide not to regulate in
this area and both the Agreement States and the non-Agreement States may view
the action as an unfunded mandate. Also, revision of the agreements with each
of the 29 Agreement States would be necessary. Additionally, the event
database would no longer include misadministrations or events involving
overexposures to workers or members of the public (non-patients) as a result
of the medical use of byproduct material. Federal facilities woubt be
responsible for self-regulation of the medical uses of byproduct n :erial.
Proposed legislation would need to address State regulation of Federal
authorities or facilities.

For those facilities conducting both biomedical and nonmedical research, there
would continue to be a dual system of regulation.

Resources associated with efforts for legislation and rulemaking would entail
a few FTEs for a period of about 5 years.

The Medical Use Program includes approximately 50 FTEs, which would be
eliminated. The majority of these FTEs, approximately 70 percent, come from
the regional materials licensing, inspection, and event evaluation activities. ,

Also, the number of medical consultants under contract to NRC could be reduced
from approximately 12 (current) to less than half that number. These
consultants are used on an as-needed basis in response to medical

.

I
misadministrations resulting in an overexposure, as well as nonmedical events

lthat might require the services of a physician or a scientist consultant to
assess radioactive dose estimates and possible consequences. Currently, the
majority of provided services is in response to medical misadministrations.

Reaction of Stakeholders

As of the end of August 1996, the staff had received 50 written comments on
the IOM report. The two major categories of responses are either in support
of, or opposition to, the overall recommendations of the IOM committee.
However, within each of these major categories, there are subsets with respect |to the specific direction or focus of the coments. None of the comments
received specifically indicated that there should be no Federal involvement.
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The Secretary of the Department of Health and Human Services (DHHS), the :

Federal agency that would be most directly affected by the IOM |-

recommendations, indicated that the report does not make a compelling public
health agreement for DHHS to assure the recommended new role. Furthermore,

,

DHHS raised a concern that Congress would not provide resources commensurate !

with the added responsibilities. |

The majority of comments received (32 out of 47) did not endorse the full
range of recommendations put forth by the IOM committee. Four of the 154

respondents that supported the recommendations indicated that the
recommendations should encompass all uses of byproduct materials. The
Department of Veterans Affairs, in its support of the IOM report, indicated
that legislative initiatives should ensure that Federal facilities are not
subject to State and local regulations.

,

The comments that did not support all the IOM recommendations varied
dramatically in the focus of their viewpoints and opinions. The degree of,

regulatory reform perceived to be necessary ranged from simply reconnizing the
merits of the issues raised by the IOM committee to a need for a e ocietes

restructuring of the regulatory program. The non-Agreement Stat ~ ikat
t impactresponded were particularly concerned about the substantial finai, e

of the recommendations and the issue of this being, in effect, an unfunded
Federal mandate. For example, as indicated in the response frora Hawaii,
public health and safety could be jeopardized in those States with
insufficient resources or capability to adequately implement the regulation of
byproduct materials. The Department of Defense response, which summarized the

; responses from the three Service Medical Departments (Army, Navy, and Air
Force), supported the need to re-evaluate the current regulatory structure,
but emphasized the need for a uniform regulatory authority. There were

' several responses that recommended the need for Federal oversight for all uses
,

of radiation.

The Organization of Agreement States response provided a summary of the
consensus of the participants of the NRC and Agreement State technical
workshop conducted March 5-6, 1996, which included that all radiation use
(medical and non-medical uses) should be consolidated under one Federal
agency. The CRCPD prepared a position paper, which supported the leadership
role of a single federal agency for all forms of ionizing radiation, at their
May 6 meeting. The comments of these organizations are summarized in Appendix
3 to the Attachment to this Issue Paper.

,

4
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Option 5: Discontinue Materials Program

Option

Under this option, the NRC would request that Congress discontinue NRC's
regulatory authority over all byproduct material uses, give this regulatory

'authority to the States, and name a Federal agency (not NRC) to a guidance
role for all sources of radiation, as discussed in Option 4. This option
presumes that an acceptable level of safety would be maintained by the States.
The NRC would have no remaining authority for any byproduct materials
oversight. This option is an extension of the previous option to all
materials uses.

Also, there would be no change in the proper disposal of byproduct materials
at low-level waste disposal sites.

Regulatory Changes

This might he viewed as subject to the procedures of the Unfunded Mandate
legislation. Legislation would be needed to remove responsibility for the
regulation of all uses of byproduct material from 'he AEA. Rulemaking would

Ibe needed to rescind the regulations in 10 CFR Parts 30 through 39, and
cartain policy statements and memoranda of understanding would have to be |
rescinded or drastically revised. Also, all agreements with the 29 Agreement i

States would have to be rescinded. I

Impacts

In addition to the impacts described in Option 4, this option would result in
elimination of NRC's oversight of all specific and general byproduct materials
licenses, thereby dramatically decreasing the resources of the Office of
Nuclear Material Safety and Safeguards (NMSS) and the Office of State
Programs. The States would be responsible for all medical, academic, and
comercial applications of byproduct materials.

The lead Federal agency could possibly serve as a safety backup if a State
requested assistance. The lead Federal agency role could be filled by an
existing Federal agency such as the EPA, DHHS, or the Occupational Safety and
Health Administration, with legislation modifying its authorities and
responsibilities. Alternatively, a new agency or office within an existing !

agency could be created, thereby consolidating activities currently vested
among several agencies. Greater uniformity might be achieved by consolidating
a guidance role in one federal agency. However, because each State would be
responsible for implementing its regulatory program as it deems appropriate,
there could potentially be quite diverse programs among the 50 States.
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|
1

Resources associated with efforts for legislation and rulemaking would entail
several FTEs over a period of 5 to 7 years.

The number of budgeted FTEs for the Byproduct Materials Program is
approximately 140 FTEs in Headquarters and the regions. These FTEs include
all managers and technical, administrative, and support staff. Nearly all of

these FTEs could be eliminated or redirected, in part, to other activities,
recognizing that a few FTEs would be needed to handle residual activities. In
addition, staff from other NRC offices who support the NMSS Byproduct
Materials Program could be reduced by the current number of FTEs that handle
byproduct materials issues or provide support to this NMSS Program.

Reaction of Stakeholders

Reaction from the regulated' community could depend on whether consensus
develops among the States to follow the guidance established by the federal
agency. Manufacturers of some sources and devices could be particularly
concerned about the possibility of having to comply with a multiplicity 1

of State requirements. ;
|

The Agreement States might support this option to the extent they find it i
consistent with their consensus view described in Option 4.

Federal agencies would self-regulate. Some indicated in their comments on the
10M report that they did not have the resources necessary to develop and
implement an oversight program, as indicated in the Department of Defense's
comments on that report.

V. RELATED ISSUES

After the Commission has made decisions concerning the Direction-Setting and
Subsumed Issues discussed above, additional issue (s) such as those related to
implementation details will be addressed as the Strategic Plan is implemented.
The Related Issues are listed in this section to provide a more complete
understanding of the higher level Direction-Setting and Subsumed Issues.

A. Is escalated enforccinent effective in preventing future violations by
materials licensees? Would it be more effective to augment the inspection
process than to impose civil penalties?

This is a commission issue because it involves the Commission's
reconsideration of its policy on its Enforcement Program for materials
licensees and may lead to rulemaking. It is related to the DSI because NRC's
enforcement policy for materials must reflect the philosophy established by
the DSI. It is a related issue rather than a subsumed issue because it will
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reflect the extent to which the materials licensee community follows NRC's
enforcement activities and will be addressed in more detail than is
appropriate for the DSI.

B. What should be the NRC's policy relative to the need for and the frequency
of renewals for materials licensees?

This is a Comission issue because a change to the current frequency of
-

renewals will involve policy and perhaps rulemaking. This issue is related to
the DSI because the DSI will establish how important materials license
renewals will be in the future. It is a related issue rather than a subsumed
issue because different classes of materials licensees may require different
renewal policies. Such differentiation will lead to more detail than is
appropriate for the DSI. The staff is actively engaged in addressing this
issue.

'

C. What should be NRC's policy relative to frequency of renewals for fuel
fabrication facility licenses?

This is a Comission issue because a change in the current frequency of
renewing fuel fabrication facility licenses will involve policy and perhaps
rulemaking. The issue is related to the DSI because the philosophy for
renewing fuel fabrication facility licenses should be consistent with the
philosophy for renewing materials licenses to be developed here. It is a
related issue rather than a subsumed issue because it will reflect such
aspects of fuel fabrication facility regulation as criticality concerns, which
are beyond the scope of this DSI.

D. Does NRC have an acceptable program, given that history and operating
experience have required revocation of very few licenses? Is there a set of
licensees that NRC should be regulating differently?

Rather than revoke licenses or reject applications, NRC generally helps bring
weak licensees and applicants up to acceptable standards. Such activities are
often very staff-intensive and include multiple deficiency letters, pre-
licensing meetings, and site visits; confirmatory action letters; increased
inspection frequencies; enforcement conferences; and imposition and monitoring !
of "Get Well Programs." Although such activities generally bring weak
licensees up to acceptable standards, this may not be the most cost-effective
use of NRC's limited materials resources.

This issue, originally a subsumed issue, goes beyond the question of whether
|

NRC should regulate a certain materials area and concentrates on the "how" or
the methodology of regulation. As such, this issue will be directed by the
decisions made on the Byproduct Materials Program and will require an in-depth
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!

: evaluation that is beyond the scope of the current issue paper. For these
reasons, and depending on decisions by the Commission, this subsumed issue
will be addressed as a related issue.

E. Should a single Federal agency regulate radiation safety?

| This issue is directly linked to the Agreement States' comments on the IOM
| recommendations in which the Agreement States technical staffs said that "All

radiation use (medical and nonmedical uses) should be consolidated under one
Federal agency to in::1ude NARM, AEA material, and machine-produced radiation.
Consensus was not reached as to which Federal agency should have the
authority, or whether it should be an existing agency."'

|

| It appears most appropriate to consider the issue of single agency
| jurisdiction from several perspectives. As stated above, a single agency

could be responsible for radiation regardless of source, to include AEA
traterial, NARM, and machine-produced radiation. Alternatively, a single
agency could hold all authorities, to include such authorities as standard-

,

| setting (now vested in EPA), approval of medical devices and
radiopharmaceuticals (now in DHHS),and applications (now in NRC).

|

i This'is a Commission issue because it involves policy concerns that are
fundamental to NRC's mission, that in fact go beyond NRC's regulation of
materials to include its regulation of nuclear reactors as well. It is
clearly a related, rather than a subsumed, issue, because it is well beyond
the scope of this DSI.

|

V. COMMISSION'S PRELIMINARY VIEWS

Staff actions regarding the various options should be held in abeyance pending
| the Comission's final decision on this issue paper.

The commission preliminarily favors a combination of Option 2 (Continue the
Ongoing Program with Improvements) and Option 3 (Decrease Oversight of Low-i

Risk Activities with Continued Emphasis of High-Risk Activities). In|

! implementing Option 3, the NRC would utilize the risk-informed performance
based approach, as discussed in DSI 12, to determine which activities in the'

materials area, and specifically in the medical area, are low-risk activities.
The general approach described in Option 3 of this DSI appears to be a
reasonable starting point for identifying the types of activities that can be
affected by this process.

3 8eport of Joint NRC/ Agreement State technical workshop, March 5-6, 1966
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In implementing these options with regard to the NRC's medical program, the
NRC would consult with its Advisory Committee on the Medical Uses of
Radioisotopes (ACMUI) for guidance on low-risk medical activities, revisions
to 10 CFR 35, and possible implementation methods. The NRC would also
evaluate the feasibility of using professional medical organizations and
societies as a potential source for developing professional standards and
guidance that would be adhered to Ly NRC medical licensees and could be
adopted by the NRC as regulatory requirements.

In the public comments on this issue, the NRC particularly solicits the views
of other affected organizations such as the Organization of Agreement States
and the CRCPD on applying a risk-informed performance based approach to NRC's
oversight of medical activities. The NRC also solicits the public's views on
the feasibility and desirability of NRC's striving to have the remaining non-
Agreement States acquire Agreement State authority for medical-use only. In
addition, the Commission solicits the public's views on whether a single
agency should regulate radiation safety. Finally, the NRC specifically seeks
comments on the Attachment to this issue paper titled " Regulation of Radiation
in Medicine - IOM Issues."

|

|

:

i

;
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ACRONYMS

1

ACMUI Advisory Committee on Medical Uses of Isotopes

AEA Atomic Energy Act

ALARA As Low as is Reasonably Achievable

BPR Business Process Redesign

CFR Code of Federal Reculations

CRCPD Conference of Radiation Control Program Directors

DHHS Department of Health and Human Services

DSI Direction-Setting Issue
|

EPA Environmental Protection Agency i

i

FDA Food and Drug Administration

FTE Full-Time Equivalent

10M Institute of Medicine

NARM Naturally Occurring and Accelerator-Produced Radioactive
Materials

NAS National Academy of Sciences

NMSS Office of Nuclear Material Safety and Safeguards

NRC Nuclear Re:41atory Commission

OMB Office of Management and Budget

QM RULE Quality Management Program and Misadministrations

SS&D Sealed Source and Device
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REGULATION OF RADIATION IN MEDICINE - IOM ISSUES'
~

I INTRODUCTION

Under the Atomic Energy Act (AEA), the Nuclear Regulatory Commission (NRC)
regulates the medical use of reactor - generated radioactive materials to
provide for the radiation safety of workers and the general public. It also
regulates the radiation safety of patients when justified by the risk. NRC's

responsibilities include the regulation of radiopbarmaceuticals and sealed
; sources, but not machine-produced x-rays nor naturally occurring or,

accelerator produced radioisotopes.

Over the years, NRC has had a concerted effort to improve and strengthen its
Medical Use Program. In these efforts, it has repeatedly addressed two
difficult issues; how can it best protect patient safety without intruding
into the practice of medicine; and how can it best deal with the numerous

i jurisdictional responsibilities for different sources of radiation? To obtain i

j external advice on these and other issues, in 1994 the NRC contracted with the )

: Institute of Medicine (IOM) of the National Academy of Sciences (NAS) to ,

1 review NRC's Medical Use Program and to address the roles of the regulatory :

agencies in this area. In December, 1995, the IOM provided NRC with a |

prepublication copy of its report, " Radiation in Medicine - A Need for i

Regulatory Reform." The final report was issued in March 1996.

The report documents the committee's consideration of seven alternative
regulatory systems, ranging from no regulation (laissez-faire) to Federal
control of all aspects of medical care. Between these extremes, the committee

; considered a variety of Federal and State regulatory systems. The committee,

concluded that the Federal government should relinquish regulation of#

radiation in medicine to the States, with the Department of Health and Human
a

Services (DHHS) providing support, coordination, and guidance to them. To
;

bring about this change, the committee made eight recommendations; two to'

Congress, three to the NRC, and three to the Conference of Radiation Control
,

Program Directors and the States.

f This document provides an overview of the committee's report, including issues
j identified by the NRC staff about each of the recommendations, and a summary

of the public comments received to date. |

I
!

<

i
a

il

Some of the text in this paper closely parallels text in the Institute !1

of Medicine report which is the subject of this paper.
!
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The second section of this report, " Background," briefly discusses the use of
radiation in medicine, the regulatory authorities of the Federal and State
agencies, NRC's particular responsibilities, regulations, and activities, and
a summary of the history of the NRC program which led the ager v to seek a
review of its Medical Use Program.

The third section of this report summarizes the IOM committee's view of the
present situation, and describes the seven alternative regulatory systems
considered by the committee. It describes each alternative and presents the
committee's views of the positive and negative aspects of that alternative.
It concludes with the committee's basis for selecting its preferred
alternative, State Regulation with Federal Guidance.

The fourth section of this report addresses the committee's recommendations
associated with the preferred alternative. It contains a brief description of
each recommendation, a summary of the committee's rationale for the
recommendation, the NRC staff's principal issues, and some pertinent public
comments.

The fifth section documents NRC actions on the report to date and provides a
general summary of the 47 comments received so far. Lists of specific
commentors and brief summaries of their comments appear in appendices.

II BACKGROUND

This section contains a brief description of the ways ionizing radiation is
used in medicine, followed by a discussion of the Federal and State regulatory
authorities over that radiation. It then summarizes NRC's medical use program
including its applicable regulations, its licensee community, and its
activities. It then sketches the history of NRC's efforts to improve the
program, including the events and issues that led NRC to seek a review by the
NAS. Finally, the section documents NRC's goals for the study and the
recommendations NRC requested from NAS.

Ionizing radiation is used for both diagnosis and treatment. Diagnostic uses
are classified under two basic headings; radiology and nuclear medicine. In
radiology, (such as the use of x-rays) the radiation administered is external
to the patient; in nuclear medicine, it is internal. Nuclear medicine employs
radioactive drugs (radiopharmaceuticals). When used for diagnosis or
followup, these drugs usually contain only very small quantities of
radioactive material.

Ionizing radiation used for treatment is also typically classified into
categories depending on whether the source of radiation is external or
internal to the patient. These areas are called teletherapy (external

|

l
!

Ir
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sources), brachytherapy (internal) and therapeutic nuclear medicine
(internal). Brachytherapy and teletherapy use sealed sources; therapeutic
nuclear medicine uses radiopharmaceuticals. In radiation therapy, larger
quantities of radioactive material, usually in the form of sealed sources, are
used primarily in cancer treatment. Sealed radiation sources regulated under
the AEA are used in about 25 percent of radiotherapy treatments. Radiation
produced by devices not regulated under the AEA, such as linear accelerators,
is used in the other 75 percent of therapy.

