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UNITED STATES
NUCLEAR REGULATORY COMMISSION

WASHINGTON, D.C. 20555-0001

January 7, 1997

Mr. Ronald A. Milner, Director
of Program Management and Integration
Office of Civilian Radioactive Waste Management
U.S. Department of Energy
1000 Independence Avenue, SW
Washington, D.C. 20585

SUBJECT: DOCUMENTING AND DISCLOSING POTENTIAL CONFLICT OF INTEREST IN
EXPERT ELICITATIONS FOR THE GEOLOGIC REPOSITORY PROGRAM

Dear Mr. Milner:

On October 17, 1996, during the second probabilistic seismic hazard analysis-

seismic source characterization workshop, staff from the U.S. Nuclear

Regulatory Commission (NRC) and the U.S. Department of Energy (DOE) met

briefly to discuss the issue of documenting and disclosing potential conflicts

of interest (COIs) in an expert elicitation. Specifically, the DOE staff is

ég§king input on acceptable approaches to disclosing and documenting potential
s.

NRC has recently published the "Branch Technical Position on the Use of Expert
Elicitation in the High-Level Radioactive Waste Program,* NUREG-1563, dated
November 1996. By design, NUREG-1563 is non-prescriptive, to allow the needed
flexibility in addressing the various issues associated with the use of expert
elicitation. Therefore, although NUREG-1563 states that in selecting experts
for the elicitation, all potential COIs should be documented and disclosed, it
does not recommend specific approaches for accomplishing this task.

However, in 1ight of the Department’s request for input, NRC staff has
identified several approaches that currently exist on documenting and
disclosing potential COIs. A copy of the procedure on "Evaluation of
Potential Conflict of Interest,® prepared by the Center for Nuclear Waste
Regulatory Analyses (CNWRA), is enclosed. This procedure focuses on
documenting and evaluating potential COIs in the context of work to be
performed for the NRC by the CNWRA. Comparable policies and procedures may
exist between DOE and its contractors, and, if available, may be appropriate
for consideration for expert elicitations conducted by DOE for the Geologic
Repository Program. In addition, the staff is enclosing forms and a
description of the process for documenting and disclosing potential sources of
biases and COIs used by the National Academy of Sciences (NAS). The NAS is
frequently tasked to address issues that are highly controversial and has
developed a comprehensive process, particularly for the disclosure of
potential biases and COIs.
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The Department may wish to examine and consider this information in
implementing staff guidance in NUREG-1563 for documenting and disclosing

potential COIs.

Christiana H. Lui of my staff at (301)415-6200.

Enclosures: As stated
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Loux, State of Nevada

Meder, Nevada Legislative
Counsel Bureau

Einberg, DOE/Washington, DC

Baughman, Lincoln County, NV

Weigel, GAO

Mettam, Inyo County, CA

Cameron, White Pine County, NV

Fiorenzi, Eureka County, NV

Schank, Churchill County, NV

Barnard, NWTRB

Melendez, NIEC

. Arnold, Pahrump, NV

Lyznicki, AMA
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Sincerely, /3
John H. Austin,

If you have any questions or comments, please contact

Chief

Performance Assessment and High-Level
Waste Integration Branch

Division of Waste Management

Office of Nuclear Material Safety
and Safeguards

Barnes, YMPO
Gil, YMPO

Poe, Mineral

. Holden, NCAI
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The Department may wish to examine and consider this information in
fmplementing staff guidance in NUREG-1563 for documenting and disclosing
potential COIs. If you have any questions or comments, please contact
Christiana H. Lui of my staff at (301)415-6200.

Sincerely,

72 VA

John H. Austin, Chief

Performance Assessment and High-Level
Waste Integration Branch

Division of Waste Management

Office of Nuclear Material Safety
and Safeguards

Enclosures: As stated
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Loux, State of Nevada

B. Price, Nevada Legislative Committee
Meder, Nevada Legislative Counsel Bureau
Barnes, YMPO

Gil, YMPO

Einberg, DOE/Washington, DC

Murphy, Nye County, NV

Baughman, Lincoln County, NV
Bechtel, Clark County, NV

Weigel, GAO

Niedzielski-Eichner, Nye County, NV
Mettam, Inyo County, CA
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. Cameron, White Pine County, NV

. Will{ams, Lander County, NV
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Brocoum, YMPO

Arnold, Pahrump, NV

. Stellavato, Nye County, NV
Lyznicki, AMA
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CENTER FOR NUCLEAR WASTE Proc. AP-001
REGULATORY ANALYSES Revision 3, Change ¢
ADMINISTRATIVE PROCEDURE Pege 1 of 10

Title Evaluation of Potential Confllct of Interast

Revision ' 3
of the pages and changes listed below,

—FPogeNo. ~Change

All o

EFFECTIVITY AND APPROVAL
of this procedure became effective on May 31, 1896. This procedure consists

—Date Effactive
May 31, 1996

Cogniz

701100129 $70107
PDR WASTE
WM-11 PDR

7%

Enclosure




™

b

K i

\’b/ ~——r
CENTER FOR NUCLEAR WASTE Prac. AP-001
REGULATORY ANALYSES Revision 3, Chenge 0
ADMINISTRATIVE PROCEDURE Pego 2 of 10

EVALUATION OF POTENTIAL CONFLICT OF INTEREST

INTRODUCTION

The need to avoid conflict of interest (COI) in technical assistance and research programs
was a principal reason for establishing the Center for Nuclear Waste Regulatory Analyses
(CNWRA) (Contract No. NRC-02-93-005, Section C.1.1.2). Although initial concerns
regarding COl were restricted to CNWRA work under the Nuclear Waste Policy Act
(NWPA), similar concerns relate to CNWRA support to NRC in non high-level waste
(HLW) programs. Many prospective CNWRA employeces, other Southwest Research
Institute (SwRI) personnel performing work for the CNWRA, subcontractors, and
consultants to the CNWRA now or in the past have worked for the Department of Energy
(DOE), its contractors, other affected parties under the NWPA, or other Nuclear Regulatory
Commission (NRC) licensees and their contractors. Prior and/or ongoing work of this type
introduces the potential for real or percelved COl which could delay or otherwise jeopardize
NRC licensing activities.

PUREQST AND SCOPE

The purpase of this procedure is to provide fundamental criteria and a means for formally
documenting CNWRA management evaluations of potential COI among current and
prospective employees, other SwWRI personne! performing work for the CNWRA,
subcontractors, and consultants to the CNWRA. This will ensure that no real or perceived
COI arises, or that the occurrence of such Is effectively mitigated, so that it is demonstrably
clear that thc CNWRA, its staff, and all personnel and organizations used to support the
NRC in fulfillment of its regulatory mission provide rcsearch results, technical assistance,
and sdvice that are technically sound, abjective, and impartial. “This procedure is daveloped
in the context of and meets the intent of the provisions of the contract.

This procedure applies only to personnel and organizations who are or mmy become engaged
in mansgement, technical assistance, technical review, and research activities of the
CNWRA. I is first used befors an individual or orgunizution is allowed to engsge in
CNWRA activities, and prior to employment for the core CNWRA staff. Subsequently, It is
applied whenever an individual or organization is considered for a significantly different
assignment that may introduce a potential COl not previously considered.