Regulatory authority over ionizing radiation in medicine is widely dispersed
among several government agencies at the Federal, State, and local levels.
At the Federal level, by authority of the Atomic Energy Act ( AEA) and

2Commission policy, the NRC regulates the medical use of byproduct material
to provide for the radiation safety of workers and the general public. NRC

also regulates the radiation safety of patients when justified by the risk to
patients. NRC's regulatory authority is limited to byproduct material (such
as cobalt" or iodine'3'), so it does not regulate naturally occurring or
accelerator produced materials (NARM), or accelerator produced radiation. For
example, NRC does not regulate the use of radium or x-ray equipment in
medicine.

The Food and Drug Administration (FDA) in the Department of Health and Human
Services (DHHS) oversees the approval of radiation-producing devices
(including x-ray equipment) and radiopharmaceuticals (including NARM). In
addition to these approvals, FDA's regulatory program includes review of
problem reports, enforcement actions including product removal and recall, and
civil prosecution of manufacturers. The Department of Transportation (DOT)
regulates the transportation of radionuclides. The Environmental Protection
Agency (EPA) sets generally applicable environmental standards to protect the
public from radiation, and the Occupational Health and Safety Administration
(OSHA) is responsible for worker safety.

States have broad regulatory authority over the general public health and
safety of their residents, including authority over all sources of ionizing
radiation except the authority preempted by the Federal Government as
discussed above . The AEA does permit States to obtain authority to regulate
byproduct material by becoming one of NRC's Agreement States. In that case,

2 Byproduct material is defined as nuclear material created or made|

radioactive by exposure to radiation during the fissioning process in a
reactor.

3 Although Federal pre-emption applies to source and special nuclear
i

material as well as byproduct material, regulation of those materials is
beyond the scope of this documenti

|
:
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the NRC formally relinquishes its regulatory authority to a State
based on the NRC's determination that the State's program is adequate and j

Icompatible with NRC's. (As provided under the AEA, the NRC retains regulatory l

authority over Federal licensees in all States.) Presently there are 29
Agreement States. i

The degree to which States exercise control over all medical uses of radiation
varies from State to State. The Agreement States normally apply the standards
which they have developed for NRC materials to otner sources of radiation

,within their State, although there is no requirement that they do so. '

Likewise, there is no requirement for non-Agreement States to regulate the
sources of radiation for which they are responsible. This situation has led
to inconsistencies in the regulation of other sources of radiation in those
States.

NRC's (and its Agreement States') regulation of radiation in medicine is based
principally on two parts of the Code of Federal Regulations (CFR); 10 CFR Part
20, Standards for Protection Aaainst Radiation, and 10 CFR Part 35, Medical
Use of Byoroduct Material. These regulations limit the amount of radiation
that a worker or member of the public may receive, establish the controls that
a licensee must exercise over radioactive materials, establish training and
experience requirements for users of the materials, set quality management and
reporting requirements, and provide a number of technical and administrative
requirements for the possession and use of the materials.

NRC's medical program constitutes about one-third of its Nuclear Materials
Program. Currently there are about 2,000 NRC licensees authorized for the
medical use of byproduct material under 10 CFR Part 35. In addition, the 29
Agreement States have issued about 4,500 licenses authorizing the medical use
of nuclear material. These medical-use licensees include hospitals, clinics,
and physicians in private practice.

NRC's regulatory program consists of developing regulations and guidance,
issuing new licenses, and ensuring compliance. NRC promulgates new
regulations and modifies existing ones through staff-initiatives or in;

response to petitions. NRC provides guidance to its staff and licensees by
| issuing regulatory guides for licensing and procedures for inspection. NRC's
| medical licensing activities include issuing about 85 new licenses a year, and

approving about 1,400 amendments. NRC ensures compliance with its regulations
by communicating safety issues to licensees, inspecting them to observe their
performance, and exUcising its enforcement authority over licensees who are
in violation.

'

Over the years, and especially since the mid 1980s, the Commission has made a
concerted effort to improve and strengthen the medical use program. In 1967

i the Atomic Energy Commission codified its medical regulations into 10 CFR Part
;

,
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35. Following a 1976 report of hundreds of patient overexposures at Riverside
Methodist Hospital in Columbus, Ohio, NRC took action to upgrade its
regulation of radiation sources in medical use. In February 1979, NRC issued a
policy statement to guide its regulatory program in the medical area. A key i

issue in the policy statement is NRC's commitment to protect patient safety |

without intrusion into the practice of medicine. NRC regulates the radiation
safety of patients when justified by the risk to natients, but minimizes the
agency's intrusion into medical judgments affecting patients and into other
areas traditionally considered to be the practice of medicine. The NRC
recognizes that physicians have primary responsibility for the protection of j
their patients. NRC regulations assume that authorized physician users, with
appropriate training and experience, will make decisions in the best interest
of their patients. Since then, the tension inherent in NRC's commitment has
arisen in a number of key medical-use regulatory initiatives that have been
opposed by members of the regulated community as an intrusion into the
practice of medicine. The doctor / patient relationship and NRC's regulation of
medical use of nuclear material has been a continuing problem, up to the
present.

,

A second set of problems arises from the jurisdictional responsibilities for
the different . sources of radiation. As discussed above, jurisdiction over

various aspects of the use c,f ionizing radiation in medicine is exercised by a
number of agencies in the Federal Government and t,y the States. Because of
the diversity of, and occasionally overlapping, respesibilities, dual
regulation or gaps in regulation may occur.

In 1992, the staff began to develop a medical management plan to guide the
conduct of the medical use regulatory program. The plan was delayed as a
result of staff actions in response to a radiation therapy misadministration
and the associated patient fatality, media interest, and congressional
hearings on administrations in both tb Senate and the House. The staff
subsequently completed the medical n nagement plan, and, in parallel, was
directed by the Commission to initiate an external review of the NRC's and the
Agreement States' medical use regulatory program.

As a result, in January 1994, NRC contracted with the IOM to conduct that
external review, including a review of NRC's regulations, policies, practices,
and procedures. NRC set three goals for the study; 1) examination of the
overall risk associated with the use of ionizing radiation in medicine; 2)
examination of the broad policy issues that underlie the regulation of the
medical uses of radioisotopes; and 3) a critical assessment of the current
framework for the regulation of the medical use of byproduct material. The

NRC sought specific recommendations on two major issues. First, it requested

recommendations on a uniform national approach to the regulation of ionizing
radiation in all medical applications, including consideration of how the
regulatory authority and responsibility for medical devices sold in interstate
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commerce for application to human beings should be allocated among Federal
Government agencies and between the Federal and State governments. Second,
the NRC requested recommendations on appropriate criteria to measure the
effectiveness of regulatory programs needed to protect public health and
safety.

III IOM REPORT - ALTERNATIVES

This section presents IOM alternatives and recommendations. It begins with
the IOM broad view of the regulation of radiation in medicine to provide
insight into tho basis for IOM decisions on the regulatory alternatives it
considered and the recommendations it made.

1) IOM committee's View of the Current Situation

The IOM committee noted that NRC regulates only 10% of all ionizing radiation
found in medicine, and that public health and safety would be better served by
uniform regulation of all such use. It therefore concluded that NRC's current
system of regulation and enforcement should be revised and that regulation of
all radiation uses in medicine should be conducted by the States.

The committee examined the existing regulatory system and identified several
problems that it concluded needed to be addressed. In particular, it judged
the NRC's present set of regulations and its approach to regulation to be
burdensome, costly, and unduly prescriptive. In addition, it found that
actions taken by the NRC against user institutions, in its public
announcements and its unrealistic paperwork demands, tended to be
disproportionate to the violations.

The committee determined that the benefits resulting from the NRC's efforts to
reduce adverse events may not be commensurate with the constraints imposed.
It stated that the NRC's regulatory policy, although seemingly effective,
might have gone beyond the point where "an additional dollar spent on
regulation achieves an equivalent dollar benefit to patients or the public."

The connittee judged that, given the strength and leadership of the Conference
of Radiation Control Program Directors (CRCPD) and the Suggested State
Regulations for the Control of Radiation (SSRCR) which the CRCPD promulgates,
that State programs would remain intact and expand to cover byproduct use if
Federal regulation were to be relaxed. The committee believed that all
sources of ionizing radiation would be treated more uniformly, in that they
would all be subject to State regulation.

RELEASE DATE: SEPTEMBER 16, 1996 6 DSI 7 ATTACHMENT



.

.

DSI 7 ATTACHMENT MATERIALS / MEDICAL OVERSIGHT

The committee's recommendation would eliminate NRC's medical use program, but
retain the basic structure of federal regulation and responsibility. In
particular, the committee would have Federal agencies retain responsibility
for the generation, transport, non-medical use, and disposal of radionuclides
and for the approval of radiopharmaceuticals and of equipment that generates
ionizing' radiation. A Federal agency would assume a guidance role for the
States.

2) Alternative Regulatory Systems

The committee considered NRC's request for recommendations on a uniform
national approach to regulation broadly. It examined a wide spectrum of
alternative structures through which all ionizing radiation in medicine might
be regulated. The committee report discusses seven alternatives, which are

A Continue the Existing Situation
B Laissez-Faire (No Regulation)
C State Regulation Only
D State Regulation with Federal Guidance
E State Regulation with Reserve Federal Authority
F Centralized Federal Regulation
G Health Finance Agency

After considering the alternatives, the committee found Alternative D, State
Regulation with Federal Guidance, to be its preferred choice. Brief
descriptions of the seven alternatives, and the basis for the committee's
choice follow.

A Continue the Existing Situation

The committee considered two ways to continue the existing situation, which it
describes as A1, Status Quo, and A2, Status Quo Modified. Alternative A1,

Status Quo, would be for the NRC to continue to operate exactly as it does
today. Alternative A2, Status Quo Modified, would have the NRC eliminate, or
announce that it will not enforce, its requirements for quality management
programs (10 CFR Part 35.32) and for notifications and records of
misadministrations (10 CFR Part 35.33). The committee's considered this
modification because NRC has received considerable criticism from the medical
community for promulgating these requirements.

The committee found no positive aspects to the Status Quo. It found a
positive aspect of the Modified Status Quo in that this Alternative would not
require legislative change and thus would be the easiest way to change the
existing system to address the medical community's concern. Further, in the

committee's view, the NRC could make useful changes to its work culture. The

committee found the negative aspects of the Status Quo to be that this
I
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' alternative did not address two of the committee's concerns; first, that
ion';ing radiation in medicine is not treated consistently - sources used-

regularly in the practice of medicine are treated unevenly. The committee"

raised the issue of whether NRC regulation is necessary, given that NARM and
machine-produced regulation has been left to the States and the FDA. Second,
this alternative does not address the committee's concern that safety can be
maintained at lower cost.

B Laissez-Faire (No Regulation)

In this Alternative, all forms of regulation, Federal and State, would be
eliminated and responsibilities for radiation safety would be left to medical
practice, medical societies, and the marketplace.

The committee found that a positive aspect of Laissez-Faire would be the cost
savings resulting from an absence of regulation. The committee found negative

, aspects of this Alternative to be that not everybody is conscientious about
radiation protection, and the committee had little expectation that the
marketplace, the malpractice system, and the professional societies could, by
themselves, weed out incompetent practitioners and ineffective procedures.
Further the committee noted that most States now regulate ionizing radiation
to some degree and it seemed unlikely that they could all be convinced to
follow this alternative. This approach would be unwieldy, as the existing
federal regulatory structure for radiation control of non-medical applications
would continue unchanged.

C State Regulation Or .e
i

This Alternative would eliminate NRC control of medical uses of byproduct
material and would give- regulatory authority to the States. Under this
alternative, byproduct materials would be regulated the same way x-ray
machines, linear accelerators, pharmaceuticals and other medical devices and
materials are currently regulated. Under this alternative, Federal agencies
would still have a number of responsibilities; FDA would continue to regulate
safety and efficacy of radiopharmaceuticals and radiation devices, D0T would
continue to regulate the transportation of byproduct material, and NRC would
license the manufacture of byproduct material. The committee noted that this
alternative would permit States to choose the laissez-faire approach.
However, the committee expected that under this Alternative, the CRCPD would
encourage States to adopt its Suggested State Regulations for Control of
Radiation (SSRCR).

The committee found the positive aspect of this Alternative to be the
assumption that all States with existing programs would continue and expand
them based on the SSRCR and thus reinforce the movement toward greater
uniformity. The committee found negative aspects to be that it had no
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assurance that States want this responsibility, that not all States currently
have strong regulatory programs in place for NARM and machine-p ~ *.ed
radiation, and that some State legislatures might be responsive n 2rong
antiregulatory interest groups. The committee also felt that the iack of
Federal leadership under this Alternative would make it difficult to encourage
States to' adopt CRCPD guidelines and that States might abandon the radiation
safety programs now in place without the incentive from a Federal agency to
continue operating them. I

D State Regulation with Federal Guidance

This Alternative modifies Alternative C by identifying a Federal Agency, other
than the NRC, to exercise a leadership role in the radiation safety community,
with DHHS as a suggested agency. This is the committee's preferred
Alternative.

As the committee has developed this Alternative, the Federal agency would |
assist in developing recommended State laws and regulations for all ionizing

'

radiation in medicine. It could work with CRCPD to enhance the existing SSRCR
and promote their adoption. The committee feit that development of guidelines ;

through a collaborative process with the Federal agency, the States, the
CRCPD, and professional organizations would result in successful
implementation by all participants. Additional functions of the Federal
Agency could include assisting States, investigating crises, educating the I

ipublic, collecting risk data, conducting research, and monitoring the effects
of shifting responsibility for regulating radiation in medicine to the States.

Under this Alternative, States would have to es .ablish a r ' Nry program

that includes byproduct material. Since, under t " Alter. t' ' NRC and
Agreement States would continue to regulate the factur fpieduct
material, manufacturers would not be able to distiibute by;iWJct material to
their users unless the users were licensed by their States. Consequently this
requirement would provide an inducement to States to expand or revise their
existing radiation control programs to include byproduct material. Federal
facilities would be encouraged to either expanc' their existing procedures for
NARM to include byproducts or adopt the SSRCR for byproduct material.

The committee found several positive aspects of this Alternative. It includes
the advantages of Alternative C, State Regulation Only, with the additional
advantage of a Federal agency to provide non-regulatory oversight and
leadership. The committee would expect the Federal agency to assume a
leadership role for the Federal government as a whole. In addition, this

Alternative would ensure that a State would be required to have a regulatory
program for byproduct material for that material to be used in the State. The
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committee found negative aspects of this Alternative to be the costs of the
Federal agency, and that the agency could not guarantee either the quality of
any Sthte program or the safety of ionizing radiation in medicine.

'E State Regulation with Reserve Federal Authority

This Alternative would go beyond Alternative D, State Regulation with Federal
,

| Guidance, and empower the Federal agency identified in that Alternative to
i exercise regulatory authority over any State unwilling or unable to enact a
j regulatory structure that encompasses ionizing radiation in medicine.

.

This Alternative would be identical to Alternative D, with the exception that

|
if a State did not have a radiation control program it would become subject to

- the regulations for byproduct material devised for Federal medical centers.
The Federal agency would enforce its authority only if the State did not
assume any responsibility to adequately protect public health and safety.
This authority would be analogous to the NRC's present authority to resume
regulatory control over an Agreement State.

The committee found this alternative to have all of the positive aspects of
Alternatives C and D, with the advantage that placing DHHS in the leadership
role would, in the committee's view, yield more reasonable regulations if they
are needed. The committee found negative aspects to be the need to set
minimum standards for State programs and the need to assess those programs.
This would have the effect that all States would become similar to NRC's

| present Agreement States. The committee was also concerned about funding, and
' Federal authority over what it expected to be a minority of States.

F Centralized Federal Regulation;

1

! This Alternative would make a Federal agency responsible for regulating
! medical uses, not only of byproduct material, but of NARM and machine-produced

radiation as well. The Alternative would federalize regulation of all
ionizing radiation in medicine, including standard-setting, licensing, and
inspection. If this Alternative were to be adopted, the committee would
recommend centralization within DHHS rather than NRC because the committee
considered it best suited to administer public health programs and because it
already has various levels of authority over ionizing radiation in medicine.
If NRC were to be the lead federal agency, its legislative authority would
need to be expanded beyond byproduct materials.

The committee found positive aspects of this alternative to include promotion
of uniformity in regulation of radiation in medicine, provision for States who
do not want responsibility for radiation control programs, and the development
of national standards. The committee noted that the positive aspects of the
Federal role described in Alternative D, State Regulation with Federal
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Guidance, also apply to this Alternative. The committee found negative
aspects to include the increased Federal costs of such a role, and the
difficulty in achieving uniformity due to the regulatory involvement of a
number of Federal agencies (DOT, EPA, OSHA) in addition to the committee's
proposed DHHS. Finally, the committee noted that since NRC would continue to
be responsible for the non-medical uses of byproduct material, it would be
necessary for NRC and DHHS to work very closely together to avoid
inconsistencies.

G Health Finance Agency

This Alternative would place regulatory authority for all health care into a
single, centralized agency to counter inconsistency and inefficiency. The new
agency would acquire the regulatory power now held by the medical components
of the NRC and by parts of DHHS. The agency would have the power to regulate
health care, broadly eliminating practices that were shown not to be effective
or beneficial. The committee considered this Alternative an extreme approach
for addressing a very specific issue and recognized that it had not been
developed to its full logical extent. The committee considered an advantage
to this approach is that it could improve minimal standards and define the
goals of safety and high quality care. However, such a centralized system
would mean a large increase in bureaucracy and reduce provider incentives and
responsibility.