CNWRA Form AP-2
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3. DEFINITIONS

Individual COI - A relationship exists whereby an individual has past, present, or future
planned interests related to the work to be performed for the CNWRA, including work for
others, which (i) may diminish his or her capacity to give impartial, technically sound,
objective assistance and advice or may otherwise result in a biased work product, (i) may
result in him or her being given an unfair competitive advantage, or (iii) may otherwise
result in the CNWRA not being able to support future NRC activities due to a COIL.

NRC Licensee - A license applicant, potential license applicant, or their contractors
responding to legislation or NRC regulations including but not limited to the NWPA,
low-level waste (LLW) management, uranjum recovery, and site decommissioning
management plan programs.

Qrganlzational COJ - A relationship exists whereby an organization has current or future
planned interests related to the work to be performed for the CNWRA, including work for
others, which (i) may diminish its capacity to give impartial, technically sound, objective
assistance and advise or may otherwise result in a biased work product, (ii) may result in its
being given an unfair competitive advantage, or (iif) may otherwise result in the CNWRA
not being able (0 support future NRC activitics under the NWPA due to a COL.

Baty to the NWPA - The DOE, NRC, affected states and tribes, and other agencies and
organizations that the NWPA acknowledges (o have a direct role in licensing of & HLW
repository and/or a Monitored Retrievable Storage (MRS) Facility.

Potentinl COI - A factual situation exists that suggests (indicates) that an actual COI may
arise. The term "potential conflict of interest™ is used to signify those situations which merit
investigation prior to employment or assignment of an individual or award of a contract to
an organization in order to ascertain whether employment or contract award would give rise
to an actual conflict.

Work - Any technlca! assistance, technical review, or rescarch activity or management of
such actlvity related to icensing 8 HLW repository or MRS facility at any DOE~proposcd
site, or other NRC-regulated facility. Both past and current work are subject to COI

evsluation.

4.  RESPONSTBILITY

4.1  The President of the CNWRA is responsibie for promulgating, revising, and
evaluating compliance with this pracedure. The President presides at meetings of the
COl committee to evaluate potential COL.

42  The Technical Director of tie CNWRA, in fulfilling responaibilities for identifying
and allocating resources, is responsible for implementing this procedure.

CNWRA Form AP-2
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CENTER FOR NUCLEAR WASTE Prac. AP-001
REG ULATORY ANALYSES Revislon 3, Change 0
ADMINISTRATIVE PROCEDURE Page 4 of 10
4.3  The President, Technical Director, Assistant Director for Systems Engineering and

Integration (ADSE&I), the cognizant Element Manager, and as appropriate, the
Director of Washington Technical Support Office comprise the management
committee for evaluating potential COl. The Director of Quality Assurance serves as
Secretary to this Committee.

44  The cognizant Element Manager is responsible for identifying potential COI and
preparing materials for usc by the Committee in evaluating CO! concerns.
5. CRITERIA

The following fundamental criteria form the basis for cvaluating potential COI among
prospective CNWRA employecs, other SWRI personnel performing work for the CNWRA,
subcontractors, and consultants to the CNWRA to assure that CNWRA remains COl-free in
its support to the NRC. Note that although thesc criteria are worded in the past tense, they
apply to both past and current work activities. If in the future individuals or organizations
engage in activity that introduces a COI with assignments within the CNWRA, they will be
immediately excluded from further CNWRA work in that area of COL.

Organizations shall not provide technical or policy rcvicws or advice on work they
directly performed, for which they had management responsibility or which would
result in their being given an unfair competitive advantage.

Personnel shall not provide technical or policy reviews or advice on work they
directly performod or for which they had management respousibility.

Personnel and organizations shall not develop or directly support development of
NRC techaical or policy positions that are based principally or substantially on work
they directly performed or for which they had management responsibility while
anployed by any party to the NWPA other than the NRC or by any other NRC

licensee.

Personnel and organizations shall not particlpate in any CNWRA activity that is

~ directly related to lssues, positions, or decisions for which they have taken a

position of advocacy for any party to the NWPA other than the NRC or for any
other NRC licensee.

Personnel and organizations may be utilized by the CNWRA to conduct original
research. Such rescarch may be in technical areas in which they directly performed
work or for which they had management responsibility while employed by a party to
the NWPA other than the NRC or by another NRC licensce. Since research of this
nature constitutes original work, no COl is deemed to exist in such cases.

CNWRA Form AP-2
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5.6  Personnel and organizations may be utilized to perform analyscs and interpretations
of data, including data which they may have directly acquired or had management
responsibility for acquiring while employed by a party to the NWPA other than the
NRC or by another NRC licensee, provided that the supporting work has been
independently reviewed and approved by the NRC or its contractors, Incorporated in
a consensus standard, or otherwise independently determincd to be accepeable.

3.7 Personnel and organizations may be utilized to develop or support development of
technical criteria that are based principally or substantially on work they directly
performed or for which they had management responsibility while employed by any
party to the NWPA other than the NRC or by another NRC licensee, provided that
the supporting work has been independently reviewed and approved by the NRC or
its contractors, has been incorporated in a consensus standard, or has otherwise been ]
independently determined to be acceptable.

5.8 Personnel may be utilized to perform work, provide aid, counsel, or assist in
representing the CNWRA in any proceeding (with regard to work they supervised or
directly performed as an cployee of the NRC), anly after their participation has
been reviewed and approved by the Office of General Counsel, NRC, under
IOCFR § 0.73526 and 18 U.S.C. 207. All former senior NRC cuployees
(10 CFR § 0.73526[d]) shall be constrained by the specific prohibitions in place at
the time. '

5.9  Personne! and organizations may be utilized in such other activities of the CNWRA '
as the CNWRA management deems appropriate, with concurrence by the NRC
CNWRA Program Manager.

6.  PROCEDURE

The following procedure shall be used by CNWRA management in evaluating potential
COl, for considering mitigation of the effects ot such potential COl, and for seeking
waivers from the requirements of this procedure. This procedure will be applied both before
an individual or organization first engages in CNWRA activitics and before any significantly
different assignment that may introduce potential COI not previously considered.

A.  EVALUATION

A manigement committee comprising the President, Technical Director, ADSE&I, the
cognizant Element Manager, and, as required, the Director of the Washington Technical
Support Office shall perform the evalustions. The following steps shull be followed.

CNWRA Form AP-2
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6.1  An Element Manager will ideatify a required area of expertise and a prospective |
individual or organization to provide the expertise. This will typically occur when |
developing or modifying the staffing section of the CNWRA Management Plan or |
individual Operations Plan. It may also occur as a result of a special request from §
NRC or in response to a reallocation meeting.

62 The Element Manager shall prepare and submit to the COI committee an evaluation ]
portfolio containing: ‘

Resumes and reasonably detailed work history of the prospective individual or |
organization, as appropriate.

Signed letter from the individual or organization attesting to the belief that
he/she (it) Is currently free from COI, intends to remain free from COI, and will |
notify the CNWRA if he/she (it) undertakes other work which may give rise to
a COl.

A completed COI Questionnaire for Preliminary Evaluation of Potential Conflict [f
of Interest, Form AP-001-01 (Figure 1). )

Brief but reasonably complete description of proposed work assignment.

Bricf statement regarding the role of the work in lssue resolution, performance
assessment, policy evaluation, etc., in the context of the overall program.

Assessment of programmatic Impact of not using the prospect as proposed, |
including indication of avallable alternative personnel or organizations. '

6.3  The committee shall meet to evaluate any potentia] COI using the information
provided in Section 6.2 and the criteria provided In Section S. The President of the
CNWRA may delegate evaluation of potentia) COI and preparation of a |
recommendation to a committee member, for final action by the committee as a §
whole.