3) Assessment of Alternatives

The committee documented its consideration of the above alternatives by
examining the extremes and moving toward its preferred alternative. It

rejected Alternative A, Continue the Existing Situation, because it did not
address the committee's concern that all . ionizing radiation in medicine be
administered and regulated more consistently. It rejected Alternative B,
Laissez-Faire, because many committee members were not convinced that the
marketplace, the malpractice system, and the professional societies could, by
themselves, weed out incompetent practitioners and ineffective procedures. The
committee rejected Alternative G, Health Finance Agency, because it was an
all-encompassing and overwhelming solution to a very specific problem. The|

committee rejected Alternative F, Centralized Federal Regulation, because from
a cost-benefit perspective the committee as a whole saw little reason to
pursue this alternative. Thus the committee focussed on Alternatives C, State
Regulation Only, D, State Regulation with Federal Guidance, and E, State
Regulatica with Reserve Federal Authority.

While the committee found Alternative C, State Regulation Only, attractive, it
was concerned that State regulation evolve with technical advances, that Non-
Agreement States be assisted in any transition from NRC regulation, and that
information sharing be enhanced, so it rejected this alternative. The

:

i
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committee found that Alternative E, State Regulation with Reserve Federal
Authority, could result in a program very much like NRC's present Agreement
State program which would not resolve the committee's concerns about that
program's funding characteristics and practical drawbacks. The committee
therefore arrived at its preferred choice, Alternative D, State Regulation
with Federal Guidance.

As discussed above, Alternative D would give regulatory authority over medical
uses of byproduct material to the States. The States would expand their
existing radiation control programs that apply to NARM to include byproduct
material as well. The committee recommends that a Federal agency, DHHS,
exercise a leadership role in the radiation safety community. The leadership
role would be non-regulatory and would assist in developing recommended state
laws and regulations, acting as an information clearinghouse, and distributing
resources for training and research. The Federal agency would work in
conjunction with the CRCPD and other professional organizations to develop
recommended state laws and regulations for all ionizing radiation in medicine.
The NRC would retain responsibility for the manufacture and distribution of
byproduct material (including sealed sources and devices) used in medicine.
Further, NRC would condition these licenses to require that products could
only be distributed to users who were licensed by a State.

IV IOM REPORT - RECOMMENDATIONS

To implement its preferred alternative, the committee made a total of eight
specific recommendations; two to Congress, three to the NRC, and three to the
CRCPD and States. First, the committee recommended that Congress: 1)
eliminate all aspects of the NRC's medical use program to include 10 CFR Part
35 and applicable activities conducted under 10 CFR Part 20; and 2) direct the i
Secretary of Health and Human Services to support, coordinate, and encourage
activities involving regulation of all ionizing radiation in medicine
including support the operation of the CRCPD, assist Stat (a in implementation
of regulations, oversight of State programs, enhance training and standards
for health care personnel, and investigate future significant radiation
medicine incidents.

The recommendations to the NRC were to: 1) immediately relax enforcement of 10 !

CFR 35.32 and 35.33; 2) if Congress fails to act within 2 years to the
committee's recommendations above, initiate formal steps under the |
Administrative Procedures Act to revoke 10 CFR Part 35 in its entirety; and 3)

separate the costs of formulating regulations from costs of administering
those regulations, j

| The recommendations to the CRCPD and the States were to: 1) incorporate into
the SSRCR any relevant concepts from 10 CFR Part 35; 2) enact legislation to |

'

incorporate the regulation of reactor-generated byproducts into existing state

l
I
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|

regulatory programs; and 3) continually reevaluate regulations and procedures
to ensure congruence with evolving scientific understanding of radiation
bioeffects and associated risks and benefits.'

The commi.ttee did not reach total unanimity on the final recommendations. A

committee member stated that federal regulatory authority should be reformed,
not repealed. This dissenting opinion is included as a separate Appendix to
the report.

The following sections discuss the recommendations individually. Each section
contains a brief description of the recommendation, a summary of the
committee's rationale for the recommendation,ithe NRC staff's principal
concerns, and some pertinent public comments.

& RECOMMENDATIONS TO CONGRESS

A1. The committee recommends that Congress eliminate all aspects of the
NRC's Medical Use Program,10 CFR Part 35, and those regulatory
activities conducted under 10 CFR Part 20 that are applicable to medical
uses.

I

DESCRIPTION

By this action, Congress would relinquish responsibility for regulation of
byproduct material used in medicine to each state. NRC would retain
regulatory authority over manufacturers of byproduct material used in
medicine. Other federal agencies, such as the FDA, the 00T, and the EPA,
would retain their regulatory authority over radiation.

IOM RATIONALE

The intensity with which the byproduct area of radiation medicine is being
regulated at the federal level far exceeds the rest of ionizing radiation used
in medicine and most of the rest of medical practice and has little if any
justification. In fact, the concentration of resources spent to reduce adverse
events involving byproduct material, although seemingly effective, appears to-

have gone beyond the point at which the sdditional dollar spent on regulation
achieves an equivalent dollar benefit.

|

| ' A list of commentors organized by commentor affiliation, a list of
| commentors by general view, and a summary of specific comments appear in
| Appendices 1, 2 and 3, respectively.
i

!
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All ionizing radiation, with the exception of byproduct material, is currently |
regulated or subject to regulation at the State level. States have the
ability to regulate radiation effectively. Although the committee cannot
guarantee that states will effectively regulate byproduct material, it
believes they will. Further, States with insufficient resources could join a
consortium of states for the purposes of implementation and oversight.

Rescission of authority at the federal level for regulation of the medical use
of byproduct material has three benefits: 1) it eliminates prescriptive and
costly regulations that yield marginal risk reduction; 2) it shifts !responsibility, by giving state governments authority over the health and jsafety of their citizens; and 3) it promotes uniform treatment, in that

Iradionuclides and machine-produced radiation are regulated by a single level I

of government at equal intensity, regardless of their source.

NRC STAFF ISSUES

1. The committee recognizes that not all states currently have strong
regulatory programs in place for NARM and machine-produced radiation.
In fact, not all States currently regulate ionizing radiation used in |
medicine. What assurance does the committee, or Congress or the NRC,
have that all States will assume the responsibility for medical use of '

byproduct material?

2. This recommendation assumes that federal facilities will expand the
scope of their existing regulations to cover all ionizing radiation in
medicine - what existing regulations currently apply to federal
facilities (other than those of the NRC)?

3. How would the goal of " uniform treatment" and regulation by a single
level of government at " equal intensity" be achieved through legislation
and rulemaking giving responsibility to the States.

PUBLIC COMMENTS

NRC has received 47 comments on the committee's report. About one third of
the commentors support this recommendation and the rest of the committee's
recommendations as well. These commentors included the Department of
Veteran's Affairs, several State agencies, four professional societies
associated with the use of radiation in medicine and six individuals. Several
of these commentors not only supported this recommendation, but believed that
NRC should discontinue all of its regulation of byproduct materials, and give
that responsibility to the States.
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! A second third cf the commentors supported the concept of regulatory reform,
! but with retention of Federal authority. These commentors included three
| Federal agencies, three professional societies involved in radiation in
| medicine, 10 States and NRC's Advisory Committee on the Medical Uses of
| Isotopes (ACMUI). Nine of these commentors favored continued regulation by

the NRC,'eight were not specific on which Federal agency should have|
~

i authority, and two, the State of California and the ACMUI would vest authority
with DHHS.

Four commentors, including the State of New Jersey favored regulatory reform,
but only after additional analysis.

|

!

Nine commentors supported the concept of uniform regulation for all
j radioactive materials, including NARM, with Federal oversight.

Several specific comments are of interest. The EPA felt that the report
reflected the concerns of the regulated community more than those of the

i public at large. The Department of Defense indicated that the Federal
regulatory authority over medical use of byproduct material should be'

| reevaluated and perhaps relaxed and restructured, but not abolished. The ;

States of Utah and Virginia were concerned that State legislatures might view |
this as an unfunded mandate and would need additional Federal support. The |

CRCPD does not support the recommendation. "CRCPD is concerned that ,

'

i elimination of the entire program, as recommended, could have immediate and
undesirable consequences on citizens in non-Agreement States which cannot or
will not have developed a state program consistent with the national model
prior to Congressional action. In addition, the absence of federal authority
in the medical use area may also have long term consequences for Agreement
States as they try to maintain a nationally consistent program in the face of
budget cutbacks and a changing regulatory philosophy."5 Several non-
Agreement States indicated that they had neither the resources nor the
capability to develop a program to adequately protect public health and
safety.

A2. Congress direct the Secretary of Health and Human Services to support,
coordinate, and encourage the following activities involving regulation 1

|of all ionizing radiation in medicine:
;

supporting the operation of the CRCPD;a.
b. providing a venue for the review and evaluation of Suggested State

Regulations for Control of Rad ation;
1,

|
'

|

j CRCPD position on the NAS report, reached at their meeting in5

|
Albuquerque, New Mexico, on May 8,1996

:
r
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,

: c. assisting states in implementation of their regulations;
d. aiding in assessment of the effectiveness of state programs through the

; collection and analysis of data;
e. helping develop survey methods by which the rate of adverse events for a

wide range of procedures and devices might be measured;
: f. monitoring the effects of deregulation;

g. enhancing training and standards for health care personnel; and!

h. investigating future significant radiation medicine incidents.

DESCRIPTION

In addition to the above, DHHS would educate the public for the primary
purpose of "... putting radiation risk in a more accurate and balanced
perspective." Adverse events for investigational drugs and blood products
must be reported to FDA as are adverse events involving radiation devices
resulting in serious injury or death.

As noted in the previous recommendation, NRC and Agreement States would
continue to regulate the manufacture of byproduct material for use in
radiation devices and radiopharmaceuticals; thus manufacturers would not be
able to distribute radioactive byproduct material to users unless they were
licensed by their states.

IOM RATIONALE

A Federal agency, such as DHHS, would assist states to establish regulatory
programs; train state radiation control personnel; build liaisons between
smaller states that wish to share regulatory systems; develop survey
methodology; and monitor the success of regulatory programs.

DHHS has an extensive history in regulating radiation in medicine. Within
DHHS, FDA exercises direct authority to determine the safety and
effectiveness, and to approve the marketing, labelling, and manufacture of all
radiation products used in medicine. FDA has promulgated regulations
establishing quality control standards and a certification program for medical
facilities that provide mammography services. FDA has issued guidelines and
recommendations regarding public exposure to ionizing and non-ionizing
radiation.

The NRC should not regulate the education and training of health care
personnel - it should be done by professional organizations and by the states.
NRC STAFF ISSUES

1

1. Would DHHS have any regulatory responsibility for Federal facilities |

other than the Public Health Service? If not, who would have authority |

over Federal facilities? l
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2. Current reporting requirements for FDA are not identical to those of NRC'

- they only require reporting adverse events resulting in serious bodily
injury (to manufacturer) or death (to FDA). There are no reporting
requirements for radiopharmaceuticals other than investigational drugs
except on a voluntary basis. To what extent should administration

; err' ors be reported?

3. In view of the overall reduction in federal spending, whether DHHS would
be provided any appropriations to carry out these additional
responsibilities cannot be predicted. With the reduction in federal
spending and with the knowledge that the NRC is supported by user fees

j rather than taxpayer dollars, would Congress appropriate sufficient
|funds for even the minimal expenses of this agency?

4. How would the effects of deregulation be monitored? The report states
that the committee did not possess the requisite expertise to address
the issue of. appropriate criteria for measuring the effectiveness of
regulatory programs. j

i PUBLIC COMMENTS

As mentioned above, about a third of the commentors support this |

recommendation along with all the committee's recommendations. A number of
commentors support the role of a Federal agency described in this,

1
recommendation, but do not necessarily endorse DHHS. Many of these latter
commentors believe that the Federal agency should have at least some authority
and that it should be responsible for at least NARM as well as byproduct
material. The CRCPD view is illustrative. CRCPD supports the concept of a
single federal agency with a strong leadership role, and believes that
consolidation of authority presently found in several agencies including NRC,
DHHS, OSHA, and EPA is very desirable. However, CRCPD, in addition to several
states, do not support the automatic selection of DHHS as the lead agency, but
consider that radiation protection should be a major responsibility of the
laad agency. The OAS' recommended a revision to recommendation A2 to include
that a single federal agency should be directed (by Congress) to support,
coordinate, and oversee specified activities involving regulation of all
ionizing radiation in medicine. The OAS did not reach consensus on which
agency should have the responsibility.

The agency most affected by this recommendation is DHHS, who does not support
it. DHHS does not find the committee's arguments compelling and does not
consider the legislation re:ommended by the committee likely. Further, in the

' The OAS comment provided the recommendations of and consensus reached
at a NRC and Agreement State technical workshop conducted on March 6,1996.
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event of such legislation, DHHS considers the probability low that it would
receive funding from Congress commensurate with its additional
responsibilities.

R RECOMMENDATIONS TO THE NRC

Bl. The NRC should immediately relax enforcement of 10 CFR 35.32 and 35.33
through its present mechanisms.

DESCRIPTION

NRC's 10 CFR Part 35.32, Quality Manaaement Proaram, requires, among other
things, that medical licensees have written procedures to ensure that
direction for a therapeutic administration is made in writing, that the
patient's identity is verified by more than one method, that unintended
deviation from the written directive is evaluated, and that the licensees
review this program at least once every 12 months.

NRC's 10 CFR Part 35.33, Notifications. Reports. and Records of
Misadministrations, requires, in part, that medical licensees notify the NRC

,

within one calendar day of the discovery of a misadministration, and that they
~

submit a written report within 15 days, and that they retain a record of each
misadministration for five years.

The information required by 10 CFR 35.33 would not be entirely abandoned. NRC
could continue to cooperate with the FDA as provided in their MOV to obtain
data on devices, drugs, and biological products that relate to device,

| malfunction, serious injury, or death.

IOM RATIONALE

NRC's Quality Management (QM) rule lacks the basic elements of a QM program:
comprehensive process and outcomes data, feedback mechanisms for health care
providers, education of clinicians to achieve continuous improvement, and
follow-up measurement to monitor change / improvement.

The regulation of byproduct material greatly exceeds the regulation of
chemotherapy, surgery, anesthesia, and the use of general pharmaceuticals
except for controlled substances, all of which are unregulated at the federal
level .

! A lower rate of adverse incidents in radiation medicine is not a result of
! stricter regulatory oversight. The more detailed reporting and enforcement

systems required for byproduct materials do not seem to result in even a
marginal decrease in risk to providers, patients, or members of the public.

.

;
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I
,

The level at which the NRC currently enforces 10 CFR 35.32 and 35.33, through i

detailed and voluminous documentation, reporting, and penalties, is (
inconsistent with the NRC's Medical Policy Statement, which favors minimum
regulatory intrusion into the practice of medicine.

The Joint' Commission on Accreditation of Healthcare Organizations (JCAHO) has
a performance standard which requires intensive assessment when performance
varies from recognized standards, but does not specifically require reporting
of medication errors except in accordance with written procedures of the
hospital.

Elimination of the QM rule would not lessen the radiation protection of the
public, occupational worker, or the patient.

The regulated community has expressed reservations about seeking advi' from
the NRC, fearing that they might become the target of punitive reprisals.

When the NRC levies a fine, the agency also issues a press release describing
the violation and the fine. Licensees assert that adverse economic impact of
such press releases is considerable.

NRC STAFF ISSUES

1. The lack of data for comparing byproduct material, NARM and machine-
produce radiation limited the scientific basis of the committee's
findings. How can we achieve improved data collection on actual
incidence and rates of adverse incidents and misadministrations? Is
there a need for improved databases?

2. What is the rationale or basis for the necessity for immediate action?

3. Assuming that NRC were to immediately relax enforcement, NRC would be in
the position of having a regulation for which there would have been no
monitoring or enforcement. If NRC were to follow this recommendation,
what followup actions should NRC conduct in the event of a
misadministration resulting in serious injury or death?

4. If NRC lacked statutory or regulatory authority governing the medical
and biomedical research use of byproduct material, why should NRC
continue to gather data on user errors, drugs, and biological products
to share with FDA under the MOU (unless reimbursed by another Federal
agency)?
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l
1

PUBLIC COMMENTS

A number of commentors supported the concept that many of NRC's requirements
are overly prescriptive and burdensome. CRCPD supports relaxation of these
requirements because it finds them overly prescriptive and unnecessarily
burdensome. The Organization of Agreement States believes that NRC should

iimmediately relax enforcement of these requirements, and further considers
|that the Quality Management Rule should not be an item of Agreement State |

compatibility. l

|
B2. The committee recommends that the NRC initiate formal steps under the

Administrative Procedure Act to revoke Part 35 in its entirety, if 1

Congress fails to act within two years in response to the two |
recommendations to Congress stated above.

DESCRIPTION

NRC's 10 CFR Part 35, Medical Use of Bvoroduct Material, contains technical
and administrative requirements that apply specifically to medical
applications. It sets quality management and reporting requirements, and
establishes training and experience criteria for users of byproduct material.

,

'

It sets requirements including dose calibration, leak testing, source
inventory, patient release, instructions to nurses, and survey requirements as
well as use of syringe shields and storage of waste for decay.

IOM RATIONALE I

1
'In addition to NRC's overly stringent enforcement, the regulations themselves

are excessive and duplicative. 10 CFR Part 35 covers areas that either are
already regulated at the institutional level or are best left to the states, j
to professional societies, and to patients in consultation with their doctors. '

1

States regulate the medical uses of other forms of ionizing radiation and, l
could easily fold byproduct material into their regulatory programs. l

The CRCPD could add byproduct material to its suggested state regulations.
These additions could incorporate relevant concepts currently in Part 35.

Doctors have ethical obligations, codified in professional standards, for
informing patients of medical errors. The relatively low misadministration
rate could be maintained by less stringent programs that are administered at
the state level by professional societies, and by existing liability law.

i
|

|

1
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The FDA collects data on adverse effects of radiopharmaceuticals and incidents
of failure of radiation-emitting medical devices, and it could assume the
monitoring responsibilities of the NRC.

Public safety in the medical use of ionizing radiation would yet exist in the
fact that' the NRC would still retain responsibility for the licensing of
manufacturers and, consequently could ensure that byproduct material was !

i

1 withheld from any state that failed to license users and regulate the use and
' safety of byproduct material.

The committee strongly endorses the formal route of notice and comment
rulemaking, subject to the Administrative Procedure Act, to accomplish the I

rescission of all of Part 35.

NRC STAFF ISSUES

| 1. This recommendation presupposes Congress will not act, and therefore
will not vest DHHS with a leadership role. This could result in the

,

laissez faire or state control regulatory structures, both of which were'

rejected by the committee. How would this recommendation achieve the
goal of the preferred alternative?;

!

2. With the lack of data cited in the report, on what scientific basis
might NRC make a finding that there is no unreasonable risk to public
health and safety, and thereby exempt medical use of byproduct material
from the requirements of a license, as set forth in Section 81 of the
Atomic Energy Act?

PUBLIC COMMENTS

| Many commentors, to include professional organizations, State agencies, and
individuals, were in favor of the need to revise Part 35. While CRCPD
considers that a major revision to 10 CFR Part 35 is needed, it does not
support this recommendation. 0AS believes that 10 CFR Part 35 should be
revised significantly, but that it should not be revoked in the absence of
legislation. 0AS believes that a minimum level of radiation protection must
be available.

83. The committee recommends that the NRC separate the costs of formulating
regulations from the cost of administering those regulations.

i
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DESCRIPTION

The Omnibus Budget Reconciliation Act of 1990 requires NRC to recover 100% of
its budget by charging fees to NRC applicants and licensees. As a result, NRC
licensees bear all of the agency's costs both of developing its regulations
and of administering them. Separating these costs would enable NRC to recover
development costs from its licensees differently than it recovers its
administrative costs.

IOM RATIONALE

Only NRC-licensed institutions should bear the NRC's costs of licensing and
inspection, whereas the costs of developing standards should be borne by
all institutions, whether or not they are located in NRC-regulated states.

Licensing fees charged to health care facilities to meet the cost of the
existing NRC program are becoming more expensive as more states become
Agreement States.

Several individuals interviewed during site visits voiced concern that
excessive costs force laboratories to stop using radionuclides, which in turn
delays or prohibits the development and implementation of new uses of
radionuclides in medicine.

NRC STAFF ISSUE

If NRC were to separate the costs of formulating regulations from the cost of
administering these regulations, how would the Agreement State licensees bear
the cost of developing standards?

PUBLIC COMMENTS
,

CRCPD supports this recommendation and recommends that Congress provide
general funds to support development of essential regulatory standards. 0AS
identified the issue of how Agreement States would bear the costs of
developing standards if NRC were to accept this recommendation.

G RECOMMENDATIONS TO THE CRCPD AND THE STATES .

C1. The committee recommends that the Conference of Radiation Control
Program Directors incorporate into its Suggested State Regulations for
Control of Radiation any relevant concepts from 10 CFR Part 35 that are
not already integrated in those suggested regulations.

,

RELEASE DATE: SEPTEMBER 16, 1996 22 DSI 7 ATTACHMENT



. . . . ... . . . - . -- - . - - .__. - - - .- . - - . -

.

.

DSI 7 ATTACHMENT MATERIALS / MEDICAL OVERSIGHT

IOM RATIONALE
|

All states will be able to provide regulatory oversight for AEA material in a
manner similar to that provided for non-AEA material through the adoptions of
CRCPD's Suggested State Regulations for the Control of Radiation. "[T]he
committee expects that byproduct materials can be accommodated in the state
systems."

Although State laws, regulations, and administrative practices vary, States,

j can and do achieve a level of uniformity in many areas through cooperative,
j voluntary, and informal arrangements.
:

! Although States cannot be compelled to accept the voluntary guidelines or the
| SSRCR, a variety of forces can greatly influence them to do so such as a
! collaborative effort, professional peer pressure, consumer groups and the
j media, and State medical societies.

CRCPD will continue to provide SSRCRs of the current level of quality without
the assistance of the NRC, but with another federal agency providing
" voluntary guidelines and model regulations for states"

NRC would continue to fund the CRCPD's efforts with respect to all nonmedical
uses of byproduct material.

NRC STAFF ISSUES

1 Will the states voluntarily. adopt the CRCPD's SSRCR in the absence of
any real compelling mandate placed on either CRCPD or the states?' For
example, in the case of the recently passed mammography law, Congress ;

provided a compelling reason for hospitals and clinics to meet the
quality _ standards: i.e., in order to be reimbursed for mammography
services, the hospital or clinic must be certified as meeting the
standards.

2 The level to which the states currently adopt the SSRCR varies from
state to state. Would there be greater uniformity under the proposed
recommendation?

I

PUBLIC COMMENTS

CRCPD considers that it already has accomplished this.

,

C2. The committee recommends that all state legislatures enact enabling
legislation to incorporate the regulation of reactor-generated

i byproducts into existing state regulatory programs.
i
|a
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IOM RATIONALE |

States have effectively regulated naturally-occurring and NARM in the past and
continue to do so. Therefore all States can regulate the medical use of
byproduct material effectively. |

Congress will modify the AEA to revoke the NRC's authority to regulate the
medical use of byproduct material, give another Federal agency the
responsibility for providing guidance, and allow all States, at their option,
to exercise regulatory authority over the medical use of byproduct materials.

All States will devote the additional necessary resources to provide adequate
protection of the public health and safety related to the medical use of
byproduct materials with "little", if any, additional federal funding.

The possibility of precluding users from obtaining byproduct material from
manufacturers in those " states that did not include byproduct material into
their existing regulatory programs" would be acceptable to Congress and the
public. i

NRC STAFF ISSUE |

Will all States in fact have the will, the resources, and the competence to
regulate the medical use of all sources and uses of ionizing radiation safely?

PUBLIC COMMENTS

0AS endorses this recommendation, but as applied to all ionizing radiation.
CRCPD endorses the recommendation, although it recognizes that not all States
will choose to establish comprehensive programs that include byproduct
materials. However, the CRCPD continues to support consistent application of
radiation protection standards nationwide and believes that this can be best
accomplished by having all radiation programs in a single state agency which
can deal comprehensively with all forms of ionizing radiation within the
state.

C3. The committee recommends that the Conference of Radiation Control
Program Directors and the states continually reevaluate their
regulations and procedures pertaining to radiation medicine to ensure
congruence with evolving scientific understanding of radiation
bioeffects and to be in accord with advances in knowledge regarding
benefits and risks related to medical and biomedical research uses of
lon1z1ng radiation in medicine.

l
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10M RATIONALE

Continual reevaluation and maintaining congruence is a necessary step for
providing adequate protection of the public health and safety.

The CRCPD' and all states will devote the necessary resources to maintain ,

congruence with evolving scientific understanding of radiation bioeffects and '

be in accord with advances in knowledge regarding the benefits and risks of
the medical use of ionizing radiation.

NRC STAFF ISSUE

Many states have adopted regulations for non-AEA materials that are similar to
those that NRC implements for AEA materials and requires Agreement States to
adopt as items of compatibility (e.g., NRC's QM rule for cobalt teletherapy !

versus State regulations for accelerator teletherapy). Will the CRCPD be able I
to effectively " ensure congruence" of the States' regulations and procedures
to "be in accord with advances in knowledge regarding benefits and risks . . ."
by using voluntary mechanisms in the absence of the regulatory presence and
resource support of NRC?

PUBLIC COMMENTS

Both 0AS and CRCPD endorse this recommendation.

l

V NRC ACTIONS AND COMMENT SUMMARY |

A NRC Actior: to Date
|

The IOM provided NRC with a prepublication copy of the committee's report in
December 1995. The NRC provided copies of the report to all Agreement States
and non-Agreement States and Territories, appropriate Federal agencies, CRCPD, ,

| OAS, Congressional Oversight Committees and NRC's Advisory Committee on the
'

Medical Uses of Isotopes (ACMUI). In addition, the NRC published a Federal
Reaister notice (61 FR 1648) on January 22, 1996, and issued a press release
acknowledging receipt of the report and requesting comments on the possible
impacts of the report, to include any views on policy, legislative,
rulemaking, and guidance issues. The Commission directed the staff to
consider the report and comments received within its Strategic Assessment and
Rebaselining efforts. While the report is being considered, the NRC is
continuing to implement the ongoing medical use program.

. RELEASE DATE: SEPTEMBER 16, 1996 25 DSI 7 ATTACHMENT

...



. ~..

|

|

1
'

,

|

DSI 7 ATTACHMENT MATERIALS / MEDICAL OVERSIGHT

|

Several public meetings have been held to discuss the report. The ACMUI met
on February 21-22, 1996 and subsequently briefed the Commission on May 3, 1996
to discuss their recommendations. Briefly, the ACMUI did not recommend any of
specified alternatives. They reached consensus that the medical use
regulatory program should be rebuilt, reassessing the objectives of the
regulations and encompassing all uses of ionizing radiation in medicine, and
that States should be federally mandated to administer the program, with
appropriate incentives to encourage States to comply. State programs should
be monitored by a Federal agency with an overall medical use perspective
(e.g., DHHS).

The OAS and the members of the IOM committee briefed the Commission on
February 26 and 27, 1996, respectively. In addition, the report was discussed
at a joint NRC and Agreement State technical workshop on March 5-6, 1996. The
workshop included representatives of 18 Agreement States and two non-Agreement
States. More recently, the report was discussed with the Conference of
Radiation Control Program Directors on May 6, 1996.

B COMMENTS ON IOM REPORT

As of the end of August 1996, the ste.ff had received 47 written comments on
the report. The two major categories of responses are either in support of,
or opposition to, the overall recommendations of the IOM committee. However,
within each of these major categories, there are subsets with respect to the
specific direction or focus of the comments. None of the comments received
specifically indicated that there should be no Federal involvement.

The Secretary of the Department of Health and Human Services (DHHS), the
Federal agency that would be most directly affected by the IOM
recommendations, indicated that the report does not make a compelling public
health agreement for DHHS to assure the recommended new role. Furthermore,
DHHS raised a concern that Congress would not provide resources commensurate

,

with the added responsibilities.

The majority of comments received (32 out of 47) did not endorse the full
range of recommendations put forth by the IOM committee. Four of the 15
respondents that supported the recommendations indicated that the
recommendations should encompass all uses of byproduct materials. The
Department of Veterans Affairs, in its support of the 10M report, indicated
that legislative initiatives should ensure that Federal f acilities are not
subject to State and local regulations.

i

The comments tha; did not support all the IOM recommendations varied
dramatically in the focus of their viewpoints and opinions. The degree of
regulatory reform perceived to be necessary ranged from simply recognizing the
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merits of the issues raised by the IOM committee to a need for a complete
restructuring of the regulatory program. The non-Agreement States that
responded were particularly concerned about the substantial financial impact
of the recommendations and the issue of this being, in effect, an unfunded
Federal mandate. For example, as indicated in the response from Hawaii,
public health and safety could be jeopardized in those States with

,

| insufficient resources or capability to adequately implement the regulation of'

byproduct materials. The Department of Defense response, which summarized the
responses from the three Service Medical Departments (Army, Navy, and Air,

| Force), supported the need to re-evaluate the current regulatory structure,
but emphasized the need for a uniform regulatory authority. There were
several responses that recommended the need for Federal oversight for all uses
of radiation.

1

The Organization of Agreement States response provided a summary of the1

consensus of the participants of the NRC and Agreement State technical,

! workshop conducted March 5-6, 1996, which included that all radiation use
| (medical and non-medical uses) should be consolidated under one Federal
| agency. The CRCPD prepared a position paper, which supported the leadership

role of a single federal agency for all forms of ionizing radiation, at their
May 6 meeting. The comments of these organizations are summarized above under

| the specific recommendations to which they apply.

The NRC will continue to evaluate comments as part of the strategic assessment-
and rebaselining efforts. A summary of the comments is provided in
Attachments 1-3.

|

|

>
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|

1

Categories of Responses Received on IOM Report I
:

| Federal Aaencies:

Department of Defense (D00) - consolidates views for three services
Department of Health and Human Services (DHHS)
Department of Labor, Occupational Safety and Health,

j Administration (OSHA)
| Department of Veterans Affairs (DVA)
| Environmental Protection Agency (EPA)

Aareement States:

Arkansas
i California
j Florida (Office Radiation Control) - R
| Florida (State Health Office) - H
! Illinois

Kentucky
Maryland
New Mexico
New York (Dept. Environmental Conservation) - E
New York (Dept. Health) - H
New York (Dept. Labor) - L
Tennessee
Texas
Utah
Vermont
Washington

Non-Aareement States / Territories:

Alaska
American Samoa
Delaware
Hawaii
Massachusetts
New Jersey
Virginia

|
Wyoming

,

,
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|

, Oraanizations/ Committees:
l

American Association of Physicists in Medicine (AAPM)
American College of Cardiology (ACC)
American College of Medical Physics (ACMP)
American College of Nuclear Physicians / Society of Nuclear Medicine

(ACNP/SNM)
American College of Nuclear Physicians - California chapter

f (ACNP-CA)
American College of Radiology (ACR)
American Pharmaceutical Association (APHA)l

| American Society of Nuclear Cardiology (ASNC)
| Conference of Radiation Control Program Directors (CRCPD)

NRC's Advisory Committee on Medical Uses of Isotopes (ACMUI)
Organization of Agreement States (0AS)7

|

|
Other Respondents:

|

| CBeasley, St. John's Regional Health Center, Springfield, M0 ,

MHafermann, Virginia Mason Cancer Center, Seattle, WA |
DJones, Northwest Medical Physics Center, Lynnwood, WA )

lCMarcus, University of California, Los Angeles, CA
CPerez, Washington University, St. Louis, MO

.GPoteat, OH
JRieke, Virginia Mason Cancer Center, Seattle, WA
DSchumacher, Northwest Medical Physics Center, Lynnwood, WA
MSelikson, RSO, University of Pennsylvania, Philadelphia, PA
St. John's Hospital, Jackson, WY

|

|

7
; The OAi comment provided the recommendations of and consensus views
; reached at the NRC and Agreement State Technical workshop. The session on the

NAS report included representatives from 18 Agreement States (CA, NY, SC, NV,'

IL, WA, TX, MS, TN, GA, NE, CO, KY, KS, NYC, FL, AR, AZ) and two non-Agreement,

' States (OH, PA).
,
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i

General Comments on IOM Report

Respondents in favor of IOM recommendations- 1

I
Support IOM report / recommendations as written:

AAPM

ACNP/SNM 1

ASNC
i

DVA
NM
MHafermann (Virginia Mason Cancer Ctr)
DJones (Northwest Medical Physics Ctr)
CMarcus (VCLA)
CPerez (Washington Univ)
JRieke (Virginia Mason Cancer Ctr)
DSchumacher (Northwest Medical Physics Ctr)

Support IOM report / recommendations, but as applied to all materials:
|

FL (R)
NY (H),

! NY (L)
ACNP-CA

!

!

|

:
!
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Respondents not in aareement with IOM recommendations:

Support concept of regulatory reforma but retain Federal authority?:

DHHS oversight: ACMUI, CA

NRC oversight: EPA, ACMP, ACR, HI, KY, NY(E), UT, WA, GPoteat(OH)

10Unspecified oversight: DHHS D0D, ACC, AK, DE, TN, VA, WY,

| Support concept of regulatory reform, but after additional inalysis:

CBeasley (St John's Regional Health Center)
MSelikson (RS0, Univ. of Pennsylvania)
NJ
St. John's Hospital

Support concept of uniformity for all radioactive materials regulation with
Federal oversight:

LRCPD
OAS
APHA

| AR (NRC as lead agency)
FL (H)
IL
MA
MD
TX

|

8 It should be pointed out that the degree of regulatory reform
) perceived to be necessary by different respondents varied from recognizing the
| concerns raised by the IOM to a drastic change in the approach to regulation
'

of medical uses.
' Some States (e.g., VA, WY, DE) were primarily concerned with the

substantial financial impact of the NAS recommendations and the issue of
unfunded Federal mandates, rather than more specific concerns on the overall
approach for regulation.

'
. DHHS did not address the issue of regulatory reform, Federal
; authority, or concerns raised by the IOM, but focussed on the implications of
: the recommendation to DHHS.
t
;
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|

Respondents indicatino report under review

l

D0L
AS

VT

|

|
|

i

|
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Specific Comments on IOM Report ,

r
t

Category of Response Respondent Specific Comuments

RESPOBOEWTS IN AGREEMENT WITH 10M REC 0pmENDATIONS j

Stpport 10M report / DVA Tl.e Veterens Health Adninistration generally concurs with and endorses the findings !

reconsnendation as .citten and reconsmendations of ION. Principal concern is lack of specifics regarding
regulation of Federal entititles and also the regulation of medical research

progranus.