64  The committee shall prepare a brief report of their finding and transmit it to the |
Element Manager for action. ~

B.  MITIGATION AND WAIVER

In unusual cases, it will be desirable 0 cngage the services of an eminently qualified
individual or organization which has a potential COI. The following steps shall be followed |
when such situations arise.

CNWRA Form AP-2



L)

\ ~

\/\'/ \./\/l

CENTER FOR NUCLEAR WASTE Prac. AP-001

REGULATORY ANALYSES Revision 3, Change 0
ADMINISTRATIVE PROCEDURE Pege 7 of 10

CENTER FOR NUCLEAR WASTE REGULATORY ANALYSES
QUESTIONNAIRE FOR PRELIMINARY
EVALUATION OF POTENTIAL CONFLICT OF INTEREST

Social Sccurity Numbay,

GENERAL BACKGROUND RELATED TO DOE ACTIVITIES

Have you worked on sctivities directly or indirectly funded by the U.§. Department of Eﬂﬂ"y (DOE)? Yew/No If
yes, dusceibe your involvemont, including a brief deacription of the scups of work, fisting of papors which resuhed
from such activities, as approprists {(attach additional sheats, if naceasary).

Have you worked on activities directly or indirectly funded by the DOE that werc related to the sommercial nuclear
fuel cysie? Yeu/Nuy If yos, describs your involvemens, iacluding a bris{ description of the scope of work, listing
papsrs which resulted from such autivities, 88 appropriate.

BACKGROUND RELATED TO DOE HIOH-LEVEL WASTE (HLW) ACTIVITIES

3.

Have you worked on activilis drectly or ‘indirecdy funded By the DOE that were related Yo tha proceaing of
dofenss or commercial Bigh-level nuklear wastes iown forms for subsequent disposal (such a3 borosilicate glam)?
Yeu/No If yes, deacribe yous involvement, xcluding a bris{ dusceiption of the scops of work, listing pspers which
resuhed from auch activitics, &s epproprists.

"

Have yiu pacticlpased in oc managed activities dicstly or indirectly Rinded by the DOE that had the purposs of
gaveloping & technical ¢onssasus or techoical crileria, we of establishing & uniform mathadalogy relaied 10 evalustion
of HLW Jisposa!? Ysg/No If yes. dorcribe your involvemant, including & brisf desuriptioa of the scope of work,
liscing pepers which resulted from such sctlvities, a3 epproprista.

Heve you participeted ia or muasged ctiviies direcily of indirectly funded by the DOE that had the purposs of

* formulating policy? Yes/No If yes, describe your lavolvement, inchuding & brisf descrigtion of the scope of work,

Nwing papery which resukied from such activikios, az apprupriste.

CNWRA FORM AP-01-01 Rav 3196

CNWRA Form AP-2 Figure 1
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C.

Have you assumed & position of advocscy regarding iasuas, positions, or decisions ofﬂ‘u DOE in muers related
® the commarcial suckar fusl cycls, commercial HLW, or defense HLW? Yea/No I yes, describe your
involvement, lncluding s brief description of the sops of work, listing pspers which resultsd from such activitiss,

a3 spproprisie.

Provide s complets liss of ali of your publicstions which you have reason 1o believe could be used I sapponing
DOE spplication 1o coastruct & fepository in the ffaceous roch &t Yucca Mountsin in the sate of Nevada (stsch
sdditions] sheets sz secossary). :

BACKOROUND RELATED TO HLW ACTIVITIES OF QTHER AGENCIES

Kenify any work of the types listad in itetns | theough 7 sbove which you perfarmed for other paniss to the
Nuclear Waste Palicy Act, including affectsd statas, tribes, snd otner groups which suy have acied e3 advocates
of oc latervenors 1 the development of s HLW repository (Attach sdditiona] theots as nevessary).

BACKGROUND RELATED TO OTHER NRC LICENSING ACTIVITIES

10.

Menify sny wisk which you-pecforued for & iaanaes fof low-level wasts disposs! or coniractar o such
ocgenization. Include wark an law-leul wut- \tupoul facilities licensad directly by NRC or under Agresment
St Provision, .,

e

Weatify any vork,vhlchyvu petformwd for & NRC eanace or Nicense applicant, or conirecior o sch orgunization,
insliding, bt 0ot limiad 10, Vranium recuvery and slte desommissioning management plas projests.

- —

T

mnywmuiw'cwmmmdwu Nuclesr Wanie Policy Act or to othar NRC-licensed activitles oc
faoliities? Yep/Ng 11 yes, you are raquested 10 submit abstrscts for the CNWRA review.

3

T

The bnformacion provided on this form is 10 the bast of my kaowiedge tros and sccunds.

Sigralure
CNWARA FORM APOOIAL

Dete
REV 5196

CNWRA Form AP-2 Figure 1 (cont‘d)
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6.5  The commitiee shall make & determination based on the evaluations delineated in
Sections 6.1-6.4 of this procedure as to whether the benefit to the CNWRA and the
NRC outweighs the negative effect of the COL If so, the Committee will propose
administrative controls to mitigate the effect of such COI and will petition the NRC
for a waiver from the requirements of this procedure. The NRC has sole discretion
in granting such waivers on a case-by-case basis. The results. of such determination
shall be documented.

6.6 Proposed means (o mitigate a potential COl may incorporate an appropriate
combination of factors which Include, but are not limited to (i) independent review
and approval of the work that creates the potential COY by the NRC or Its
contractors, (ii) incorporation of the work that creates the potential COI in a
consensus standard, and (lii) acceptance of the work that creates the potential COl
by the technical community, as may be demonstrated by its rnblication and
favorable review of implementation in scientific or engineering practice. The
selection, implementation, and evaluation of the effectiveness of any mitigating
factors to be applied in a given situation are NRC decisions. The results of such an
NRC determination shall be documented.

6.7  For the special case of candidates for participation in peer reviews, advisory groups,
or workshops. proposed means to mitigate a potential COI may incorporate
aiministrative controls that include, but are not limited to (i) requiring full
disclosure and documentation describing relationships, if any, with organizations or
persons which may give rise to actual or potential COI in the event of a
contract/sub-contract uward, (ii) providing for « balance of differing technical
perspectives in selection of peer review or workshop members, (lil) offtetting the
potential COJ through selection of a preponderance of members which have no CO¥,
(iv) segregating the individual’s comments to facilitate subsequent identification and
cvaluation of individua! blas, (v) requiring individual expression of dissenting
opinions, (vi) proscribing the individual from reviewing amd commenting on
particular portions of the subject marter, and (vii) controlling the end use of the
results of such peer review or workshop so that it has no unacceptable programmatic
impact. The selection, implementation, and evaluation of the effectivencss of any
mitigating factors to be applied in a given situation are NRC decisions. The results
of such an NRC determination shall be documented.

6.8  When submitting e waiver request to the NRC, the CNWRA shall enclose & copy of
the proposed statement of work for the candidate individual or organization in
questions. In addition, the waiver request shall include the resume of the candidate/
individual or, in the case of an organization, its current acope of work. Additionally,
copies of titles of formal papers by the candidate/individual and the funding
organization will be provided to the NRC. In the case of a waiver request for an
organization, current and project future work will be identified along with the
funding organization. and e listing of relevant papers/articles which have been
published under the company's name.