New Mexico Agrees with IOM reconnendation that Congress remove regulation of possession and use
of materlat stbject to AEA from NRC's purview. Stpports leadership rote of DHMS so
long as all states maintain regulatory programs that measure comprehensive standards

*of performance and effectiveness.

AAPM AAPM fundamentally stpports position, conclusions, and reconmemdations of the IOM
report. NRC should be removed from its current regulatory role for medical use.
Establish programs for inplementing States' regulations monitored by appropriate
Federal health agency with assistance of user consannity and professional
organizations.

ACNP/SNM The ACNP and SNM believe the report proposes a sotmd and thoughtful approach to the
regulation of nuclear medicine and urges NRC to implement the 10M reconenendations,

,

at towing for comunent on specific means to achieve implementation.

ASNC Concur with the IOM's conclusions and support their reconenendations for a tmifonn
policy to be set at Federal level which can be enforced by the States. DHl8S should
incitsle medical radiation safety as part of its health care management plan.

MHafermann Cadorses recomunendations of IOM. Does not agree with *entiments of Robert Adler in
Appendix L.

t

I
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DSI 7 ATTACHMENT. MATERIALS / MEDICAL OVERSIGHT

!

Category of Response Respondent Specific Comnents

RESPONDENTS IN AGREEMENT WITH 10M RECOMMENDATIONS

Support ION report / DJones Endorses recommendations of IOM. Does not agree with sentiments of Robert Adler in

recomunendation as written Appendix L.

CMarcus supports the ION report and expresses disagreement with statements t.ade by Robert i

Adler in his supplemental statcnent (Appendix L)

CPerez Expresses strong support for many of reconnendations.

JRicke Endorses recommendations of 10M. Does not agree with sentiments of Robert Adler in

Appendix L.

DSchtsnacher Supports reconenendations proposed by 10M committee.

Support ION report / Florida Support idea of delegating regulation of medical byproduct materlat to states in
reconenendations, but as applied (Rad. Control) addition to att agreement materials,

to att materlats .

New York Support the IOM's conclusion that the regulation of medical use of byproduct
(Dept. Health) materiets should be carried out at the state level. Encourages the NRC to not limit

its response to the IOM report to the narrow medical focus of the report. |

New York Supports the 10M's reconenendation that WRC discontinue regulation of enedical use of
,

(Dept. Labor) byproduct materirts, but considers it ittogical to limit the reconenendation to this i

one area (should include nuclear pharmacies, manufacturers, distributors, and
industrial users)

ACNP-CA NRC's entire materials program should be given to the States and Federal entities

,

b
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Category of Response Respondent Specific Comuments

RESPONDENTS IIOT Ilf AGREEMENT WITH IOft RECOBOIENDATIONS

St@ port concept of regulatory ACMUI ADEJI iLadicated a preference for a variant of the lost preferred atternative in which
reform but retain Federal there would be stbstantial Federal oversight of State progrens with a mechanism to
authority ensure compliance of States and users. State prograns should be monitored by a

Federat agency with overat t usedical use perspective (DNHS).

DMHS Report does not make a caJpetting public health argtsment for DNHS taking on a
substantial new role. The probability is low that Congress would provide adequate
resources. DHHS does not support the reconummdation.

D00 Federal regulatory authority over medical use of byproduct materlat should be
reevaluated and perhaps relaxed and restructured, but not abolished in favor of a
voluntary or State-operated system.

EPA Report reflects the concerns of the regulated consuunity more than the ptblic at
targe. There may be aspects of NRC's prograrn that can be improved, but NRC should ,

continue to assure ptatic is protected.
!
1

ACC Transfer of oversight of the medical use of isotopes to the States seems reasonable. '

However, strongly encourage Federa* oversight of this state initiative. An obvious ;
draebacit would be if att States had separate regulations for licensure and I

comptiance. I

ACMP Stgports the need for a drastic change in regulation of radiation in medical use !
including use of Advisory Panets (conprised of users, manufacturers, and ptetic) to l

determine the regulatory framework to be applied imiformly in medical profession. !
Current regulations should be modified.

.!
, ACR In lieu of Congressional action to eliminate NRC's medical use program, the ACR '

! believes that NRC's medical use program must be rebuilt and its objectives thoroughty
reassessed.

,

'

t
P

'
>

i
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Category of Response Respondent Specific Comments

RESPONDENTS NOT IN AGREEMENT WITN IOM RECOMMENDATIONS (continued)

Support concept of regulatory Alaska This would not be a cost effective nor efficient reform for Alaska. It is in the
reform but retain rederat best interest of the State to support the existing method of regulating nuclear
authority (continued) medicine licensees by a rederal agency.

California In view of split regulatory authority at federal levet and apparent reluctance of NRC
to expand jurisdiction, agree that Congress remove NRC's authority. DHHS should be
given authority to ensure that every state maintains a radiation program that meets
minimum, comprehensive, consensus standards of performance and ef fectiveness.

Delaware The inpact of the IOM reconenendations .Jould be substantial in terms of our increased
need for funding, staffing, training and infrastructure requirements.

Hawaii Does not have resources or capability to adequately inplement regulation of byproduct
materials. Without assistance (training and development) to States, the removal of
NRC's authority may significantly jeopardize ptetic health and safety.

Kentucky A better aggroach would be to have NRC revise its medical program to go along with
the reconenendations the Institute has given in preferred atternative D.

New York Many mforeseen consequences may occur if AEA is modified. Conunission should proceed
(Dept. Environ. cautiously in pursuing 10M reconenendations that may alter the present AEA.
Conservation)

Tennessee White the findings of the Connittee have some merit, there is no conclusive support
provided to document them. Sweeping changes are not wett thought out and may result
in chaos.

Utah State legislatures may view this as another unftmded Federat mandate and may provide
no additional stpport to the State program. Medical consumity should work with NRC,
States, and other parties to resolve the regulation issue.
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Cat g ry of Response Respondent specific Comuments ;

!RESPONDENTS NOT IN AC C MENT WITN ION REcopeqENDAY10NS (continued)

|
steport concept of regulatory Virginia , The Comanonwealth is in no position to asstane any additional emfunded Federal '

reforin but retain Federat mandates. Could only asstsee regulatory responsibility if WRC provides (tmds to
authority (continued) defray cost of impleasenting the program. ;

i Washingtr+. NRC should focus on radiation safety of worker and non-patient ptetic (oversight of
prodtsetion, distribution, and handling of byproduct materiets) white protection of ,

patient is best handled through State boards of medicine and pharmacy. ;

Wyoming The conclusions of the report neglect the considerable hardship to be incurred by .

saatter, less poputous, and less affluent States. Only through continued Federat [
regulatory participation can the goats of amiformity and ptetic access to safe !

medicat procedures be achieved. {
t

GPotest Potential decrease in safety may result froni a transfer to State regulators of NRC's
authority. Minor changes are necessary but overett NRC's regulations balance the {
need to protect workers, patient and the public with the requirements of siedical '

practice. j

!

l
i

!
'

'
t

i

I
i

i
I
|

!

!

I
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i

i
i
i
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Category of Response Responden! Specific Corsnents

RESPONDENTS NOT IN AGREEMENT WIT 88 10M RECOMMENDATIONS (continued)

Support concept of regulatory New Jersey If NJ chose not to become en Agreement State, ptblic may not be assured of adequate
reform, but afttr additional protection. If adopting the recornmendations, NRC and Congress should not act
analysis Precipitously, but attow the States to prepare for asstsning regulatory programs in

orderly fashion.

University of Before moving in the direction of a State-based decentratired syston, a better
Pennsylvania evaluation of potential both for increased risk to the ptetic and increased cost to

the medical industry is necessary.

St. John's Urges NRC to give every consideration to 10M report, particularly the review of risk
Hospital assessment.

08easley The report missed part of its stated intended goal to review the current system of
regulation (the issues of uniformity among states was not fully emptored). Progmses
review in more detait the regulation of non-nuclear medicine radiology and q;estion
of uniformity between states.

Support concept of aniformity OAS At NRC/ Agreement State Technical Workshop, conser.aus was reached that at t radiation
for att radioactive materiets use (regulated currently under NRC, IDA, EPA, and OSHA) should be consolidated isxler
regulation with Federal a single Federal agency.

oversight
CRCPD Absence of federal authority in medical use area erny have inmediate and tzvjesirable

consequences on citizens in non- Agreement States and long term consegaences for
Agreement States trying to maintain a nationally consistent program. CRCPD does not
support automatic selection of DHHS as the agency to provide leadership role.

APHA Att ionizing radiation should be grouped together under a uniform regulation.
Transfer responsibility for medical uses of any ionizing radiation to the States.
Some Federal authority should remain over the medical uses of ionizing radiation (NRC
or a similar federal agency).

I
i
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_

Category of Response Respondent Specific Conusents

RESPONDENTS NOT IN AGREEMENT WITH ION REColeIEN0ATIONS (continued)

Sgport concept of uniformity Arkansas The NRC should consider alternative A2 (status quo modified). If major changes are
for att radioactive materiets to be made, centralizatien of regdtation within one Federat agency (NRC) would be the
regulation with Federat best approach for att uses of radiation. Congress would be required to expand the
oversight (continued) role of NRC and a change in the agency would be necessary. Expand current Agreement

State program.

Florida Sgport idea that regulatory authority of at t agreement materiets be turned over to
(Mealth the states with consolidation of federal radiation oversight, guidance, and

Office) regulatory functions into one agency, not necessarity DHHS.

Ittinois Prefer CRCPD proposed new organizational concept that recanuends some consolidation
of att radiation regulatory functions at federat levet. Revise QM and pharmacy
rules. Prepare white paper to use as a policy basis to clearly delineate the
respective authority and responsibilities of various Federat and State agencies.

Maryland Rather than revoke NRC's authority and repeat the f ederal regulations, such authority
should be expanded to incorporate NARM, and the Federal regulations should be
thoroughly reviewed and amended to clarify regulatory responsibitity. DHMS does not
have necessary expertise.

Massachusetts Do not support elimination of att aspects of NRC's medical program, but stoport
relaxation of overty prescriptive and tonecesserity costly requirements. Support
intent of singte Federal agency providing a single leadership rote but do not sigport
automatic setection of DHMS.

Texas The basis for the report's reconenendations do not seem to be stestantiated. The
merging of att federal radiation control oversight into a single regulatory program
should be considered. The NRC should enhance the partnership with the States to
jointly determine compatibility requirements.

i

.
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STRATEGIC ASSESSMENT ISSUE PAPER

,

DSI 12: RISK-INFORMED, PERFORMANCE-BASED REGULATION

4

INTRODUCTION
-

'

In August' 1995, the Nuclear Regulatory Commission (NRC) staff initiated a
Strategic Assessment and Rebaselining Project. This project was intended to j

j take a new look at the NRC by conducting a reassessment of NRC activities in I
order to redefine the basic nature of the work of the agency and the means by I

which that work is accomplished, and to apply to these redefined activities a
rigorous screening process to produce (or rebaseline) a new set of
assumptions, goals, and strategies for the NRC. The results of this project
are intended to provide an agency-wide Strategic Plan which can be developed
and implemented to allow the NRC to meet the current and future challenges.

A key aspect of this project was the identification and classification of
issues that affect the basic nature of NRC activities and the means by which
this work is accomplished. These issues fall into three categories. The
first category includes broad issues defined as Direction-Setting Issues
(DSIs). DSIs are issues that affect NRC management philosophy and principles.
The second category includes subsumed issues. Subsumed issues are those that
should be considered along with the DSIs. The third category includes related
issues. These are issues that should be considered after the Commission makes
a decision on the option (s) for a DSI. Also, as part of the project, other |

issues of an operational nature were identified. These are not strategic l

issues and are appropriately resolved by the staff, and are not discussed in |
the issue papers. |

Following the reassessment of NRC activities, issue papers were prepared to
,

provide a discussion of DSIs and subsumed issues, and to obtain a review of l
'

these broad, high-level issues. These papers are intended to provide a brief
discussion.of the options as well as summaries of the consequences of the
options related to the DSIs. Final decisions related to the DSIs will ,

'

influence the related issues which are listed, but not discussed, in each
issue paper. As part of the Strategic Assessment and Rebaselining Project,
the issue papers are being provided to interested parties and to the public.
Following distribution of the issue papers, a series of meetings are planned
to provide a forum to discuss and receive comment on the issue papers. After
receiving public coment on the issue papers, the Comission will make final
decisions concerning the DSIs and options. These decisions will then be used
to develop a Strategic Plan for the NRC. In summary, the Strategic Assessment
and Rebaselining Project will analyze where the NRC is today, including
internal and external f actors, and outline a path to provide direction to move
forward in a changing environment.

RELEASE DATE: SEPTEMBER 16, 1996 DSI 12
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DSI 12 RISK-INFORMED, PERFORMANCE-BASED REGULATION

I. SUMMARY >

- A. Direction-Setting Issue

The Comission has established the policy that, to the extent practical, risk
insights shall be incorporated into all nuclear regulatory activities. As a
result of ~this policy, the staff has developed a framework for applying ,

probabilistic risk assessment (PRA) methods and techniques in reactor |regulation (SECY-95-280, " Framework for Applying Probabilistic Risk Analysis !
in Reactor Regulation") in order to ensure consistent and appropriate
application of PRA methods. The staff has also identified a number of
regulatory applications associated with reactor regulation that appear
amenable to the expanded use of PRA - such as inservice testing of pumps and
valves, inservice inspection, technical specifications, and graded quality
assurance. In these areas, the staff is developing PRA standards and guidance
to help clarify and facilitate the use of risk-informed, performance-based
regulation for both the NRC and the industry.

Industry and NRC efforts to develop and apply similar approaches to nuclear
materials programs are not as advanced as reactor' programs. The complexity of
power reactors and the potentially severe consequences of a reactor accident
led to the development of analysis methods to provide better estimates of
risk. The consequences of an accident in the nuclear materials area would be
less severe and the event sequences would be less complex than the
consequences of an accident in the reactor area. The need for a better
understanding of risk for comercial power reactors resulted in detailed
development of reactor risk analysis methodology before such methodology was
developed for the relatively simpler, but more diverse, nuclear materials
area. Also, power reactor risk analysis techniques are more developed than
nuclear materials risk analysis techniques because the comercial nuclear
power industry is. actively seeking regulatory relief in numerous areas using
risk-informed, performance-based insights to help justify the request for
relief.

Considering the general direction provided by the Comission and Congressional
directives to various Government agencies to proceed to use risk-based and
cost-benefit criteria, and recognizing the resources needed to implement

- risk-informed, performance-based approaches to regulation the following
direction setting-issue (DSI) was identified:

What criteria should NRC use in expanding the scope in applying a
-risk-informed, performance-based approach to rulemaking, licensing,
inspection, and enforcement?

RELEASE DATE: SEPTEMBER 16, 1996 2 DSI 12
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The Comission's decision on this issue will be used to establish the overall
framework for "how fast" and "how far" the agency will go in expanding
activities in the application of risk-informed, performance-based regulatory
approaches. This paper provides four options for moving toward more
risk-informed, performance-based regulatory approaches.

Sample criteria for expand mg the scope within the context of the strategic
direction are discussed in Appendix A.

B. Options

Option 1: Continue Current Process

The current process for pursuing risk-informed, performance-based regulation
could be characterized as an incremental process. Priority and scope in
applying risk-informed, performance-based regulatory approaches are determined
by balancing external and internal goals and available resources. Priority

criteria (Appendix A) are applied and the scope of activities is primarily
determined by considering the industry demand, the safety benefit, the ease of ,

implementation, and available resources. This approach covers both reactor '

and nuclear materials areas but there is more activity associated with

risk-informed regulatory approaches for reactor applications as outlined in
the PRA Implementation Plan (SECY-95-079).

Option 2: More Rigorously Assess Relationship to Public Health and Safety

Before pursuing risk-informed, performance-based approaches, this option would
require that for new initiatives, the NRC determine that there is the
potential for a substantial increase in overall protection to public health
and safety that would justify the level of resources necessary to pursue
additional risk-informed, performance-based regulatory initiatives. Priority

and scope in applying risk-informed, performance-based regulatory approaches
are primarily determined by the projected cost of the initiative compared to
benefit to the public health and safety. Many intangibles would have to be
qualified before proceeding. Priority criteria are weighted toward greatest
safety benefit. The scope of risk-informed, performance-based approaches
would be primarily determined by considering the cost / benefit, the overall
impact on the NRC and regulated industry, and available resources. This
option would provide additional focus for moving toward risk-informed,
performance-based regulation and potentially move more slowly toward
risk-informed, performance-based regulation than the current process.

RELF1.SE DATE: SEPTEMBER 16, 1996 3 DSI 12
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<

Option 3: Perform a Comprehensive Assessment of NRC Regulatory Approaches

This is a proactive, aggressive option for moving toward risk-informed,
performance-based regulation. This option would maximize internal
self-assessment and include exploring all regulatory areas to determine
whether risk-informed, performance-based regulation should be pursued in that
area. This approach would require a comprehensive review of our regulations
and regulatory processes to determine areas that could be improved through
risk-informed, performance-based regulatory approaches. Priority for
regulatory activities are established based en consideration of the cumulative
impacts on safety, burden reduction, and efficiency. The scope of
risk-informed regulatory approaches under this option would be determined by
considering agency responsiveness to stakeholder initiatives, the safety
benefit / significance of the approach, and the effect on NRC and licensee
efficiency. Ease of implementation and available resources are secondary
scoping considerations (i.e., if the activity is determined to be a high
priority then resources will be made available and efforts made to improve the
state-of- the-art to the level necessary to support the desired goal).