CNWRA Form AP-2
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7. RECORDS

All jtems identified as documentation within this procedure shall be maintained as
administrative records In accordance with SwWRI procedures and shall be retained for six
years, or as long as the indlvidual or organization is in the employment of the CNWRA,

which ever is jonger.

CNWRA Form AP-2
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NATIONAL ACADEMY OF SCIENCES
NATIONAL ACADEMY OF ENGINEERING
INSTITUTE OF MEDICINE

NATIONAL RESEARCH COUNCIL
Potential Sources of Bias and Conflict of Interest
INSTRUCTIONS TO THE INDIVIDUAL COMPLETING THIS FORM

1. Pleaseread THE NATIONAL RESEARCH COUNCIL POLICY ONPOTENTIAL SOURCES
OF BIAS AND CONFLICT OF INTEREST IN STUDIES AND RELATED ACTIVITIES
which begins on page 5.

2. REPORT ON PAGES 2-4 ONLY THAT INFORMATION WHICH IS RELEVANT AND
MERITS DISCLOSURE IN LIGHT OF:

1. THE NATIONAL RESEARCH COUNCIL POLICY ON POTENTIAL SOURCES OF
BIAS AND CONFLICT OF INTEREST IN STUDIES AND RELATED ACTIVITIES
and

2. THETASKS TO BE UNDERTAKEN BY THE PARTICULAR COMMITTEE, PANEL
OR OTHER GROUP ON WHICH YOU WILL SERVE.

For each category for which there is no information that needs to be reported, write the word
“NONE" in the space provided.

3. Contact the cognizant staff officer listed below if you have any questions regarding the
completion of this form.

4. When this form has been completed, sign and date this form and return it to the cognizant staff
officer listed below. Retain a copy for your records.

5. If you simultancously serve on more than one NAS/NAE/IOM/NRC committee, panel, or
other group, you may receive a form to be completed for each activity. You may list all
relevant information for all activities on one form and attach a photocopy of that form to each
of the other forms in lieu of fully completing each scparate form.

During an individual's period of service in connection with the activity for which this form is being
completed, any changes in information reported on this form or any new informaiion relevant to
the question of potensial bias or conflict of interest should be promptly reported to the cognizant
staff officer.

STAFF OFFICER: (Name, NRC Unit, NRC Address,
Telephone Number and FAX number)

Enclosure
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- NATIONAL ACADEMY OF SCIENCES

NATIONAL ACADEMY OF ENGINEERING
INSTITUTE OF MEDICINE

NATIONAL RESEARCH COUNCIL
Potential Sources of Bias and Conflict of Interest

NAME: TELEPHONE:
ADDRESS:

EMPLOYER: TITLE:
NAS/NAE/IOM/NRC Commitice:

The responsibility for determining the information to be reported rests in the first instance with
the individual completing this form.

REPORT ONLY THAT INFORMATION WHICH IS RELEVANT AND MERITS DISCLO-
SURE IN LIGHT OF:

1. THE NATIONAL RESEARCH COUNCIL POLICY ON POTENTIAL SOURCES OF
BIAS AND CONFLICT OF INTEREST IN STUDIES AND RELATED ACTIVITIES

and
2. THETASKS TOBEUNDERTAKEN BY THE PARTICULAR COMMITTEE, PANEL,

OR OTHER GROUP ON WHICH YOU WILL SERVE.

For cach category for which there is no information to be reported, write the word, “NONE” in
the space provided. Attach additional sheets if necessary.

I.  ORGANIZATIONAL AFFILIATIONS. Report relevant business relationships (as en em-
ployee, owner, officer, director, consultant, etc.) and relevant remunersted or volunteer non-
business relationships (e.g., professional organizations, trude associations, public interest or
civic groups, eic.)
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II. FINANCIAL INTERESTS. Report relevant information regarding financial interests and
investments in companies, partnerships, joint ventures, trusts, real property, stocks and bonds,
etc., by listing the company, partnership, etc. by name and a brief description and by listing
the property by location. Please list the approximate value of any interest or investment

reported.

II. RESEARCH SUPPORT. Report relevant information regarding sources of research support
(other than your present employer).

IV. GOVERNMENT SERVICE. Report relevant service (full-time or part-time) with federal,
state, or local government in the United States (including military service), but report all gov-
emment service (including advisory boards, etc.) within the past five years.
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V. PUBLIC STATEMENTS AND POSITIONS. List relevant articles, testimony, speeches,
etc., by date, title, and publication (if any) in which they appeared. Provide a brief description
of relevant positions of any organizations or groups with which you are closely identified or
associated.

V1. ADDITIONAL INFORMATION. K there arc other circumstances in your background or
present connections that in your opinion might reasonably be construed as unduly affecting
your judgment in matters within the assigned task of the group to which you have been
appointed or which might be reasonably viewed as creating an actual or potential bias or
conflict of interest or the appearance of a bias or conflict of interest, plcase describe them
briefly.

SIGNATURE DATE

Reviewed by:

Executive Director Date Executive Office Date

This statement is privileged to those NRC offices whose proper business it is. It is the policy of
the National Research Council that this statement may be released, on a privileged basis, to the head
of any agency sponsoring the study or other activity in which a committee is engaged, if that official
so requests in writing and if the Chairman of the National Research Council concurs. It will not
be otherwise released by the NRC or the agency except with the approval of the individual
completing the form unless required by law.
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November 1, 1992

THE NATIONAL RESEARCH COUNCIL POLICY ON DISCLOSURE OF
PERSONAL INVOLVEMENTS AND OTHER MATTERS POTENTIALLY
AFFECTING COMMITTEE SERVICE

Introduction

The National Academy of Sciences, the Natonal Academy of Engineering, the Institute of Medicine, and
the Natlonal Research Council accord special importance to the policies and procedures established by the
institution for assuring the integrity and hence the public confidence in the reports prepared by its commit-
tees. The policies address two types of issues. One is examining the question of potential sources of bias and
conflict of interest in commitiees of the institution engaged in studies and other related activitics. The other
is the question of the pariicipstion of persons who are subject to formal investigations of allegations of
scientific misconduct. Those policies and procedures are summarized in this document.!

The work of the institution is largely done by volunteer committees appointed for their special expertise
{n the area of study. Each year roughly 10,000 scientists, engineers, and other professionals working on such
commitices contribute their knowledge and experience to the solution of national problems, the identification
of new scicatific and technical goals and opportunities, and other forms of national service. These men and
women are drawn from every part of the nation and from every sector of socicty—academis, industry,
government, monprofit and public interest groups, and so on. The techuical skills and perspectives of this
distinguished and diverse group of individuals are essential to the ability of the institotion to consistently
produce accurate and objective assessments of national problems and needs.

Extensive efforts are made to assure the soundaess of reports issued by the institution by selecting highly
qualified committee members. Yet, if a repart 1s 10 be not only sound but also effective as measured by its
acceptance in quarters where it should be influential, the report must be, and must be perceived to be, (1) free
of any significant conflict of interest, and (2) not compromised by bias, and (3) untainted by allegations of
scientific misconduct. Conclusions by fully competent committees can be undermined by allegations of lack
of objectivity, or conflict of interest, or misconduct on the part of its members.