Option 4: Consider Risk-Informed, Performance-Based Approaches Primarily in
Response to Stakeholder Initiatives

This option is the most responsive to industry and stakeholder initiatives.
Priority and scope in applying risk-informed, performance-based regulatory
approaches would be primarily determined by stakeholder demand and ease of
implementation. Priority would be weighted toward industry initiatives to use
risk-informed, performance-based approaches to reduce regulatory burdens. The
scope of risk-informed. regulatory approaches unC this option would be
primarily determined by nature of the initiative. Case of implementation and
cost / benefit play a major role in defining the scope of the regulatory
approach.

II. DESCRIPTION OF ISSUES

A. Background

; Since the early 1970s, the NRC has expended significant resources in the
development and application of PRA technology. This included the ground-
breaking work of the Reactor Safety Study (documented in WASH-1400) in 1975.
On January 18, 1979, the NRC issued a policy statement entitled "NRC Statement
of Risk Assessment and the Reactor Safety Study Report (WASH-1400) in Light of
the Risk Assessment Review Group Report" [ Risk Assessment Review Group Report,
NURE6/CR-0400]. In addition to addressing specific criticisms of WASH-1400,
the 1979 policy statement articulated limitations in the.use of PRA in the
regulatory arena. Many of these limitations have been addressed, however,
some still remain pertinent today. Primary among these limitations is the

RELEASE DATE: SEPTEMBER 16, 1996 4 DSI 12
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characterization of uncertainties associated with calculated probabilities of
reactor accidents. PRA methodologies have, however, provided a better means
for identifying and characterizing the range of uncertainty.

The Three Mile Island accident in 1979 substantially changed the character of
the analy' sis of severe accidents worldwide. It led to a substantial research
program on severe accident phenomenology. In addition, both major
investigations of the accident (the Kemeny and Rogovin studies) recommended

1 that PRA techniques be used more widely to augment the traditional i

nonprobabilistic methods of analyzing nuclear plant safety. In 1984, the NRC
completed a study (NUREG-1050) that addressed the state-of-the-art in risk :

. analysis techniques.
,

1

In early 1991, the NRC published NUREG-1150, " Severe Accident Risks: An
Assessment for Five U.S. Nuclear Power Plants." In NUREG-1150, the NRC used
improved PRA techniques to assess the risk associated with five nuclear power
plants. This study was a significant turning point in the use of risk
concepts in the regulatory process and enabled the Commission to greatly

1 improve its methods for assessing containment performance given core damage
initiation and subsequent accident progression. The methods developed for,

'

and results from, these studies provided a valuable foundation in quantitative
risk techniques.

PRA methods have been applied successfully in several regulatory activities
and have proved to be a valuable complement to traditional deterministic
engineering approaches. This application of PRA represents an extension and
enhancement of traditional regulation rather than a separate and different
technology. Several recent Commission policies or regulations have been
based, in part, on PRA methods and insights. These include the Backfit Rule
(10 CFR 50.109, "Backfitting"), the Policy Statement on " Safety Goals for the
Operation of Nuclear Power Plants," (51 FR 30028; August 21, 1986), the
Coannission's " Policy Statement on Severe Reactor Accidents Regarding Future :
Designs and Existing Plants" (50 FR 32138; August 8, 1985), and the !

Comnission's " Final Policy Statement on Technical Specifications Improvement
for Nuclear Power Reactors" (58 FR 39132; July 22,1993). PRA methods also
were used effectively during the anticipated transient without scram (ATWS)
and station blackout (SBO) rulemakings, and have been used extensively in the
generic issue prioritization and resolution process. Additional benefits have
been found in the use of " Risk-Based Inspection Guides" to focus NRC reactor
inspector efforts and make more efficient use of NRC inspection resources.
Probabilistic aralyses were extensively used in the development of the
recently proposed rule change to reactor siting criteria in 10 CFR Part 100

,

(59 FR 52255; October 17,1994), especially in the area of estimating the Safe
Shutdown Earthquake ground motion for a nuclear reactor site.

RELEASE DATE: SEPTEMBER 16, 1996 5 DSI 12
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Currently, the NRC is using PRA techniques to assess the safety importance of
operating reactor events and as an integral part of the design certification
review process for advanced reactor designs. In addition, the Individual
Plant Examination (IPE) program and the Individual Plant Examination -
External Events (IPEEE) program (an effort resulting from the implementation
of the Commission's " Policy Statement on Severe Reactor Accidents Regarding
Future Designs and Existing Plants") have resulted in comercial reactor
licensees using risk- assessment methods to identify any vulnerabilities
needing attenti .1. i

The Comission has been developing performance assessment methods for
low-level and high-level waste since the mid-1970s, and these activities 1

intensified using performance assessment techniques in the 1980s and early
1990s. This work involved the development of conceptual models and computer
codes to medel the disposal of waste. Because waste disposal systems are
passive, certain analysis methods used for active systems in PRA studies for
power reactors had to be adapted to provide scenario analysis for the
performance assessment of the potential geologic repository at Yucca Mountain,
Nevada. In regard to high- level waste, the NRC staff participates in a
variety of international activities (e.g., the Performance Assessment Advisory
Group of the Organization for Economic Cooperation and Development, Nuclear
Energy Agency) to ensure that consistent performance assessment methods are
used to the degree appropriate.

In mid 1994, the NRC staff proposed a PRA policy statement to the Commission
in SECY-94- 218, " Proposed Policy Statement on the Use of Probabilistic Risk
Assessment Methods in Nuclear Regulatory Activities." In that Comission
paper, the staff proposed that an overall policy on the use of probabilistic )risk assessment (PRA) methods in nuclear regulatory activities should be l

established and that the use of PRA technology in NRC regulatory activities
should be increased.. The staff also forwarded SECY-94-219, " Proposed
Agency-Wide Implementation Plan for Probabilistic Risk Assessment (PRA)," to
the Comission.

The NRC established its regulatory requirements to ensure that nuclear
facilities can be operated and nuclear materials can be used without undue
risk to the health and safety of the public. These requirements are largely
based on deterministic engineering criteria, involving the use of multiple
barriers and application of a defense-in-depth philosophy. Beyond its
deterministic criteria, for comercial power reactors, the NRC has
additionally formulated guidance, as in the safety goal policy statement, that
utilizes quantitative, probabilistic risk measures. The safety goal policy
statement establishes top-level objectives to help ensure safe operation of
nuclear power plants. The safety goals provide guidance on where plant risk
is sufficiently low so that further regulatory action is not necessary. Also,

RELEASE DATE: SEPTEMBER 16, 1996 6 DSI 12
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as noted above, the Commission has been using PRA in performing regulatory
analyses for backfit of cost-beneficial safety improvements at operating
reactors (as required by 10 CFR 50.109) for a number of years.

The application of PRA to nuclear regulatory activities has evolved with
improvements in PRA techniques and data bases. PRA techniques can be used to
derive valuable insights, perspectives, and general conclusions as a result of
the integrated and comprehensive examination of the plant design and a
structured examination of plant and operator response to events. For a
nuclear power plant, a plant-specific PRA can be used to derive plant-specific
insights and conclusions where appropriate plant-specific modeling and data
are available and used appropriately. PRA sensitivity studies are
particularly useful in focusing designers, operators, and regulators on
important aspects of design, operation, and maintenance.

| The Comission has considered recent improvements in nuclear technology and
accumulated experience with risk assessment methods, and concluded that
increased use of these techniques as an integral part of the regulatory
decision-making process is now justified. Consequently, in its policy
statement, "Use of Probabilistic Risk Assessment Methods in Nuclear Regulatory
Activities" (60 FR 42622, August 16, 1995), the Comission adopted the policy
that the use of PRA should be encouraged and the scope of PRA applications in

| nuclear regulatory matters should be expanded to the extent supported by the
state-of-the-art methods and data.

' Bases

The bases for rules and standards issued by the NRC are the Atomic Energy Act
of 1954 (AEA), the Energy Reorganization Act, the Administrative Procedures
Act, and other legislation. The AEA generally requires that the NRC establish
regulatory standards to govern its licensing determinations. The AEA (section
161(b)) provides NRC with broad authority regarding the standards and
processes that the NRC must apply in exercising its licensing and regulatory
responsibilities.

,

In the reactor area, the AEA (sections 101 and 103) requires a license for
each utilization facility and requires technical specifications (section 182)
to be part of the license. The AEA allows for amendments to the licenses

| (section 187) and includes requirements for holding hearings in the amending
| of licenses (section 189). Under-the Energy Reorganization Act of 1974, NRC

is responsible for these licensing and regulatory functions. The procedures
| and requirements governing issuance and modification of these licenses are
; - contained in the NRC's regulations (primarily in 10 CFR Parts 2 and 50),

i

1 1
i

-

i

!
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In the nuclear materials area, the AEA requires general or specific licensing
for distribution and use of special nuclear material (section 53), source
material (sections 62 and 63), and byproduct material (section 81). As a
consequence of the statutory responsibilities for licensing the distribution
and use of nuclear materials and the use of utilization and production
facilitie~s, the NRC regulates medical, industrial, academic, and other
comercial uses of nuclear materials.

The AEA provides the broad authority for inspection to ensure compliance with l
the provisions of the Act. NRC inspections provide an independent j-

verification of licensees' activities to ensure that the activities are in j
compliance with agency regulations. Inspections are primarily discussed in 10
CFR Parts 19, 30, and 50.

The AEA authorizes the NRC to undertake enforcement activities relating to |
violations of the licensing requirements, such as notices of violations and
the imposition of civil monetary penalties. The NRC is also authorized to
issue Orders that may lead to the suspension, revocation, or amendment of
licenses. 10 CFR Part 2 describes the procedures for issuing notices of
violation and Orders, and imposing civil penalties.

B. External Factors

1. Executive Branch and Congress

Congressional and Executive requirements regarding regulatory reform, changes
in international standards, and advances in understanding risk and the,

biological effects of radiation may affect the regulation of the nuclear'

industry. As late as 1995, Congress was considering legislation concerning
risk assessment (Title III of H.R. 9, the Risk Assessment and Communication
Act of 1995).

2. Standards-Setting-Organizations

International and national standards-setting comittees may influence the
transition toward risk- informed, performance-based regulations. Translations
between dose and risk usually use international consensus factors. In the
nuclear materials area, NRC has traditionally used radiological dose as the
endpoint for rulemaking and compliance assessment. That is, in certain

i nuclear mat vials areas, regulatory decisions are related to the acceptability
of dose as a surrogate for risk. The International Commission on Radiological
Protection (ICRP) dose limits reflect ICRP recommendations for acceptable risk

' selections for radiation workers and the public. The NRC makes u e of
recommendations from the ICRP, the National Council on Radiation Protection,
and the National Academy of Sciences.
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| 3. Federal Agencies
|

The Environmental Protection Agency (EPA) has undertaken a number of
|

! regulatory initiatives under its authorities that affect activities licensed
i or otherwise regulated by the NRC. Substantial differences have arisen

between the two agencies and have included the underlying bases and approaches'

used to develop standards. In 1995, the NRC and the EPA developed a joint
paper entitled " White Paper on Risk Harmonization" to help explore ways to

| " harmonize" risk goals and to develop mutually agreeable approaches for risk I

assessment methodologies to assess radiological risk.

As previously discussed, the Paperwork Reduction Act of 1995 is the basis for
agency and OMB activities related to information collections. It requires

controls to limit and reduce the burden on the public for collecting agency
information. In 5 CFR 1320, which implements the Paperwork Reduction Act, OMB
requires agencies to submit plans for new, revised, and extended information
collections to 0MB for approval. However, the NRC, as an independent
regulatory agency, may override OMB decisions.

4. Nuclear Industry

In the reactor area, commercial nuclear power utilities and industry
organizations are using risk insights to identify and reduce unnecessary
burdens. Where NRC review and approval is necessary before reducing the
burden, the industry is actively engaging the staff to seek relief. In the
nuclear materials area, there is less demand for regulatory change based on
risk insights than in the reactor area. In some instances the nuclear
materials industry may not be supportive of risk-informed, performance-based
initiatives due to perceived high cost, impact on small number of licensees,
and little perceived additional safety benefit.

5. Public

The public will likely play a substantial role in the transition to
risk-inforred, performance-based regulation. In order to maintain public
confidence, the bases for and implications associated with risk-informed,
performance-based regulatory approaches should be well defined and easily ,
understood.

C. Internal Factors

1. Nuclear Materials Initiatives

The Commission's decision on the future role and scope of the NRC's nuclear
materials program (in particular NRC's regulation of the medical use of
nuclear material) will potentially affect the priority and scope for pursuing

1
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risk-informed, performance-based regulatory approaches in nuclear materials
program areas. The National Academy of Sciences recommended that the NRC
reduce or eliminate its oversight of the medical uses of nuclear material.
The basis for a decision regarding NRC-oversight of the medical uses of
nuclear material may affect the oversight and regulation of other material
licensees ~and, consequently, the extent to which the agency may pursue
risk-informed, performance-based approaches. The Business Process

| Reengineering effort is examining ways to gain efficiencies in licensing of
! nuclear materials and the results of this effort may affect the extent to
| which risk-informed, performance-based approaches could improve the

effectiveness and efficiency of the licensing process.

2. Commission's PRA Policy Statement

The Commission's PRA Policy Statement encourages the use of PRA and seeks to
expand the scope of PRA applications in all nuclear regulatory matters to the

!. extent supported by the state- of-the-art in terms of methods and data.
Performance-based regulation is an implicit element of the Policy Statement.

! Depending on the Commission's decision for procee' ding toward risk- informed,
performance-based regulatory approaches (e.g., more aggressive (Option 3) or
less aggressive (Option 4)), activities associated with the PRA Policy
Statement and the companion PRA Implementation Plan may be refocused and staff
resources may be redirected.

| 3. Defense-in-Depth

The Commission has recognized that reliance for safety should not be placed on
any single element of design, construction, operation, maintenance, training
or other activity associated with nuclear facilities or the use of nuclear
materials. Our current regulations are generally deterministic and were
constructed around this concept of defense-in-depth. Risk insights provide a
more structured way to assess relative importance of the levels of
defense-in-depth and can lead to enhanced-defense-in-depth. Risk-informed,
performance-based regulations may need to consider the potential adverse
cumulative effect of reducing conservatism and providing additional
flexibility on defense-in-depth. Performance-based initiatives are considered
for activities where failure to meet the performance criteria results in
tolerable conditions for which appropriate corrective action will be taken.
Therefore, a key element of a transition toward risk-informed,
performance-based regulation is maintaining " defense-in-depth" for
risk-informed, performance-based approaches by appropriately balancing

i deterministic- based and performance-based requirements so that
' defense-in-depth is not compromised.

|
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4. Policy and Legal Issues: Compliance with Performance-Based Regulations

Substantive policy and legal issues are likely to emerge as increased reliance
is placed on probabilistic- and performance-based approaches to support
regulatory requirements and licensing decisions. Issues such as using risk to

I assess the severity level of an enforcement action or determining compliance
| with performance-based regulations will need to be addressed to ensure that
| there is an appropriate balance between deterministic-based and performance-

based regulations so that defense-in-depth is not compromised.

| III. DISCUSSIONS

i
A. Discussion of Direction-Setting Issue

! The Comission's decision on this direction-setting issue will be used to
| establish the overall framework for expanding agency activities in applying

risk-informed, performance-based regulatory approaches. After deciding on the
| overall approach for pursuing risk-informed, performance-based regulation,

criteria for expanding the scope in applying a risk-informed,;

performance-based approach to rulemaking, licensing, inspection, and
,

enforcement activities can be applied in the context of the overall Comission
j direction. In order to provide agency focus, these criteria can be

sufficiently broad so that the criteria can be applied to both the reactor and
nuclear materials areas. However, given the diverse nature of nuclear
materials applications and the differences between commercial nuclear power
and other nuclear materials areas in regard to their amenability for

| risk-informed, performance-based regulations, these criteria may need to be
|
| applied differently for different regulatory activities. Appendix A contains

sample " priority and scoping" criteria that can be applied to better focus
agency activities once the Commission decides the overall approach for
pursuing risk-informed, performance-based regulatory approaches.

B. Discussion of Subsumed Issues
|

| After the Commission decides on the overall approach for pursuing
risk-informed, performance- based regulation, six subsumed strategic issues| _
will be resolved in the context of the overall direction. Four of these
subsumed issues can be directly resolved through resolution of the
direction-setting issue. The resolution for the two other subsumed issues
will be greatly influenced by the Commission decision on this direction
setting issue.

The four issues most directly resolved through implementation of the
! Commission decision for "how fast" and "how far" the agency will go in

expanding activities in the arnlication of risk- informed, performance-based!

regulatory approaches are:

i
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What should be NRC's strategy and philosophy with respect to changing.

NRC"s responsibilities and authority in areas of little public risk?

What approach should NRC take in modifying the materials regulations to.

move toward risk-informed, performance-based regulation, recognizing the
requirements will vary as a result of the range of products and the
divergence of the licensees that use or possess byproduct nuclear
material?

Should NRC revise its regulations to address the uses of materials.

resulting from technological advances and changing human factors? If
so, to what extent should NRC articulate objectives to prevent or limit
the effects of equipment failures and huren factors / human performance?

What should be the approach for licensing material uses with various.

levels of inherent risks?

The first two issues should be completely resolved by the Commission's
decision on this direction-setting issue and the Commission's decision on the
direction-setting issue concerning the future role and scope of the NRC's
nuclear materials program (in particular, NRC's regulation of the medical use
of nuclear material).