“Bias” and “Conflict of Interest”

To address questions of potential bias and conflict of interest for the protection of both the individual
involved and the institution, individuals participating in studics and other activities are asked to complete a
“Potential Sources of Bias and Conflict of Interest™ form to be submitted 0 and reviewed by the institation.
In eddition, committees arc asked to discuss the general questions of bias and conflict of interest, and the
relevant circumstances of their individual members, at the first commitice meeting, and annually thereafter.
Information regarding potential biss or conflict of Interest is carefully considered by the institution in the
overall composition of committees and in the appointment (or reconsideration of appointment) of individuals
to committees,

For eny individeal who has complewed a “Potential Sources of Bias and Conflict of Interest” form, any
changes in information previously reporied or any new information relevant o the question ¢f potential bias
or conflict of interest should be prompily reported to the ins:itution. Such newly reported information will be
promptly considercd by the institution and such action will be taken as deemed necessary or appropriate by
the institotion, in consultation with the affected individual.

1 Because of the importance of these policies, they have been approved by the Councils of the National
Academies of Sciences and Engineering and the Institote of Medicine, as well as the National Research
Council’s Governing Board.

s
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Deflning “Blas” and “Conflict of Interest”

The question of potential sources of “bias” ordinarily relates to views stated or positions taken that
are largely Intellectually motivated or that arise from the close identification or association of an
Individoal with a particular point of view or the positions or perspectives of a particular group. Such
potential sources of bias are not necessarily disqualifying for purposes of committee service. Indeed, it often
is necessary, in order 10 ensure that a committee is fully competent, to appoint members in such & way as to
represent a balance of potentially biasing backgrounds or professional or crganizational perspectives.

It is also essential that the work of committees not be compromised by any significant conflict of interest,
or in some circumstances the significant appearance of conflict of intzrest, on the part of any member of &
committee or anyone associated with the woik of a committee (e.g., consultants, staff, etc.). For this purpose,
the term “conflict of interest” means any financial or other interest which conflicts with the service of
an individual because it () could impalr the Individual’s objectivity or (2) could creéate an unfair
competitive advantage for any person or organization. The existence of 2 significant conflict of interest
ordinarily disqualifies an individual from service.

At any given time, the NAS-NAE-IOM-NRC is engaged in hundreds of studies and other activities
involving thousands of volunteers working on topics that range across the endre spectrum of science, technol-
ogy, and public policy. The diversity and complexity of this undertaking make it difficult to state complete,
all-encompassing rules that will anticipate and address every possible situation involving bias or conflict of
interest. Tke following guldelines addressing commonly occurring situations are provided as an aid to
defining and identifying possible bias or conflict of interest in connection with studies, reports, committce

composition and operation, and other functions and activities of the institution.

Individual Economic Impact. Actions taken on the
basis of reports or other activities of the institution
may sesult in an economic benefit or loss 1o particu-
lar individuals or groups. For ¢xample, the strin-
gency of environmental regulation in a given indus-
try may be relaxed or tightened. Or federal research
funding for a particular research discipline may be
increased or decreased. The fact that an individual
is part of a group that may be directly affected, thereby
possibly having an indirect economic effect on the
individual or on others with whom the individual is
associated or related, would normally constitute a
potenriat source of bias. But where the potential eco-
nomic effect on the individual or on others with whom
the individuat is associated or related is substantially
more direct and immediate, there may be a conflict
of interest.

(a) For example, if an individua! is selected to serve
on & committec conducting a broed study of pro-
posed new scientific missions in space, the fact that
the individual is & consultant or employee of an aerospace
company may be a source of bias. Or if an indi-
vidual is selected to serve on a commitiee conduct-
ing a study of rescarch alternatives and funding pri-
orities in a particular scientific field, the fact that the
individual is & faculty member or research scientist
at an institntion that conducts research in that field
may be a source of bias, depeading upon the individeal’s

own involvement in the field and other factors. In
cither example, the existence of possible bias would
not ordinarily disqualify an individual from service
but would be a factor to be taken into account in the
overall composition of the committee.

(b) On the cther hand, an individual should noy par-
ticipate in a study in which there is a significant
possibility, based wpon the nature and scope of the
study, that policy recommendations or other similar
advice resulting from the study would, if implemented,
have a direct and substantial economic impact on the
individual, on others with whom the individoal is
closely associated, or on any person with whom the
individual has & family or marital relationship or similar
close personal relationship. For example, if the
institution were conducting a study of proposed modi-
fications in the federal regulation of a particular ap-
plication of biotechnology, any individual proposed
for stndy committce membership who is a stockholder
or a director of a biotechnology company would nec-
essarily receive extra scrutiny. If an independent
observer could reasonably conclude that the individual’s
objectivity could be compromised becauss the par-
ticular company involved would be likely to experi-
ence & direct and substantial change in market value
if the regulatory requirements under study were changed,
that individual would bave s significant conflict of
interest with respect to that study.
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(c) In addition, an individual should not participate
in any decision regarding the award of a contract or
grant or any other substantial economic benefit, to
the individual, to any person with whom the indi-
vidual has a family or merital relationship or similar
close personal relationship, to the individual's im-
mediate employer, or (o any organization in which
the individual has a substantial financial interest or
from which the individual has derived or may derive
a substantial economic benefit, since to do so would
be a conflict of interest. Where appropriate safe-
guards have been established, an individual described
in the preceding sentence may participate in a study
or activity so long as that individual is excluded from
all deliberations and decisions on matters arising in
the course of that stody or activity for which the
individua! has a conflict of interest as described in
the preceding sentence. A written record of the de-
fiberations and decisions from which an individual
has been excluded should be maintained by the re-
sponsible staff officer.

Proprietary Information. In the course of a study
or other activity at the institution, an individuat em-
ployed by or associated with a particular organiza-
tion or enterprise should not be given access to pro-
prietary information (e.g., trade secrets, confidential
financia! information, etc.) of a competitor or poten-
tial competitor unless APPROPRIATE safeguards have
been established that reasonably protect the interests
of all parties. Otherwise, such access may create an
unfair competitive advantage, as well as possible li-
ability for improper disclosure or use. In situations
involving sccess to proprietary information, contact
the Office of the General Counsel for guidance.

Public Statements and Posliions. An individual may
have become committed to & fixed position on & par-
ticular issue through public statements (e.g.. testi-
mony, speeches, interviews, eic.), through puoblica-
tions (e.g.. articles, books, eic.), through close
identification or association with the positions or pet-
gpectives of a particular group, or through other per-
sonal or professional activities. This would ordi-
narily constitute a potential source of bigs. In extreme
_gitnations — e.8., where the individual is currently
president of a professional society that espouscs the
same fixed position on the issuc — the situation may
constitute a conflict of interest.

Designing or Implamenting Procurements, The
institution may become involved from time to time
on behalf of a particular sponsoring agency in stud-
ies relating to the development of & work statement

or request for proposals, the review of proposals, or
somc othcr arrangement for a particular procurement

or series of procurements by the agency. To avoid
possible conflicts of interest and misunderstandings
regarding actions that may be takes to avoid con-
flicts of interest, any individual who is employed in
any capacity by, or who has a financial interest in or
other economic relationship with, any organization
that may seek an award under such procurement or
series of procurements — as well as any individnal
who may seek such an award directly on his or her
own behalf — should participate in such a study only
after the following requirements have been met: (1)
the procarement agency must be informed of such
circumstances, and (2) the individual or organization
must be advised that, in order to avoid creating an
unfair competitive advantage, the individual’s par-
ticipation in the study may cause the procurement
agency to limit the subsequent eligibility of the indi-
vidual or ocganization to seek an award. In addition,
the individual must be advised that certain legal re-
strictions applicable to government employees may
2lso become applicable to the individual.