The agency is required by the Atomic Energy Act of 1954 (AEA), as amended, to
provide reasonable assurance of an adequate level of protection of_ the public
health and safety, as well as to promote the common defense and security, in
its regulatory activities. Although the scope of actions necessary to attain
this level of protection from the use of AEA materials is relatively clear in
areas of high risk, it is not so easily defined for those activities and types
of material that generate a relatively small risk to the public from their
use. Such areas include, but not limited to, the use of generally licensed
devices, exempt distribution of consumer products, the definition and
regulation of source material, review of formerly licensed sites and
stabilization and long-term control of uranium mill tailings. As the agency
seeks to improve the efficiency and effectiveness of its regulatory programs,
these low risk activities will be scrutinized in order to make informed
decisions about how the agency should proceed.

The Commission's philosophy for considering changes to its regulatory
activities, including areas of responsibilities and authorities for. areas of
little public risk is, in part, contained in the Commission's Final Policy
Statement on the use of probabilistic risk assessment in nuclear regulatory
activities. In the Final Policy Statement, the Commission conveys an
open-minded approach for considering strategic-type changes associated with
using risk insights and states that two explicit implications associated with
the policy statement are:

,
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i

First, that the NRC staff, licensees, licensee applicants, and
; Comission must be prepared to consider changes to regulations, to

guidance documents, to the licensing process, and to the inspection :

; -program. Second, the NRC staff and the Comission must be committed to '

; a shift in the application of resources over a period of time based on i

; risk findings. |

! The current agency-wide strategy for increasing the use of risk assessment and
: risk management in regulatory decision-making is captured in the agency's PRA
; Implementation Plan. Therefore, the Comission decision on "how fast" and

"how far" the agency should go in expanding activities associated with the'

application of risk-informed, performance-based regulatory approaches will
,

i further define the approach and support the bases for considering changes to
regulations, responsibilities and authorities.

# The third issue explicitly recognizes the diverse nature of nuclear materials
applications and the differences between reactor and nuclear materials areas
in regard to their amenability for risk- informed, performance-based
regulations. For example, events associated with industrial and medical uses
of nuclear materials generally involve a simple system, involve radiation

i

overexposures, and result from human error, not equipment failure. Because of I

these characteristics of medical and industrial events, analysis of these
-

events using relatively simple techniques may yield useful results. These
results may lead to the establishment of standards with broad risk-informed,
performance-based objectives and criteria. Conversely, these results may lead i

to a conclusion that more prescriptive requirements for equipment design and
procedural compliance are appropriate. In these cases, risk insights lead to
risk-informed, deterministic regulations not risk-informed, performance-based
regulations. Similar to the first subsumed issue, this subsumed issue will
also be resolved by the Comission's decision on this direction-setting issue
and the aforementioned direction-setting issue concerning regulation of
nuclear materials.

The fourth subsumed issue concerns licensing for nuclear materials when there
is determined to be a wide range of inherent risks because of the diverse use
of the materials. These risks vary from very low-risk smoke detectors to
relatively high-risk irradiators. Although the Comission must license all of
these uses in response to the. AEA, the Comission has flexibility in how it
approaches the licensing. Currently, the Comission provides for three types
of licensing: (1) exempt distribution, (2) general licenses, and (3) specific
licenses. For exempt distribution devices (e.g., smoke detectors), the
Comission oversees and controls their manufacture and distribution by issuing
specific licenses to the manufacturers and distributors. The individual users
of these low-risk devices are not licensed. A review of the internal and
external factors and ongoing activities has not identified any strategic
issues associated with exempt distribution devices.
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The generally licensed devices consist of radioactive material contained in
sealed sources that are designed with inherent radiation safety features.
Approximately 1.5 million generally licensed devices are under the
jurisdiction of the Agreement States and the NRC. NRC's regulation of these
devices is essentially limited to the maintenance of a general license
database, which contains the names of the general licensees and the products
they possess. For general licenses, issues associated with control and
accountability were discussed in SECY- 95-139, which reports that many general
licensees are not aware of their responsibilities under the general license.

The staff has previously noted.that there are inconsistencies in terms of
risk, both among and across these three levels of activities. For example, in

. SECY-90-175, the staff identified certain generally licensed gauges that may
be better controlled through specific licensing and also identified certain
generally licensed devices that are suitable for exemption from regulation.
In this regard and in accordance with recommendations contained in
SECY-95-139, the staff has established a joint Agreement State-NRC working
group to evaluate the current regulations concerning generally and
specifically licensed devices. A report from the working group is expected in
June 1996.

As previously mentioned, issues associated with determining an approach for
considering risk in the licensing of material uses will also be resolved in
the context of the overall Commission decision on this direction-setting issue
and the direction-setting issue concerning the future role and scope of the
NRC's_ nuclear materials program (in particuiar, NRC's regulation of the
medical use of nuclear material).

. A fifth subsumed issue concerns the information necessary for developing and
implementing risk-informed, performance-based regulation. The subsumed issue

'

is stated as follows: |4

Given the new Government-wide goals for reducing Federal information*

collections, how should the agency prepare for possible reductions in
its budget ceiling for information collection without compromising
public health and safety?

The Paperwork Reduction Act of 1995 is the basis for agency and OMB activities
related to information collections. It requires controls to limit and reduce
the burden on the public for collecting agency information. In 5 CFR 1320,
which implements the. Paperwork Reduction Act, OMB requires agencies to submit
plans for new, revised, and extended information collections to OMB for
approval. However, the NRC, as an independent regulatory agency, is not bound
by OMB decisions. By majority vote, the Commission can choose not to abide by
an OMB decision.

'
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The new Paperwork Reduction Act sets a goal of 10-percent annual reduction in
information collections for 1996 and 1997 followed by a 5-percent reduction
each year in 1998, 1999, 2000, and 2001. It is uncertain how OMB will
implement this goal. Depending on individual agency plans to achieve the
reductions, OMB could assign specific reduction goals to each agency. NRC

could be required to reduce its information collection burden before imposing
any additional burden through new or amended collections. This could affect
the rul a king process, especially since risk-informed, performance-based
regulatory approaches may well require licensees to collect more information
for the NRC.

The Comission's decision on expanding agency activities in applying
risk-informed, performance-based regulatory approaches will influence the
extent and impact of additional information requirements. In response to
several comments concerning the potential data collection implications of the
Comission"s PRA Policy Statement, the Commission agreed that it should mde
every effort to avoid any unnecessary regulatory burdens in connection with
collecting reliability and availability data (60 FR 42622 at 42626). The
Comission also indicated that, in the context of risk-informed regulation,
this was an implementation issue and that data and information collection will
be addressed in connection with proposed data collection requirements when the
requirements are published for comment.

In a strategic sense, information collection requirements and burdens should
not define the direction that the agency takes regarding risk-informed, ,

'

performance-based approaches. Regardless of the option selected for
proceeding toward risk-informed, performance-based regulatory approaches, the
Commission could consider information collection options independently. The
Commission may (1) look for efficiencies in information collection and storage
methods and identify areas that could be made more efficient, (2) wait until
OMB publishes its guidance to agencies for implementing the provisions of the
new Paperwork Reduction Act and address any issues on a case-by-case basis
with each rulemaking, or (3) report NRC's case to OMB now and request a level
or increased ceiling to accommodate future information collection needs
associated with risk-informed, performance-based regulatory approaches.

Finally, a sixth subsumed issue concerns interagency implications associated
with moving toward a more risk-informed, performance-based regulatory
framework. Specifically:

How should a risk-informed, performance-based regulatory philosophy-

influence NRC's handling of dual regulation?

As previously mentioned, the Environmental Protection Agency (EPA) has
undertaken a number of regulatory initiatives under its authorities that
affect activities licensed or otherwise regulated by the NRC. Substantial
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4

differences have arisen between the two agencies and have included differences
.

associated with the underlying bases and approaches used to develop regulatory
standards and acceptable methods for meeting these standards. In 1995, the
NRC and the EPA developed a joint paper entitled " White Paper on Risk
Harmonization" to help explore ways to " harmonize" risk goals and to develop
mutually ~ agreeable approaches for risk assessment methodologies to assess

I

radiological risk. l

As the NRC and other government agencies move toward more risk-informed,
,

performance-based regulatory approaches, the use of risk insights should help
promote a common understanding of the technical bases for regulatory
approaches. The common desire for increasing the use of risk in all4

government agencies helps define the common goals, but there is substantial
interagency work necessary to ensure that there is a systematic4

- interrelatedness among approaches and mutual understanding and agreement on
the underlying bases for the regulatory approach, including agreement on key
policy issues, such as agency safety goals, and technical issues confronting i
the agencies. The Commission decision on "how fast" and "how far" the agency i,

should go in expanding activities associated with the application of risk- |informed, performance-based regulatory approaches will further influence the '

- level of agency resources devoted to reconcile differences in conflicting i

interagency regulatory approaches.

C. Important Aspects of Risk-Informed, Performance-Based Regulation

Three important aspects of expanding agency activities in applying
risk-informed, performance- based approaches concern establishing a comon,

understanding of what is meant by " risk- informed, performance-based," dealing,

with uncertainties in regulatory decision-making, and strategically
considering how to ensure regulatory coherence during the transition from
deterministic-based regulations to risk-informed, performance-based
regulations.

1. Discussion of terms " Deterministic-Based," " Risk-Informed,
Deterministic-Based," " Performance-Based," and " Risk-Informed,
Performance-Based"

Deterministic-based. The NRC has generally regulated the use of nuclear ;

material (including nuclear materials and reactors) based on deterministic
approaches. Deterministic approaches to regulation consider a set of
challenges _ to safety and specify how those challenges should be mitigated.
Simply stated, the deterministic approach establishes requirements for use of
nuclear materials and for engineering margin and quality assurance in design,
manufacture, construction, and operation of nuclear facilities.
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The NRC established its regulatory requirements to ensure that a facility is
designed, constructed, and licensed to operate without undue risk to the
health and safety of the public. These requirements are largely based on
deterministic engineering criteria. In addition, this approach assumes that
adverse conditions can exist (e.g., equipment failures and human errors) and
establishes a set of design basis events. It then requires that the licensed
facility design include safety systems capable of preventing and/or mitigating
the consequences of those design basis events to protect the public health and
safety. The deterministic approach contains implied elements of probability.
For example, reactor vessel rupture is considered too improbable to be
included as an accident to be analyzed. However, the likelihood that a single
emergency core cooling system or system train would not function was
considered high enough that safety train redundancy and protection against
single f ailure where required.

Risk-informed, deterministic-based. A risk-informed, deterministic approach
to regulation enhances and extends this traditional, deterministic approach,
by: (a) allowing consideration of a broader set of potential challenges to
safety, (b) providing a logical means for prioritizing these challenges based
on likelihood and risk significance, and (c) allowing consideration of a
broader set of resources to defend against these challenges. A risk-informed
approach can be used to focus deterministic regulations by considering risk in
a more coherent and comprehensive manner. By considering risk insights,
operating experience, and engineering judgment, the NRC and its licensees can
focus regulatory approaches and licensee activities on those items most
important to public health and safety. Where appropriate, a risk-informed
regulatory approach can be used to reduce unnecessary conservatism in
deterministic approaches or can be used to identify areas with insufficient
conservatism and provide the bases for additional requirements.
Deterministic-based regulations have been successful in protecting tha public
health and safety and risk insights are most valuable when they serve to focus
the deterministic- based regulations and support the defense-in-depth
philosophy.

Performance-based. A performance-based regulatory approach requires at least
four key elements:

There are measurable parameters to monitor acceptable plant and licensee*

performance.

Objective performance criteria are established to assess performance..

There is licensee flexibility to determine how to meet established*

performance criteria.
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Failure to meet a performance criterion must not result in unacceptable*

consequences.

In theory, a performance-based approach can be implemented without the use of
risk insights. This type of performance-based approach would require that
objective performance criteria be based on deterministic analysis and
performance history. This approach would provide additional flexibility to
the licensee to determine how to meet performance criteria. However, the net
impact on public health and safety would be difficult to determine. !

Risk-informed, performance-based. Risk-informed, performance-based approaches !

use risk insights, together with deterministic analyses and performance
history, to develop measurable parameters for monitoring plant and licensee l

performance, as well as for developing criteria for performance assessment, I
and focus on the results as the primary means of regulatory oversight, j
Similar to a risk-informed, deterministic-based approach, a risk-informed, !
performance-based regulatory approach can be used to reduce unnecessary !

conservatism in deterministic approaches or can be used to support additional
regulatory requirements. In addition, a risk-informed, performance-based
approach can further focus performance-based approaches by defining the goal i

'

or purpose of the approach in terms of performance characteristics and safety i
significance and permitting the licensee additional flexibility in meeting the l
regulation. Performance-based initiatives can be considered for activities I
where objective performance criteria can be established for performance
monitoring. Additional evaluation of performance-based approaches may result
in a determination that a number of functional areas are not amenable to
performance-based treatment.

The NRC Inspection Manual has tailored the concepts of " risk-informed" and
" performance- based" for inspections into a single definition of
" performance-based inspection." According to Inspection Manual Chapter 0610,
performance-based inspection is inspection that focuses on issues of safety
and reliability, with an emphasis on field observation rather than in-office
procedural or records review. The emphasis on safety and reliability borrows
from risk studies, incorporating PRA and individual plant examination insights
to structure inspections that focus on systems or components most important to
plant safety. In addition, performance-based inspection tends to focus more
on results than on process and method.

2. Uncertainties in Regulatory Decision-Making

The treatment of uncertainties is an important issue for regulatory decisions.
Uncertainties exist in any regulatory approach and these uncertainties are
derived from knowledge limitations. These uncertainties and limitations
existed during the development of deterministic regulations and attempts were
made to accommodate these limitations by imposing prescriptive, and what was
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I

hoped to be, conservative regulatory requirements. A nrobabilistic approach
has exposed some of these limitations and provided a frimework to assess their
significance and assist in developing a strategy to accommodate them in the
regulatory process.

Human performance is an important consideration in both deterministic and
probabilistic approaches. Assessing the influence of errors of commission and '

organizational and management issues on human reliability is an example that I

illustrates where current PRA methods are not fully developed. Although this
lack of knowledge contributes to the uncertainty in estimated risks, the PRA
framework offers a powerful tool for logically and systematically evaluating
the sensitivity and importance to risk of these uncertainties. Improved PRA
techniques and models to address errors of commission and the influence of
organizational factors on human reliability are currently being developed.

Given the dissimilarities in the nature and consequences of the use of nuclear i

materials in reactors, industrial situations, waste disposal facilities, and |

medical applications, the Commission has recognized that a single approach for |
incorporating risk analyses into the regulatory process may not be j

appropriate. However, PRA methods and insights will be broadly applied to
ensure that the best use is made of available techniques to foster consistency !

in NRC risk-informed decision-making. Activities that lead to regulatory
coherence will also reduce uncertainty in regulatory decision-making.

3. Regulatory Coherence

Regulatory coherence is essential in order to ensure that the direction the
Commission takes in expanding agency activities in applying risk-informed, i

'

performance-based regulatory approaches promotes a stable and predictable
regulatory environment. Regulatory coherence is achieved when the regulatory
programs or processes are well understood and proceed in a logical and orderly

'

fashion. In this paper " regulatory coherence" means:

(a) integration of risk-informed, regulatory approaches based on a
consistent pattern or framework

(b) implementation of risk-informed, performance-based approaches in a
suitable or orderly way that promotes and ensures mutual understanding

(c) development of risk-informed, performance-based approaches that are
governed by rational principles and that ensure systematic
interrelatedness.

|

The Commission has recognized the importance of coherence for increasing the
use of PRA and the Commission's policy statement on the use of probabilistic ,

risk assessment methods in nuclear regulatory activities (60 FR 42622)
:

|

|
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promotes regulatory coherence. Through the "PRA Implementation Plan" the
staff monitors PRA-related activities and helps ensure consistent application
of PRA methods and techniques. The FRA Implementation Plan explicitly
contains activities that have, as a principal goal, the achievement of
regulatory coherence. Recently, the schedule for completing several
activities in the PRA Implementation Plan dealing with regulatory guides and
standard review plans (SRPs) for reactor pilot applications have been
accelerated to improve and promote regulatory coherence. Arguably, the
increased use of PRA methods and techniques itself promotes regulatory
c:herence by integrating regulatory decisions using risk, allowing systematic
comparisons of approaches, and enhancing mutual understanding of those items
that are most important to safety.

Another way that the Commission is promoting regulatory coherence for
cperating reactors is through the safety goal policy statement. The safety
gral policy statement uses quantitative, probabilistic risk measures and
establishes top-level objectives to help ensure safe operation of nuclear
p wer plants. The safety goals provide guidance on where risk is
sufficiently low that further regulatory action is not necessary. The concept
of a " safety goal" has not been firmly established for NRC licensees, other
than cemercial power reactor licensees.

Eventunly, the Commission could consider rulemaking, adoption of a national
standard for performing PRAs, or more detailed regulatory guidance to help
cnsure uniformity in the ovality and application of risk-informed,
p:rformance-based regulahu approaches. The Commission and senior NRC
canagement could define staff requirements more precisely for moving toward
risk-informed, performance-based regulatory approaches and could more strongly
articulate its expectctions for inhstry use of risk-informed, performance-
based approaches to support regulatory decision-making.

Finally, regulatory coherence for a risk-informed, performance-based approach
tay not be achieved unless there is a cohesive approach that can be used as
guidance for both the NRC and the regulated industry. The Commission could
encourage industry /stakeholders to develop solutions or processes that help
ensure regulatory coherence. To help ensure regulatory coherence for industry
processes or industry application of a risk-informed, performance-based
approach, a part of the burden could be assumed by the regulated industry.
F;r example, if the varying levels of quality for individual PRAs contribute
'o regulatory incoherence, the industry could develop a PRA " certification".

process or develop criteria for detailed peer reviews.

As discussed above, regulatory coherence is essential in order to ensure that
| the direction the Commission takes to expand agency activities in applying
| risk-informed, performance-based regulatory approaches promotes a stable and
i predictable regulato*y environment.

1

I
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.[ IV. . OPTIONS

i Option ~1: Continue Current Process

! This option would continue the current process for determining priority and
scope of risk- informed, performance-based activities. The Commission's final'

.

: policy statement on "Use of Probabilistic Risk Assessment in Nuclear
Regulatory Activities" establishes an overall policy on the use of PRA methods!

; in nuclear cegulatory 'ctivities so that the many potential applications of
.PRA can be implemented in a consistent and predictable manner that would
promote regulatory stability and efficiency. The priority and scope for

; regulatory activities under this policy statement are captured in the agency's
PRA Implementation Plan.

i

) There is flexibility associated with the PRA Implementation Plan. NRC Program
j Offices principally determine the priority and scope in applying

risk-informed, performance-based regulatory approaches. The PRA
Implementation Plan is periodically updated to reflect progress .for plan

; activities, to indicate areas that are determined to be not yet amenable to
risk- informed approaches, or to add new areas where the staff is pursuing<

| risk-intirmed approaches. Under the curr nt process, the priority and scope
j in applyicg risk-informed, performance-based approaches are determined by
I balancing external and internal goals with available resources. Priority

crH eria are applied and the scope of activities is primarily determined by
t.n.ldering the industry demand, the ssfety benefit, the ease of
implementation,_ and available resources.

The current process is responsive to industry initiatives in reactor-related
areas. In part, this is because the potential benefits for reducing
unnecessary industry burden, enhancing safety decision-making, anti improving
staff efficiency are more readily apparent. Co .n,uently, resources in the
reactor area are focused on developing additioiM regulatory guidance and
supplementing the Standard Review Plan to address areas such as inservice
inspection, inservice testing of pumps and valves, graded quality assurance,
and technical specifications.

There is no widespread industry demand to consider risk-informed approaches in
many of the nuclear material areas and it is not apparent whether some nuclear

. material. areas will significantly benefit from implementation of risk-informed
approaches. As a result, in the PRA Implementation Plan, there is less
emphasis on incorporating risk-informed approaches in the nuclear materials
areas.

A performance-based approach is an implicit element for some PRA
Implementation Plan activ?;tes and a necessary element for other activities in
the plan. For example, there nave been several performance-based initiatives

>
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|discussed in the PRA Implementation Plan, such as risk- informed,
performance-based changes to containment leakage requirements, fire protection
requirements, and maintenance rule implementation. The PRA Implementation

' Plan pilot applicatioi.s dealing with inservice testing of pumps and valves and
inservice inspection contain performance-based aspects. As data from
performance monitoring of structures, systems and components are accumulated
and made available to the agency, the staff evaluates the performance data,
where appropriate, to determine the effectiveness of the approach.

l

t;nder this option, the modification of rules and regulations to move toward I

performance-based regulation would proceed at a pace consistent with the
activities under the PRA Implementation Plan. As areas amenable to
risk-informed, performance-based regulation are identified and as resources
become available, the staff may initiate rulemaking. In the nuclear materials ;

areas, technological changes and changing human factors may affect the speed )
and scope of risk--informed, performance-based revisions to regulations. In
areas involving dual regulation, the current emphasis and level of activity
devoted to resolving issues affe::ted il regulation would continue and the

.

pace of these activities would be cm m . cent with the safety benefit, the ease |
of implementation, and available rc; e ces. !

l

Sinca this option is the current process, no change in resource allocation is |
necesary to implement it. The resource and programmatic consequences are |
gradual and incremental. j

Option 2: More Rigorously Assess Relationship to Public Health and Safety

Similar to the Continue current Process option discussed above, this option
would primarily continue the current approach for moving toward more
risk-informed, performance-based regulatory approaches. However, under this
option, the relationship of new activities to public health and safety would
need to be more rigorously assessed. The results of this safety assessment
would determine whether the agency would pursue the activity. In other words,
those activities where there could be a substantial increase in overall
protection to public health and safety will be given the highest priority.

. Underlying both this option and the Continue Current Process option is the
assumption that our regulations and current regulatory processes are adequate,
and will continue to be adequate, to protect public health and safety. The
continue Current Process option pursues enhancement to current regulatory

: processes through risk-informed approaches to regulation, is exploratory in
j nature and applies a threshold for pursuing such activities. This option also
! pursues enhancements to our current regulatory processes through risk-informed
! approaches to regulation. However, this option is more narrowly focused than

Option 1 and applies a higher threshold for oursuing activities.

i
f
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Under Option 2, priority and scope in applying risk-informed,
performance-based regulatory approaches would be primarily determined by the
projected cost of the approach compared to benefit to the public health and
safety. Many intangibles would have to be analyzed, at least qualitatively,
and a met.hodology developed in order to provide a meaningful assessment.
Priority criteria are weighted toward greatest safety benefit. The scope of
risk-informed, performance-based approaches is primarily determined by:

1 considering the cost / benefit, the overall impact on the NRC and regulated
industry, and available resources.

For example, consider some of the current activities in the recctor regulation
area. Several of these activities are in response to industry demand and, have
as a principal goal to reduce unnecessary burden. The safety benefit of these
activities is not well. defined. There has been an assumption that, once
burden has been reduced, those resources made available through that reduction
in burden would be made available to focus on activities that are of greater

safety importance. However, this safety benefit is difficult to quantify.
.

|

l

In the nuclear materials area, there is less industry demand to reduce
unnecessary burden through risk-informed, performance-based approaches to
regulation than in the reactor area. The nature of the interaction between
the NRC and its materials licenses is different from the interaction between
the NRC and commercial power reactor licensees. Material licensees often deal
with simple systems and the primary contributor te risk is human error. Any j

safety benefit associated with a risk-informed, performance-based approach may !

also be difficult to quantify. Under Option 2, :he current emphasis on
reconciling regulatory differences arising from dual regulation may be
reduced.

Priority criteria for new initiatives are used as a threshold but weighted
toward greatest safety benefit. Scoping criteria from Appendix A most useful i

in this approach are cost / benefit, safety significance, largest impact, and
available resources.4

'

Option 3: Perform a Comprehensive Assessment of NRC Regulatory Approaches

This approach would involve a comprehensive review of our regulations and
regulatory processes to determine areas that could be improved through
risk-informed, performance- based regulatory approaches. The agency prin-ity
for activities would be established based on consideration of the cumulative
impacts on safety, burden reduction, and efficiency.

This is the most proactive, aggressive option for moving toward risk-informed,
performance- based regulation. This option would maximize internal
self-assessment and include exploring all regulatory areas to determine
whether risk-informed, performance-based regulation should be pursued in that
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area. The purpose for the review under Option 3 is not just to enhance our
deterministic regulations. The purpose of this assessment is to fundamentally
change, in a comprehensive manner, the bases to our regulations and process
for those areas that are amenablo to a risk-informed, performance-based
approach.

Under Option 3, priority for regulatory activities would be established based
on consideration of the cumulative impacts on safety, burden reduction, and
efficiency. The scope of risk-informed regulatory approaches under this
option would be determined by considering agency responsiveness to stakeholder
initiatives, the safety benefit / significance of the approach, and the effect
on NRC and licensee efficiency. Ease of implementation and available
resources are secondary scoping considerations (i.e., if the activity is
determined to be a high priority then resources will be made available and
efforts made to improve the state-of-the-art to the level necessary to support
the desired goal).

In the reactor area, the staff and industry have already identified several
areas that may be conducive to risk-informed, performance-based regulatory
approaches. The Commission has already performed a systematic review of the
many current rules and regulations to identify opportunities for eliminating
unnecessary regulations. In 1993, the NRC established the Regulatory Review
Group (RRG) to conduct a structured reviev of power reactor regulations with
special attention on the opportunity to reduce unnecessary regulatory burdens.
The RRG recomendations to reduce the regulatory burden included the
suggestion to use more risk- based approaches in quality assurance, inservice
inspection, and inservice testing. The RRG recommendations were documented in
SdCY-94-003. Option 3 would-build on the RRG review results with a more
tightly focused assessment on the bases of those regulations and on
identifying and prioritizing regulations that are amenable to a risk-informed,
performance-based approach.

In the nuclear materials area, a similar systematic assessment of rules and
regulations has not been conducted. However, several recent initiatives,
including an materials licensee regulatory impact study and the Business
Process Reengineering initiative, may result in changes to nuclear materials
regulatory approaches. Option 3 woeld initiate a thorough review of the bases
for nuclear materials regulations and process and would identity and
prioritize those areas that are am'1able to a risk-infoimed, performance-based
approach. As a result of this ass. sment, a framework, similar to the '

framework for applying PRA in reactor regulation in SECY-95-280, could be |
developed for other nuclear materials uses. |

Because the purpose of Option 3 is to change the bases of oar regulations and
process for those areas that are amenable to a risk-informed,

i. performance-based approach, this option is the most resource intensive option. I
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Additional resources would be needed to train the staff, develop a strategy
for review, complete the '.ssessment, and implement rulemaking or procedural
changes.

I

under Option 3, the staff would likely intensify its efforts to resolve issues
associated with dual regulation. The agency would more aggressively pursue a
systematic interrelatedness among approaches and mutual understanding and
agreement on the underlying bases for the regulatory approaches, including
agreement on key policy issues, such as agency safety goals, and technical
issues confronting the agencies.

Because it is the most resource intensive, this option would also be the most
costly to licensees in the form of fees to pay for the reviews, guidance
development, and rulemakings to be undertaken. Their participation in and
support for such activities could well depend on the extent to which they
perceived near term, concrete benefits accruing to their own operations. ;

Option 4: Consider Risk-Informed, Performance-Based Approaches Primarily in
Response to Stakeholder Initiatives

This option is the most responsive to stakeholder interests. The agency would
determine for new initiatives the priority and scope in applying
risk-informed, performance-based regulatory approaches through consideration
of stakeholder demand and case of implementation. The scope would be
primarily established to meet the demand or request.

Under this option, reducing industry burden would be the primary result. The
safety review for proposed risk-informed, performance-based approaches would
be to ensure that the proposed approach maintains an acceptable level of
safety. Staff and industry efficiency may be collateral benefits of this
approach.

Another potential consequence of selecting this option is that the agency
could be perceived to be reactive and not making the best use of available
information and techrology to reach decisions. The agency's expertise in
risk-informed regulatory approaches may be limited by the demand for that
expertise. Therefore, in the future there might be a substantial burden
associated with " ramping-up to speed" to deal with emerging safety issues.

| Y. RELATED ISSUES

! After the Commission has made decisions concerning the Direction-Setting Issue
discussed above, additional issue (s) such as those related to implementation
details will be addressed as the Strategic Plan is implemented. The related
issues are listed in this section to provide a more complete understanding of
the higher level Direction-Setting Issue.
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What is the appropriate level of resources that the NRC should devote*

over the next few years to reduce the number of licensing requirements
no longer required for safety and to develop risk-informed,
performance-based approaches in order to achieve long-term reductions in
the resource burden of both the licensee and the NRC? !

1

What levels of residual radioactivity are acceptable for decommissioning |
*

a materials licensed facility? '

VI. COMMISSION'S PRELIMINARY VIEWS

Staff actions regarding the various options should be held in abeyance pending
ithe Commission's final decision on this issue paper. The Commission's !

preliminary views are:

The Commission recognizes that, in order to accomplish the principal mission
of the NRC in an efficient and cost effective manner, it will in the future
have to focus on those regulatory activities that pose the greatest risk to

|the public. This can be accomplished by building upon probabilistic -isk
assessment concepts, where applicable, or other approaches that would allow a
risk-graded approach for determining high and low risk activities. In
general, those activities that are of a higher risk should be the primary
focus of the agency's efforts and resources. The level of staff activity
associated with lower risk activities should be determined based on a
consideration of the cumulative impacts on safety, stakeholder initiatives and
burden reduction, and the effect on agency and licensee efficiency.

The staff should continue with the current efforts, in cooperation with the
industry (Option 1), including pilot pregrams. The objective of this
initiative is to obtain additional information regarding the appropriateness
of a risk-informed, performance-based approach for the subject activities.
These activitier, and their schedule, are presently captured in the agency's
PRA Implementation Plan. As data from performance monitoring of structures,
systems and components are accumulated, the staff should evaluate the

iperformance data to determine the effectiveness of the approach on the subject j
activity.

The staff should proceed in the direction of enhancing the PRA Implementation
Plan (i.e., moving towards implementation of elements of Option 3) by building
on the Regulatory Review Group's (RRG) results, which were initially focused
on reducing the regulatory burden, with a more focused assessment of those
regulations which are amenable to a risk-informed, performance-based approach.
In determining the priority and scope of regulatory activities to be included
in moving in the direction of partial implementation of option 3, the staff
should consider the cumulative impacts on safety, stakeholder initiatives and
burden reduction, and the effect on NRC and licensee efficiency. This

i
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approach should result in a further focusing of resources, on the various
areas that the Commission regulates, that is commensurate with its risk
significance, potential burden reduction and effect on efficiency.

The staff should evaluate and clarify any technical and/or administrative
issues associated with performance-based approaches to regulation (e.g.,
inspection activities, enforcement, etc.). The staff should also perform a
thorough review of the basis for nuclear materials regulations and process,
and should identify and prioritize those areas that are either now, or can be
made with minimal additional effort / resources, amenable to a risk-informed,
performance-based approach. This assessment should eventually lead to the

| development of a framework for applying PRA to nuclear material uses, similar
to the one developed for reactor regulation (SECY-95-280), where appropriate.

In the public comments on this issue, the NRC particularly solicits how NRC
should deal with dual regulation when applying a risk-informed,
performance-based regulatory philosophy.

|
!

l
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Appendix A

Sample Criteria for Determining the Priority and Scope:

Within the Context of the Strategic Direction
!

: I. Applying the Criteria

| The weighting of criteria to determine the priority and scope associated with
| 1pplying a risk- informed, performance-based approach to rulemaking,
| licensing, inspection, and enforcement for new initiatives will be governed by
| the option that the Commission chooses for proceeding toward a risk-informed,
; performance-based regulatory framework.
!

Several sample criteria for establishing the scope and priority in applying a
risk-informed, performance-based regulatory are discussed under this issue
paper. Except as noted, the criteria can be applied te reactor and nuclear
materials areas.

|

| The staff notes that the expected benefit of an activity may elevate its
| priority. However, if the scope of the activity necessary to explore that

expected benefit is resource intensive, then the priority may be lowered.

II. Priority Criteria

Priority criteria can be broadly defined by the relationship of the activity
or proposed activity to the agency's commitment to good regulation. Priority
criteria also reflect a balance between the need for a revised approach and an
assessment of whether the revised approach is achievable. The priority for
applying a risk-informed, performance-based regulatory approach can be
illustrcted by assessing an activity or proposed activity using the following
high-level criteria:

Safety Impact: To what extent will the activity result in enhanced
safety decision- making or increase the level of
public health and safety? Conversely, to what extent
will the activity potentially reduce the level of
public health and safety?

; Burden Reduction: To what extent will the ar.tivity reduce unnecessary
j burdens on the staff or the industry by eliminating
i unnecessary requirements?

! Efficiency: To what extent will the activity promote a better use
of staff or industry resources by focusing on those
activities that are more important to safety?,

:

}
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1
III. Scoping Criteriai

:
'

Scoping criteria can be broadly defined by the extent and timing of the
| resource commitment necessary to achieve a certain goal. The scope defines
' the nature and character of the activity and conveys an agency resource

connitment. The scope in applying a risk-informed, performance-based
regulatory approach for new initiatives can be determined using a criterion or
combinations of criteria. Sample criteria are listed below.

j Responsive to scope is determined by the extent needed to be responsive to
Stakeholders: stakeholder initiatives.

Safety Benefit: Scope is determined by the extent needed to achieve the
! desired impact on reduction in risk or positive impact on

.

|
L public health and safety.

t-

Efficiency: Scope is determined by the extent neeaed to achieve the
,

desired impact on staff efficiency.

Cost / Benefit: Scope of an activity is pursued to the extent that is
supported by a cost / benefit analysis. The scope of an
activity may be established to optimize the cost / benefit
ratio.

Public Scope of an activity is limited to those areas that the
Confidence: public is willing to support.

|

Largest Impact: Scope is determined by the extent needed to provide a
large-scale programmatic or systemic impact.

| Available Scope is determined by the extent supported by available NRC
Resources: and licensee resources.

; Ease of Scope is determined by the maturity of the technology and
. Implementation: how easily the technology can be incorporated into the
| regulatory framework.

1

e

i
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ACRONYMS

AEA Atomic Energy Act of 1954

| ATWS anticipated transient without scram
1

1
'

BPR business process reengineering

| DSI direction-setting issue
i

| EPA Environmental Protection Agency

ICRP International Commission on Radiological Protection

IPE Individual Plant Examination

IPEEE Individual Plant Examination-External Events

OMB Office of Management and Budget

PRA probabilistic risk assessment

RRG Regulatory Review Group

SB0 station blackout

SNM special nuclear saterial

SRP standard review plan

i

k

i

:
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