Acctess to Government Information. The opportu-
nity to have access to gensitive government informa-
tion during the course of a study or other activity at
the institution, if abused or misused, may confer an
snfair competitive advantage. An individual should
not participate in & study or other activity at ths in-
stitution involving access to gensitive government
information that is not reasonably available to the
general public if the individual intends to use, or
uses, such information for the individual’s own di-
rect and substantial economic benefit. The same rule
applies if the individual intends to disclose, or dis-
closes, such information (albeit not unlawfully) to
other individuals or to organizations in such a man-
ner that a dircct and substantial economic benefit
may be confcrred on such individuals or organiza-
tions. The restrictions described above do not apply
to information once it has entered the public domain.
In some situations (¢.g., classificd information, medical
records, proprictary information, certain procurement
information, ctc.), special limitations on access to
and use of govemment information will be required.

Reviewing One’s Own Work. It is not uncommon
for individuals serving on committees engaged in
particular studies to find that their own published
and professional work, in common with others in the
ficld, is part of the technical basis and literature for
the commitices. This ordinarily would not consti-
tatc a source of bias or conflict of interest. How-
ever, an individual should not serve as a member of
a commiutee engaged In & study In which a critical
review and evaluation of the individual’s own work
or that of his or her immediate employer is expected



11/19/80  avk 19337 Fal

N

lm be a central purpose of the study, but such an
individual may provide relevant information to the
study.

Employment by a Sponsoring Agency. An indi-
vidual who is employed by an agency which is spon-
soring a study or other activity in which a particular
committee is engaged ordinarily cannot be & mem-
ber of that committee, sithough the mdividual can
serve as an agency liaigson representative. However,
in special circumstances and to the extent not pro-
hibited or limited by federa! law or regulation, such
an individual may serve as a member of such a com-
mittee where the following requircments are met:
(1) the service of the individual on thc committee
must be based upon the unique scientific or techni-
cal expertise which the individual brings to the com-
mittee; (2) the individual must not be involved in
any way within the agency in any deliberative or
decision-making process or any policy-making or
similar process relating to the study or other activ-
ity or the expected or intended results of the stndy
or other activity; and (3) it must be specifically de-
teemined during the committec appointment process
that service by the individual will not compromise,
or appear to compromisc, the independence or ¢b-
jectivity of the particular study or other activity in
which the committce is engaged. In the work of the
institution, scientists, engineers, health specialists,
and others working at national Iaboratories often meet
the above requircmeats, while government officials
in policy-making roles do not.

The examples set forth above are illustrative but
not all-inclusive. Clearly, other examples could be
cited. For instance, use by an individual of confi-
dential information obtained through participation
in the work of the institution to trade in securities
for the individual’s awr benefit wotld be a conflice
of interest, and may be illegal as well.

The examples set forth above are simply intended
1o address common situations and to convey a sensc
of the manner in which situations not specifically
addressed above will be handled. Any other situa-
tion involving “bias® or “conflict of interest,” as
those terms are generslly defned above or by appli-
cable federal law, is also subject to this policy.

Procedures for Addressing Possible Bias and
Conflict of Interest

The instituton follows a procedure that seeks
(1) 1o guard against conflict of interest and unrca-

N

sonable bias, (2) to maximize the credibility of re-
ports amoag thoss to whom they are directed and
amoag any others concerned, (3) to identify indi-
viduals whose service in a particular capacity would
not be appropriate, and (4) 1o equip the institution,
through carly consideration of any potential sources
of bias or conflict of interest, to defend committee
members, their selection for the task, and their re-
ports against possibke allegations of bias or conflict
of intcrest.

Potential bias and conflict of interest are con-
sidered by the instltution, based vpon available in-
formation, in the initial process of selecting com-
mittec membders prior to making committee
appointments. Individoals appoinfed 1o commit-
tees are asked to complete a “Potential Sources
of Bias and Conflict of Interest” form, listing rel-
evant connections and interests and sny relevant
positions taken that may constitute potential sources
of bias or conflict of interest within the meaning
of this policy in light of the tasks to be under-
taken by the committee. Thereafter, any changes
In the informetion previously supplied or any new
information - e.g., new employment, new con-
sulting relationships, new investments, etc, — that
are refevant to the question of potential bias or
conflict of interest should be promptly reported
to the Institution.

Commitiees are also asked to discuss the general
questions of bias and conflict of Interest, and the
relevant circumstances of their individoal mem-
bers, at the first committee meeting, and annu-
ally thereafter. This discussion procedure is used
because of a belief that an important source of pro-
tection for the public interest and for commitiee
members and their work lies in a frank discussion
within the commitice, from time to time, of whether
there is cause for coucern shout the committee's
actual objectivity or its credibility in light of its
tasks and its members® interests.

The completed forms, as well as information
developed during the committee discussion, are re-
viewed by the appropriate onits of the NAS-NAE-
IOM-NRC to determine whether a conflict of intce-
est exists and whether the desired balance in committce
compositicn has been achieved. Adjustments may
then be made, for example, by adding edditional
members to the committee or by limiting or recon-
sidering the participation of a particular individual,
If previonsly unknown connections revcaled by the
forms raise questions, they are tuken up with the
individual involved. If questions persist, the final
decision regarding the composition of a committee
or a particular individual’s service on the commit-

4l VU
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tee rests with the chairman of the National Research
Council.

All completed forms are treated in confidence.
Access to these forms within the institution is re-
stricted to those offices whose proper business they
are. It is the policy of the institution that the forms
may be released, on a privileged basis, to the head
of an agency sponsoring the study or other activity
in which & committee is engaged, if that official so
requests in writing and if the chairman of the Na-
tional Rescarch Council concurs. These forms are
not otherwise released by the NAS-NAE-IOM-NRC
or the agency except with the spproval of the indi-
viduals completing the form, unless release is re-
quired by law.

The request for information on the “Potential
Sources of Bias and Conflict of Interest” form, and
the discussion of potential sources of bias and con-
flict of intersst, are not intended to question the
personal integrity of any individual. Indeed, the
“Potential Sources of Bias and Conflict of Inter-
est” form is designed to elicit only that informa-
tion which is relevant and merits disclosure in
light of the bias and conflict of interest policy set
forth above and the tasks to be undertaken by
the particular committee on which the individual
would serve. The responsibility for determining
the information to be reported rests in the first in-
stance with the individual completing the form, in
reliance upon the individual’s own sense of integ-
rity and good judgment. The overriding objective is
to ensure that the work of those who volunteer their
time and energy to the institution and the national
interest is mot compromised or diminished by bias
or cooflict of interest.

Procedure for Addressing Allegations of
“Scientific Misconduct”

Allegations of scientific misconduct on the part
of a committee member may also vndermine the ac-
ceptance and potential influence of the committee’s
report. Similar considerations apply to members of
standing boards and commissions, which exercise
oversight of committee projects. In the event that
an individual then serving on an NRC or 1I0M com-
mittee or other unit is notified by his or her em-
ployer or by & federal research funding agency that
he or she is the subject of & formal investigation for
scientific misconduct, the participant is obliged to
inform the NRC. This information should be di-
rected in confidence to the NRC Chairman, who, in
consultation with the affected member and others as
appropriate, will determine if the allegations raise
concerns about the eventual scceptance or influence
of scheduled reports. Should the NRC Chairman
conclude that continued service of the affected member
will jeopardize the effectiveness of institutional re-
ports, the member will resign or be removed by the
NRC Chairman. Persons who have been subject to
this policy and who subsequently are determined
not to have engaged in scientific misconduct may
be returned to appropriate NRC service.

Information not in the public domain related to
alleged scientific misconduct on the part of a com-
mittee member will be treated in confidence. Ac-
cess to such information within the iastitution will
be restricted to those offices whose proper business
it is. Such information will be disclosed outside the
institution only with the approval of the affected
individual, or as required by applicable government
regulations or otherwise required by law.

diolo
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Revised January 7, 1984
Composition and Balance--Guidelines for Process

Management and Memo Preparation

SCOPE

This document defines responsibilities, pracrices, and procedures
related to assessment of the composition and balance on CETE boards
and committees. Thegs procedures assume that candidates for CETS
boards and committees with obvious conflicts of interest will be
eliminated in the screening process Lhat goes on before a nomination
package is prepared.

WHAT ARE BIAS AND CONFLICT OF INTEREST ?

The following is quoted frem the National Research Council Pelicy on
Potential Sources of Bias and Conflict of Interest in Studles and
Related Activities, November 1, 198%9.

Bias ordinarily relates to views stated or positions taken
that are largely intellectually motivated or that arise from
the close identification or association of an individual
with a particular point of view or the positions or
perspectives of a particular group. Such potential sources
of bias are not necessarily disqualifying for the purposes
of committee service. The term conflict of interest means
any financial or other interest which conflicts with the
service of an individual because it {1) could impair the
individual's objectivity or (2) could create an unfair
competitive advantage for any person or organization.

The Policy statement includes a range of examples to illustrate the
difference between a potential source of blas and a conflict of
interest. In general, if an individual's eccnomic intercst might be
indirectly affected by findings or recommendetions of the study, the
individual has a potential source of bias that should be acknowledged.
If the economic interests of the individual, the individual's
employer, or members of the individual's immediate family would be
directly and substantially affected, a conflict of interest may exist.
If an individual has made public statements supporting, or is publicly
identified with, one side of a controversy in which the study may
become involved, that is a potential source of bias. It may be a
conflict of interest if a major current institutional role of the
individual 1i.e., current employment or officer of a professional

Enclosure
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society would make a change of opinion difticult. A point of view that
is strongly held is only a potential source of bias, as long as the
individual is open to considering evidence for other views or against
the one held.
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WHAT IS COMPOSITION AND BALANCE ?

New NRC committees must mwmweet two test: first, they must ke
appropriately composed and second, they must be balanced. The first of
these two tests centers around the question of whether the committee
embodies the range of skills and knowledge needed to address the study
tasks. The second 1s a questlion of whether the committee, when viewed
as a whole, can be judged balanced in its ability to address the study
topic in an impartial, okjective fashion (for further information, see
Script for Overview, Expectations, and Composition and Balance).

Identification of an NRC committee slate requires the develcpment of a
clear strateqgy for ensuring appropriate composition and balance of
bias. Based on the projcct Statement of Task, the staff must
thoughtfully identify the areas of teclmical expertise required and
identify and seek to balance policy 1ssues and potential areas of
controversy. Staff must also determine whether there is a need for

non-technical representation {e.g., economist, lawyers, public
interest groups, political scientists, etc.) to achieve balance on the
committee. (For further information, see Committee Formation

Guidelines in the CETS database.)

WHEN AND HOW ARE COMPOSITION AND BALANCE ADDRESSED ?

Board directors and study directors, as opposed to board and committee
chairs, are primarily responsible for achieving and assessing
appropriate committee composition and balance orn CETS committees and
boards. Board and study directore are thus responsible for addregsing
this topic at the following critical points:

1. Preliminarily in the project prospectus. The prospectus should
contain & discussion of proposed committee formation approach,
including a 1list of the required areas of expertige for committee
members. (See Guidelines for Prospectus Preparation).

2. At the time a nomination package is submitted for approval. All
nomination packages must contain a discussion of the campeting
interests in the board or study and must explain how the board or
committee, if approved as nominated, will be balanced in 1light of
these competing 4imnterests. (See Guidelines for Nomination Package
Preparation).

3. At the first meeting of a committee or board at which a composition
and balance discussion must be carried out. (Discussed below).

4. In completion of the composition and balance memo immediately after
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the first meeting and after subsegquent meetings at which supplemental
composition and balance discussions are held. (Discussed kelow).

5. In an annually gcheduled review and discussion cf composition and
balance for all boards and committees. (Discussaed below;.

&. At any other time wken any significant changes that mighr aifect
potential sources of biags or the balance within a board or committee
are identified. Such changes would include resignations, changes in
employment of committee members, and so torta. below).

COMPOSITION AND BALANCE--FORMS, DISCUSEICNS, AND MEMOS

Within the NRC there are several mechanisme by which relevant
informaticn used to judge the composition and balance of a committee
is captured and asgcssed. These mechanisms iuclude perscnal resumes,
required completion by each committee or board member of tae form
titled Potential sSources of Bias and Ccntliict of Interest in S+tudies
and Related Activities (bias form), opsn committee discussions at the
first meeting and annually thereafter, and a wmem>, prepared by staff,
addreesing the composition and balance of the committee. Following is
guidance for completion of the bias forms, conduct of the composition
and balance discussion, and completion of the composition and balance
memo .

Completion of the Bias Forms

The board director is responsible for assuring that all Pectential
Sources of Eias and Conflict of Interest forms (bias forms) are
completed.

Newly appeinted board and committee members should receive _heir forms
sufficiently in advance of the first weeling to permit return and a
thorouch review by the board ard study directors pricr to the first
meeting. Any omigsions and srrors in tae forms should be corrected
before or at the first meeting. All forms containing blanks should be
either (1) returned to the member for completion or {2) completed by
the staff wicth information received directly from the member. In the
second case, the information should be entered in the appropriate
space and initialed and dated by the responsible staff person.

Because the purpose of these bias Iorms is to illuminate informaticn
relevant to the specific project statement of task, a new form must be
comrleled for each new service. Specifically, this means that if, for
example, a member of a board is appointed to serve on a committee
under that board, he/she must complete & new form for this new
activity. Also, if a board decides to undertake & project as a board,

MYV
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the entire board membership must complete a new form for the new
activity. If, however, a member is serving on a committee and alsoc on
subcommittees or panels of that committee, only one form is necessary.

The board and study directors are responsible for collecting forme
from all mewbers of the board or committee. If their efforts are
unsuccessful and the member continues to be unresponsive, the board
director should contact the CETS executive director for assistance.
This notification should take place as soon after the first meeting as
possible. A member must not attend more than two meetings if his/her
bias form is outstanding.

Every time bias forms submitted to the CETS executive office (e.gqg.,
after first meeting and for annual updates), the board director must
review, initial, and date each form.

Conducting and Recording of Composition and Balance Discussions

Composition and balance discussions will be held at the first meeting
of all new committees and annually thereafter. Discussions are held
annually for ongoing boards and standing committees. Normally these
discussions are be led by the executive director of CETS or the
asgsociate executive director. Assistance from the board director or
study director will be expected in orxrder to tailor the discussion as
appropriate to the particular study. Composition and balance
discussions mnay be held at any time during the £first board or
committee meeting, but staff is encouraged to schedule the discussions
after the board or committee has had an opportunity to hear the NRC
Expectations presentation, to learn more about its responsibilities
and discuss its statement of task. However, the discussion should not
be scheduled at inopportune times, e.g., at the very end of the first
day, over dinner, or at the end of the last day of the meeting.
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Composition and balance discussions mus:z be recorded and transcribed
onto paper immediately after the meeting. Although it is not necessary
to do an extended edit or the transcript, the following minimum
standards must be met: (1) individual speakers must be properly
identified, (2) all significant abbreviations must be spelled out, (3)
no gaps in irformation, and (4) edited to a sufficient degree to make
it readable.

The transcript is a permanent part of the project files maintained in
the board. When the project records are archived, transcriptions of
all composition and balance discussions should be archived as well. A
copy of the transcript also must be attached to the composition and
balance memo (discussed below).

Every effort should be made to include all board/committee members ia
the composition and balance discussion; for example, conference calls
should be arranged, 1f possible, for members physically absent, 80
that they might hear the remarks of other members and summarize their
own potential sources of composition and balance.

Members wro do not participate in the initial composition and balarce
discugeion must participate in a supplemental digcussion at the
earliest opportunity. Before the supplemertal diecuesion is held, the
absent member{s) must be informed of the compesition and balance
discussion of other members of the board or committee. To accomplisa
this task, the staff has two options:

a. If a transcript of the earlier discussion is ready, it may be
shown, on a privileged basis, to the members who were absent from the
earlier discussion. Such transcripts should be clearly marked
rprivileged, not for duplication" and should be recovared immediately
after review. The transcript should not leave the premises of the NRC.

b. A supplemental composition and balance discussion that
includes all member oI the committee or board (i.e., those members who
were present at the first discussion as well as those who were absent)
must be held.

The supplemental discussion must be taped, transcribed, and added to
the transcript of the earlier discussicns. All supplemental discussion
transcripts should be archived with the project files.

Preparing the Composition and Balance Memo
The study director must prepare a composition and balance memo and

submit it via the board director to the CETS executive office within
three weeks of the composition and balance discussion. All completed
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bias forms for the bkoard/committee are to be attached to the memc,
along with a completed Bias Invertory Form (revised 12/93). A copy of
the inventorv form should be retained in the originating office to be
used for submission of supplemental compositicn and bias memos.

The composition and balance memo must contain an analyeis of the
balance within the board or comittee and a finding as to its
composition and balance or 1lack thereof. In the latter case,
recommendations must be advanced to correct the imbalances that exist.
Board or study directors should consult with the respective board or
committee chair on the balance, if possible, and oktain his/her
concurrence on the findings. The views of the chair should be given
full consideratior; however, it is a staff responsibility to assure
balance--not the responsibility of the chair.

Whenever a supplemental discussion is held for a member absent from
the original discussion, a supplemental composition and balance memo
must be prepared and torwarded to the executive office within three
weeks of the supplemental discussion. The supplemental memoc should
include all of the elemernts listed below (inciuding a copy of the
transcript of the supplemental discuss:icn). A copy of the Bias
Inventory Form should be updated and submitted with the package.

The focllowing is a summary cof all required elements for the
development of all composition anéd balance memos.

1. Brief Project Summary: The first paragraph should consist of a
brief summary of the project purpose and statement of task. It should
reflect the appropriate elements of the study that were used in the
analysis and assessment of the composition and balance board or
committees.

2. Logistical Information: The gecond paragraph should include the
following informatiom:

Date of the meeting at which the composition and
balance discussion was held

Name of the individual who led the discussion

Names of all members of the board or committee who
were present for the discussion

Names of all members of the board or committee who
were not present for the discussion

A statement that the transcription has been maintained
as a part of the permanent record of the board or
committee's work

3. Findings: The statement of findings should provide the
following: (1) an assessment as to whether the staff believes that the
board or committee has made a full disclosure of relevant facts
concerning bias and potential conflicts of interest, {(2) a conclusion

Leus
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as to whether the board or committee represente a balance of
pctentially Liasing backgrounds or professional or organizational
perspectives {identification of such ©potential biag does not
automatically disqualify the member, but it should alert the staff to
the possibility of a need to assure that the committee ig balanced on
its coverage of the issue), (3) a conclusion as to whcther the board
or committee has the breadth of expertise and is fully competent to
complete its task. The statement should also note whether the chair of
the board or committee concurs with the findings.

Findings on factors such as geographical, gender, or other balances
not directly related to the activity are rot appropriate for the memo;
they should have been addressed in the nominations package.

4. Transcript of the Discussion: An edited copy of a transcript from
the composition and balance discussion is to be attached to the memo.
Every committee cr board member muslL participate in the composition
and balance discussion. If an individual did not attend the meeting,
tne memo should analyze the materials availiabie (e.g., resume and bias
form) and include a summarv based on the facts in his/her background
that relate to the study. In these instances the memo should include a
statement that the person was not present at the meeting and that
his/her discussion will be conducted at the next meeting.

All ccmposition and balance memcs must be signed by the study director
and sent to CETS via the board director (in the case of committees).

At the bottcm of each composition and balance wmemo, inciuded the
following lines:

"CFETS Executive Director has reviewed this memo and concurs with the findings.

Signed
Date -

ANNUAL REVIEW OF COMPOSITION AND BALANCE

For every active board and committee there must be an annual review of composition and balance.
Procedures for the conduct of this review are as follows:

The board or committee staff will retrieve the original Porential Sowrces of Bias Statements for the board
or committee members from the CETS EO. These original forms will be given to the members to be
revised, signed, and dated.

A full board or committee discussion of changes in status relevant to the committee composition and
biases of each member will be held. The discussion will be transcribed. Within three weeks of that
discussion, a supplemental composition and balance memo will be prepared and submitted to the CETS
executive office. The supplementa! memo will discuss any changes in status noted during the discussion
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and will contain the CETS sign- off lines specified above.

All members must participate in the annual review. If any member is absent from the meeting at which an
annual review is held, he/she should participate in a supplemental discussion at the next meeting,
following the guidelines for members absent at initial composition and balance discussions, as stated
above. Within three weeks after the follow-up discussions, a supplemental composition and balance
memo shall be submitted to the CETS EO. A copy of the Bias Inventory Form should be updated and
submitted with the package.

EXECUTIVE OFFICE RESPONSIBILITIES

Bias Forms

The executive director or the associate executive director will examine and sign all bias forms. Any
problems or concerns will be discussed with and resolved by the board director.

Aftcr approval by the executive director or associate executive director, all forms will be retained in the
executive office until three years aller the committee is dissolved or the member is dismissed from a
board or standing committee, at which time the appropriate form will be destroyed in accordance with
Academy procedures.

Composition and Balance Memo

The executive director or the associate executive director will promptly examine the composition and
balance memo along with the bias forms and, if applicable, will formally indicate concurronce with the
memos findings by signing the lines provided at the bottom of the memo. Any deficiencies identified will
be discussed with the board director to determine appropriate action. If necessary, the executive director
will work with the board director and the NRC Genera! Counsel to resolve questions or concerns.

The completed composition and balance memos together with the bias forms will be retained at CETS
executive office.

Author of the document: Marlene Beaudin

tibrary shelf: Guidelines

Keywords for Subject Index: blas; balance, committes; composition, committee
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inventory of Potential Sources of Bias and Conflict of Interest
(BIAS FORMS)

i CHECKLIST:
Blas memo is dus 3 weeks after composition and batance discussion.

Board director must review, Inltlal, and date all forms for every update.

Draw line through members who resign or rotate off.

All blanks In bias form must be completed (see Composition & Balance Guidelines).
Maintain copy of transcript with project records.

Bilas materials must be updated annually.
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